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June 19, 2006

Office of Strategic Operations and Regulatory Affairs
Centers for Medicare and Medicaid Services
Division of Regulations Development-C

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Attention: Bonnie L. Harkless

Re: CMS-10193 and CMS 10133

The American Society for Clinical Laboratory Science (ASCLS) is writing to comment
on the April 21, 2006 Federal Register notice, “Agency Information Collection
Activities: Proposed Collection; Comment Request,” regarding the Medicare Clinical
Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-
10193, OMB#: 0938), the instructions to be used to complete the form and the
Supporting Statement.

ASCLS is the nation's oldest and largest non-registry professional association for non-
physician clinical laboratory professionals. The Society's mission includes promoting
high standards of practice in the workplace and ensuring professional competence, while
its ultimate goal is to ensure excellent, cost-effective laboratory services for consumers of
health care. Our membership of nearly 11,000 includes clinical laboratory directors,
managers, administrators, supervisors, and staff at all levels of practice in all disciplines.

ASCLS has a number of general questions about this process that we believe must be
answered before this project commences:

e How will CMS handle the laboratory service needs of nursing homes if the small,
local laboratories (either hospital outreach or privately owned) are not among the
winners since these are the only laboratories that currently service this sector of
health care?

e Physician office laboratories comprise the largest number of laboratories in this
country with a 25-30% market share. How does their exemption impact the total
savings anticipated from this demonstration project? How will those that are in
the CBA be paid during the period of the project?

e How will quality of service be monitored during the project? ASCLS believes
that the ombudsman role should be filled by a committee because the
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e complexities of laboratory services are beyond the expertise of any one person.
Will the monitoring be done through a Medicare contractor? The contractor must
then comprise both the fiscal intermediary and the carrier functions so the
contractor is knowledgeable of all types of laboratories

Supporting Statement

#12. Burden Estimates (Hours & Wages)
The number of hours per bidder is grossly underestimated. Responding to this bid will
require at least twice the upper limit of the estimate (i.e. twice the 100 hours).

The annualized cost is based on the salary of a staff scientist/techonologist. This is not
the level of laboratorian needed to assemble the information for this bid. The laboratory
will have to dedicate a management position and enlist aid from the legal, financial, and
information technology departments. The salaries for individuals from each of these
departments will exceed the $23.66 per hour CMS has factored into the cost of this
burden.

#3. Use of Information Technology

We believe that this section needs clarification. What is the intent of the section? Is it
supposed to explain how to submit the application electronically? What is meant by
“collection”; is this supposed to be the application? Does CMS have the ability to accept
an electronic signature?

Bidding Instructions

A. Bidding Status

Under the “Rules”, the definition of “Required bidders” should include the exclusions
(physicians’ office laboratories, hospital outpatients, etc) as CMS cannot assume that
every laboratory in the bidding area will already know about the exclusions.

ASCLS requests that CMS clarify in the instructions that laboratories that don’t bid do
not jeopardize hospital outpatient and physician office patient reimbursement.

CMS should explain the “pre-determined cap on total Medicare demonstration test
revenue” for the non-required bidders. Is this different than the $100,000? What
happens when the non-required bidder exceeds the cap - $100,000? If the annual cap is
reached in year one of the project, is the lab able to participate the second year or is the
lab excluded for both years two and three.
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C. GEOGRAPHIC COVERAGE AND TEST MENU

#3 The instructions need to explicitly state how to add information for the all of the
specimen collection locations if the application is submitted in hard copy or
electronically.

The amount of information required to be submitted with the entire application will be
volumes; in hard copy, for instance, it could fill multiple binders. The instructions do not
standardize the organization of all of the material so that CMS can readily compare the
submitted information. If the application can be submitted electronically, what software
must be used, should the files be submitted on CD ROMs, or a different hardware?

#6 This question requests the types of expansion plans CMS expects a required bidder to
provide if they are to win the contract. The announced start of the first demonstration
project is April 2007. It will be impossible for most hospital laboratories who would
qualify as required bidders to build and install the information system, construct
specimen collection sites, etc. in the time left between now and the beginning of the
project. This requirement effectively excludes this type of laboratory and restricts
participation to laboratories that already have the infrastructure in place. Thus CMS has
fewer bidders from which to choose.

Bidding Form

In 1998, CLSI (then NCCLS), published a guideline to follow when choosing a referral
laboratory, “Selecting and Evaluating a Referral Laboratory, Approved” GP9-A, ISBN
1-56238-357-4. The criteria in this document outline the process that a laboratory
conducts to choose such services. This document is the product of a CLSI consensus
using input from laboratorians in government agencies, commercial and state referral
laboratories, hospitals and accrediting bodies. ASCLS believes that CMS should use the
same criteria to identify winners under the bidding competition. We are concerned that
this form does not ensure that the winning laboratories are efficient and effective at
delivering quality laboratory services. However, since CMS did not follow this
document, ASCLS has the following questions and concerns:

A. BIDDING STATUS

The major question is whether this form will be filled out in an electronic format that will
allow for the expansion of answers. ASCLS believes the form should be available in an
electronic format.
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B. APPLICANT INFORMATION

The financial information, business relations, etc that are being requested in this section
will not be consistent from bidder to bidder. The information provided by Hospital
outreach laboratories will not reflect the capitalization of the laboratory but rather that of
the parent institution or system. This doesn’t tell CMS whether the laboratory is viable
enough to finish the demonstration project. The way these questions are crafted seems
more focused on independent laboratories and possibly presents these laboratories with
an unfair advantage.

C. GEOGRAPHIC COVERAGE AND TEST MENU

#5 Subcontracting

Most laboratories do not have letters of agreement with all of the reference laboratories
that are used, with the exception of the major subcontractor. Will the lack of letters of
agreement preclude the bidding laboratory from sending the tests from this project to a
referring laboratory with which they have no letter of agreement?

It is not clear whether new agreements can be made during the demonstration project if,
for example, a participating laboratory gets a request for a new test and needs to find a
new referring laboratory.

#6 Expansion

Since CMS has not indicated the volume that a winning laboratory can anticipate, it is
difficult to describe the degree to which additional staff, instrumentation, facilities, etc
should be added. CMS must make it clear before the bidding takes place whether a
laboratory can subcontract after the winning bids have been awarded if volume exceeds
their capacity?

D. CAPACITY AND BID PRICE INFORMATION

#4 Test Capacity and Bid Price

We recommend that the application form comes pre-populated with the HCPCS codes
and the test names to standardize the bid. A pre-populated list would remove ambiguity
as to which tests were included in the bid. This is particularly important because many of
the HCPCS and CPT codes are not analyte specific. They are general codes for a
method, such as immunoassay,and the tests performed by this method can stand vary
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dramatically in price. Therefore CMS will have to list what tests they want for these
method codes.

We do not believe that CMS has made clear what is wanted in Column E — Test Weight
in this section of the application. There needs to be a better description as to how to
calculate the test weight if the bidding laboratory is supposed to do that. ASCLS
suggests that CMS calculate the Test Weight since that would standardize the results and
not leave the calculation to the interpretation of each bidder.

E. QUALITY

#2 Laboratory Registry

The question for this item asks for any affiliated laboratory. We urge CMS to define
“affiliated” in the instructions. Does affiliated mean laboratories in your company or
health system or the subcontractors of the bidding laboratory?

The only information in this section related to evaluating the quality of the laboratory is
proficiency testing. The measurement of quality laboratory services is far more complex
than proficiency testing results. Those results do not measure the laboratory’s ability to
provide the right information on the right patient at the right time. Therefore, ASCLS
believes that CMS is not asking the appropriate questions to ensure that the winners can
and do provide quality service. We again refer CMS to the CLSI document “Section 3
Criteria for Selection”, which recommends that before entering into a contract for
laboratory services, the purchaser of the services should have information about:

e 3.2.4 Turnaround times, including references from clients that document that
laboratory’s “compliance with its stated policy.”

e 3.2.5 Communication systems that use “a standardized order entry or results
reporting communication protocol.

e 3.2.6 Efficiency and timeliness of reporting results and the effectiveness of
interpretations. Reports should include “age and sex adjusted reference ranges
and/or other therapeutic and diagnostic reference ranges, where possible”. The
laboratory’s turnaround time for reporting critical values, handling Stat tests,
being available to answer questions about results, and responsive to handling
“inappropriate/compromised” specimens are all criteria that should be queried
before awarding any contracts.
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The ASCLS recommends that CMS hold a working meeting soon to discuss the many
open issues surrounding this process so they can be addressed in real time if this
demonstration project is to move forward by the dates previously announced. ASCLS
and its members thank you for your attention to these concerns and suggestions and
reaffirm our willingness to work with you, your colleagues, the chosen contractor, and
other stakeholders to ensure that the results of this demonstration project are as sound and
definitive as possible.

Sincerely,

u‘Za-,-ﬂ. 2 VA

Bernadette Bekken, President
American Society for Clinical Laboratory Science

6701 Democracy Boulevard, Suite 300 Bethesda, Maryland 20817 301.657.2768 301.657.2909 fax
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Clinical Health Laboratories
Corporate Offices & Main Laboratory
26300 Euclid Avenue

Cleveland, Ohio 44132

“J
Ms. Michelle Shortt (216) 261-9700 h
Director Fax (216) 261-3955

Centers for Medicare & Medicaid Services

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

June 19, 2006

RE: CMS-10193 Agency Information Collection Activities: Proposed Collections; Comment Requests
(Medicare Clinical Laboratory Competitive Bidding Demonstration)

Dear Ms. Shortt:

Please accept the following comments regarding the application form CMS-10193 and the Medicare Clinical
Laboratory Competitive Bidding Demonstration.

There are fundamental issues with the Competitive Bidding Demonstration that we believe need to be
addressed, including the need to have a good method for tracking and documenting the demonstration’s
success or failure. The demonstration should be able to determine that the costs are not shifting to other
health care entities. For example, as a result of perhaps saving laboratory costs through competitive bidding,
the costs for pharmacy, hospital and ambulance increase because of poor turnaround time or access.

We would like for you to consider responses to the following questions.
1. How is CMS going to track those beneficiaries that reside in the winter months down south, and visit
up north during holidays or summer months? Who’s paying for the service under the competitive
bidding demonstrations arrangement?

2. CMS will incur increased health care costs for beneficiaries, when a winning bidder cannot perform
an ordered test timely, or when a beneficiary is transported to a hospital to obtain urgent test results
because the winning lab is unable to perform the test timely. How is CMS going to track the increase
costs for pharmacy, hospital and ambulances and its direct relationship to the demonstration?

3. How is CMS going to track State Agencies increase in costs, and survey deficiencies among nursing
homes due to a bidder not being able to perform consistently for its contracted services?

4. How is CMS going to differentiate those bidders that perform blood draws in nursing homes and
homebound patients with other laboratories that just pick up and transport specimens?

5. How is CMS going to communicate the volume in the demonstrations site and of each demonstration
test the bidders will be bidding on? Volume is critical component to the quoting process.

6. Where in the application is the requirement for quality and turnaround testing questions?

Our specific comments to the application form, is as follows. Note that the colored and bold faced type is
what we are recommending to be added or further explanation is required.

5 “We Deliver Quality Laboratory Resulfs On Time”
. CAP & CLIA Accredited
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Application Form: Instructions for Completion Comments:
Section A. Bidding Status

Required bidders are defined as laboratories certified under CLIA as moderate and/or high
complexity testing facility that supplied at least $100,000 in the demonstration tests during calendar year
2005 to Medicare beneficiaries residing in the CBA, Competitive Bidding Area. (Is the draw and visit
excluded from the $100,000 demonstration test since those prices are set by congress? If the CBA is
the MSA (Metropolitan Statistical Area), and if a laboratory performs more that $100,000 in the area
defined by CMS they are considered Required Bidders. So, it is not based upon the total business of
the demonstration testing during the calendar year 2005, just those tests located in the MSA.)

Rules:

(General Comment: The rules need to be more specific...like for example, is a late bidder
still qualified to bid, and will it be accepted? Since specimen collection and visit are set by
congress, including STAT services, how will they be considered versus a laboratory that
just picks up specimens? Is the blood draw, STAT fee, and visit excluded from the total
annual receipts?)

Section B. Applicant Information
10. Financial information regarding the applicant is required to understand and assess the applicant’s
financial viability. The following information should be included when the application is
submitted.

a. Reviewed Financial Reports....Small applicants are defined by the SBA as businesses
having less than $6 million in annual receipts. (Comment: According to SBA Website it
states small business as defined as $12.5 million in receipts. Does the Women
Business Enterprise under the Regulatory Flexibility Act and Enforcement Fairness
Act come into consideration?)

b. Audited Financial Reports...(Comment: This would be a hardship for those
companies that fall slightly above what CMS is defining as a small business. The cost
compared to what we are currently paying for outside Certified Public Accountant is
currently $12,000 per year, and an audit would cost us an additional $25,000 per
year.)

Section C: Geographical Coverage and Test Menu
In first paragraph: define “Demonstration Tests”

1. Provide information regarding the acquisition and/or transportation of laboratory
specimen. Attach a copy of your current requisition or test request form. (Comment:
These are two separate questions and should be separated as such; the acquisition of
obtaining a specimen, and test request. The acquisition could be obtained in several
methods to including drawing and transporting or just transporting the specimen.
Also attaching a requisition form can be difficult because labs communicate with
their clients via an electronic method, fax, or phone when communicating laboratory
requests.)

6. This question should be completed if the applicant plans to expand in-house after being
awarded a bid contract. (Comment: You should also ask the question that if you are
not awarded the bid, what reduction in staff and facilities or possible closing of your
business would take place.)

“Partnering with you in delivering quality healthcare”
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Section D. Capacity and Bid Price Information

Section D collects information on the applicant’s capacity (Define capacity more and how will
subcontracting be communicated when or included in capacity?)
4. Complete the bid price table for all demonstration tests. A bid price must be provided for
each Healthcare Common Procedure Coding System (HCPCS) (Laboratory uses CPT
Codes).

Clinical Health Laboratories services nursing home and homebound beneficiaries plus has some walk-in
traffic at our Patient Service Centers. In the application, it does not address quality requirements, and access
to care which includes travel, blood draws, STAT and time draws. Laboratory testing and result timeliness
can be a matter of life or death. Our concern is will patients receive proper care under competitive bidding,
and at what price or at what human cost? Unlike the Durable Medical Goods demonstration, which is
product driven and has ample lead time, is not life or death. Laboratory Competitive Bidding should not
restrict access, or eliminate beneficiaries and clients from the freedom of choice. Win-lose bidding will
eliminate competition, which will raise prices in the long run.

Thank you for giving us this opportunity to comment on the contents of the application, and Competitive
Bidding. We’d be happy to participate in adding any further comments, in order for the application process
remains fair.

Sincerely,
i 'c/al Health Laboratories

Cafol A. Kalina
CEOQO/President

CC: Kilbourne Medical Laboratory
Mark S. Birenbaum, Ph.D. American Association of Bioanalysts

“Partnering with you in delivering quality healthcare”
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AdvaMed

/ Advanced Medical Technology Association

Ann-Marie Lynch
Executive Vice President

Payment and Health Care Delivery

Direct: 202 434 7203
alynch@advamed.org

June 19, 2006

Centers for Medicare and Medicaid Services

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development—C

Attention: Bonnie L. Harkless

Room C4-26-05,

7500 Security Boulevard

Baltimore, Maryland 21244-1850

To Whom It May Concern:

On behalf of the Advanced Medical Technology Association (AdvaMed), I am writing in
response to the April 21, 2006 Federal Register notice, “Agency Information Collection
Activities: Proposed Collection; Comment Request,” regarding the Medicare Clinical
Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-
10193, OMB#: 0938).

AdvaMed is the world’s largest association representing manufacturers that produce the
medical devices, diagnostic products and health information systems that are
transforming health care through earlier disease detection, less invasive procedures and
more effective treatments. Our members produce nearly 90 percent of the health care
technology purchased annually in the United States and more than 50 percent purchased
annually around the world. AdvaMed members range from the largest to the smallest
medical technology innovators and companies.

Our comments will focus on three areas: (i) the estimated burdens associated with the
information collection; (ii) the utility of the form questions related to quality; and (iii)
outstanding issues that will affect the ability of applicants to respond adequately.




L Estimated Burden

In the “Supporting Statement for Paperwork Reduction Act Submissions” (“Supporting
Statement”) for the Medicare Clinical Laboratory Services Competitive Bidding
Demonstration Project (the “Demonstration”), CMS assumes that the wage rate of a
“Medical and Clinical Technologist” ($23.66 per hour) is an appropriate one for
estimating the labor cost of completing the Demonstration forms. We are concerned that
this may underestimate the true cost of completing such forms. Individuals from varying
backgrounds, such as billing, collections, operations, and legal counsel, will likely be
required to participate in submitting information in conjunction with the Demonstration’s
application process. The wage rates for individuals serving in these capacities may be
higher than the rate assumed by CMS. As a result, we urge CMS to take this factor into
consideration as it sets forth its burden estimate. In addition, we recommend that CMS
consult with various laboratory community representatives in order to derive an accurate
estimate of the total number of hours that will be involved in completing the form and
submitting their bids.

On a separate note, we continue to have concerns with the administrative complexity and
cost to the Federal government of implementing competitive bidding programs. While
the Supporting Statement addresses “Cost to the Federal Government,” this section
addresses only the costs associated with developing and producing the “Bidders Package’
for the Demonstration, and the costs of the contract with RTI. A thorough evaluation of
the administrative cost and complexity involved in implementing competitive bidding for
clinical laboratory services will ultimately be needed to evaluate the overall
Demonstration.

2

I Quality Issues

We recognize that clinical laboratories are subject to the regulatory requirements of the
Clinical Laboratory Improvement Amendments (CLIA), which in turn affect the quality
of lab services provided. However, in the context of the Demonstration, we are
concerned that relying too heavily on the requirements of CLIA to ensure quality may
result in a limited picture of the Demonstration’s impact on patient care. To supplement
the quality monitoring activities, we recommend that the Demonstration include patient-
focused quality monitoring factors, such as patient satisfaction as it relates to specimen
collection, and ease of access to phlebotomy or specimen collection centers. These
factors will be important in evaluating the impact of clinical laboratory competitive
bidding on patients.

III.  Implementation Issues
We recognize that many implementation issues related to the Demonstration have yet to

be addressed and resolved at this stage. However, the Demonstration form needs to be
clear on its face for the Demonstration applicants. For example, the term “nonpatient” is




not defined in the form. This is an important term to define because we understand that
some hospitals record their outreach lab business as “outpatient” rather than “nonpatient.”
In addition, we recognize the importance of “subcontracting” relationships to the bidding
process. However, given the potential antitrust issues that may be raised by such
networks of bids, we urge CMS to provide guidelines for what kinds of networks will be
considered appropriate and consistent with the antitrust laws.

Finally, we continue to be concerned about the impact competitive bidding will have on
overall competition in the clinical lab services market. While initial savings may be
gleaned through competitive bidding, in the long-run the market may suffer from lack of
diversity as “losers” are unable to stay in business without Medicare as a payer. We hope
that CMS will take into consideration the importance of numerous and diverse types of
laboratory outlets in order to ensure patient access to high quality lab services.

* * * *

Thank you for the opportunity to comment. We look forward to working with CMS as
the Demonstration is implemented.

Sincerely,

Ly L

Ann-Marie Lynch
Executive Vice President

Cc: Linda Lebovic
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June 19, 2006

Ms. Michelle Shortt

Director

Centers for Medicare & Medicaid Services

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development - C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Dear Ms. Shortt:

| am writing this letter to submit comments related to the Medicare Clinical Laboratory
Competitive Bidding Demonstration. | am significantly opposed to competitively bidding clinical
laboratory services. A clinical laboratory service is not a material product just transacted
between two parties. It is a service that is complicated by many different entities and variables,
not the least of which is continued reductions in reimbursement over the years. This is the first
time | have been involved with an effort to request your department’s consideration on new
Medicare regulations being developed. The affect the proposed actions will have on my
laboratory will be significant. We wish to remain an active participant in the delivery of
healthcare and hope our input to this new proposal will help to develop the best process.

It is important to understand a bit about our laboratory so that you will understand why we are
concerned enough to submit questions about the Bidding Demonstration. Interpath Laboratory
has been providing laboratory services to Eastern Washington, Eastern Oregon and ldaho for
over 40 years. We provide these services to mostly rural locations in those states where other
larger, national laboratories and many hospital outreach laboratories won’t go. We have
emphasized quality and timely laboratory results, at the same time embracing new technology
both in testing and information transfer. We are committed to providing the best laboratory
services to Medicare patients and would like to see the demonstration project as comprehensive
and the goals of the department acknowledged.

| have included below two general concerns regarding the competitive bidding project.

Application Form: A properly designed demonstration begins with an application form that is
designed to illicit the information needed from bidders to ensure that the demonstration is
consistent with the Medicare statute and ensures Medicare beneficiary access to clinical
laboratory testing. Unfortunately, CMS’s application form is not as comprehensive as it should
be to capture such information.

First, while it asks a number of questions related to geographic coverage and the test menu, the
form does not ask any questions that suggest how CMS plans to ensure access to testing for
highly vulnerable patients, such as those residing in skilled nursing facilities (SNFs), or
geographical locations where it is not profitable to provide clinical laboratory services. It is not

541.276.6700
FAX 276.4374




clear from reading the form how CMS intends to prevent laboratories from using marketing and
service strategies to target and serve only the easiest, low-cost, high-volume segments of the
market.

Second, the form includes a “Subcontracting” section in which the applying laboratory would list
any other laboratories with which it is establishing a subcontracting agreement. The form
requires very little information to be provided under this section. Does CMS intend to provide
bidders with a set of guidelines about the types of discussions they can have with other
laboratories in developing a consortium? Has CMS identified specific individuals within the
Department of Justice or the Federal Trade Commission assigned to monitor compliance with
fair competition and antirust laws during this demonstration?

Third, the form does not adequately probe bidders for information about the quality of the clinical
laboratory services they provide. The form merely asks the laboratory to designate a “quality
assurance staff member to service as a point of contact”, inquires as to the laboratory’s status
under the Clinical Laboratory Improvement Act program (CLIA), and request the laboratory to
list the CLIA-approved Proficiency Testing programs in which it participates. It does not provide
a mechanism by which to thoroughly assess the quality of the laboratories before the
demonstration begins so that an accurate measure of quality improvement or deterioration can
be made at the end of the demonstration.

Burden Estimates: In addition, Interpath is concerned that the burden estimates provided by
CMS significantly underestimates the time and cost of completing the forms. The estimate of
100 hours is not sufficient for laboratories to assess whether the facility is required to bid based
on Medicare revenue from the previous year; assemble a complete financial statement;
negotiate subcontractor arrangements with other laboratories and provide signed agreements;
and determine capacity and bid price for all 1,100 tests on the clinical laboratory fee schedule.
Moreover, the individuals needed to complete the forms include those responsible for billing,
collections, operations and legal counsel. None of the hourly rates for these individuals are
included in the calculation of the financial burden.

As a partner in the delivery of rural healthcare, we are concerned about the quality and
accuracy of laboratory testing, and we welcome the opportunity to contribute to the
demonstration project. We look forward to hearing your response to our questions and
concerns. Thank you for you consideration.

Sincerely,

Thomas M. Kennedy
President
Interpath Laboratory, Inc.
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June 19, 2006

Ms. Michelle Shortt

Director

Centers for Medicare & Medicaid Services

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-p1850

Dear Ms. Shortt:

This is in response to your solicitation of comments regarding the competitive bidding
project and the demonstration projects application form.

We are a small (1500-2000 patients per week) independent community clinical laboratory
serving north, central and a portion of southern New Jersey since 1951. We provide a
personalized service to a segment of the clinical lab testing market that the large national
labs have been unsuccessful in servicing or have avoided in servicing. We have over the
years been in the position to establish a personal relationship with the Medicare covered
patient and understanding of their unique needs.

The burden estimates that CMS proposes is significantly less than that estimated by our
laboratory. As a small independent lab we would be required to retain legal council, and
add significantly to the staffing costs in an effort to provide an accurate analysis and bid.

I am concerned about how you are taking into account access to certain services and
assuring the quality of service is maintained analyzing both pre and post contract period.
It does not appear to me to be based sclely or a low fee schedule but also, however not
limited to, access to quality services. An example of some of the segment that might be
underserved is the following:

1) Provision of house call service. Currently our lab services approximately 150
patients per week. The large national labs have traditionally avoided servicing this
population.

2) As asmaller lab we have been better able to respond to stat/emergency testing
needs and same day reporting on select tests such as prothrombin time
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determinations, for monitoring coumadin therapy, a common analysis performed
on Medicare covered patients. This has aided the physicians in providing
accurate and timely care, as the results and accuracy on this particular test are
affected by pre-analytic variables such as specimen stability and transport. Timely
collection, analysis, and reporting on emergency requests routinely reduce the
requirement of the patient to be referred to the local emergency room for
evaluation. We do not see in the application process how such service will be
monitored and guaranteed.

Providing service to nursing home patients and facilities that have predominantly
Medicare covered patients. Some of these facilities were unable to establish
service with the large national labs; however we are able to service this
population. Does the application process evaluate both pre and post service
expectations and goals?

As a laboratory director of an independent clinical lab that is concerned about the
quality of lab services to our Medicare covered patients, I hope you find the above
informative.

Sincerely Yours,

WAL O

George N. Mitilenes Ph.D., HCLD (ABB)
President/Laboratory Director
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LABORATORIES Marshfield, W1 54449-5795

June 12, 2006

CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of MARSHFIELD LABORATORIES, I am writing in response to the
April 21 Federal Register notice, “Agency Information Collection Activities: Proposed
Collection; Comment Request,” regarding the Medicare Clinical Laboratory Services
Competitive Bidding Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated

and fail to account for the hourly rates necessary to complete the forms. The estimate of

100 hours to complete the application is unrealistic and will not be sufficient for most

laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate

subcontractor arrangements with other laboratories and provide signed agreements, and

to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee

schedule. Furthermore, laboratories will need the services of individuals responsible for

billing, collections, operations, and legal counsel to complete this information. None of

these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.
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The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.

In addition to the general comments provided above, I also support the detailed
comments submitted by CLMA, the Clinical Laboratory Management Association, and
refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

MARSHFIELD LABORATORIES

C@z« 2 J 4 Zawg

By: Gene R. Shaw, M.D., Ph.D—
Its: Director

1000 N. Oak Avenue
Marshfield, WI 54449
Phone: 715-387-9770
Fax: 715-387-7121
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CMs

Office of Strategic Operations and Regulatory Affaurs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

| am a clinical laboratory supervisor with over 30 years experience in the clinical laboratory. | am writing in
response to the Apnl 21 Federal Register notice, “Agency Information Collection Activities: Proposed Callection;
Comment Request,” regarding the Medicare Clinical Laboratory Services Competitive Bidding Demonstration
Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated_and fail to account for the
hourly rates necessary to complete the forms. The estimate of 100 hours fo complete the application is unrealistic
and will not be sufficient for mast laboratories to assess whether their facility is required to bid based on Medicare
revenue from the previous year, to assemble a complete financlal statement, to negotiate subcontractor
arrangements with other laboratories and provide signed agreements, and to determine capacity and bid price for
all 1,100 tests on the clinical l[aboratory fee schedule. Furthermore, laboratories will need the services of
individuals responsible for billing, collections, operations, and legal counsel to complete this information. None of
these individuals' hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that 'quality laboratory services are maintained
throughout the demonstration project, and there is little emphams in the form on the collection of this information
from bidding laboratories. The only information required is for a “Quality Assurance Contact," the laboratory's
status under CLIA, and its Proficiency Testing program. Thesae few measures oversimplify and fall short of
determining a laboratory s capacity for quality.

The unresolved jssues 'surrounding-implementation of the competitive bidding demonstration project make
accurate completion of the application form nearly.impossible. Far example, there is no clear definition of the
terms “face-to-face encounter” or “nonpatient” In the application instructions or in the Supporting Statement. There
is also no statement regarding whether a bidder can bid separately or form a consortia and also be a
subcontractor listed by another primary bidder. These are crucial decisions that will affect how our facility will
respond to the competitive bidding demonstration and price services within the demonstration. Finally, CMS
requests proprietary information about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding acceptance of liability if that
information is released or disclosed to an unauthorized party.

In addition to the general comments provided above | also support the detailed comments submitted by CLMA,
the Clinical Laboratory Management Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sinceraly, .

Rae Ann Malers .

Site Supervisor

United Clinical Laboratories - Flnley Slte
350 North Grandview

Dubuque, lowa 52001

5683-5808-2431

e-mail: rasann_maiers@pa-ucl.com
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Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

As a laboratory professional, I am writing in response to the April 21, 2006 Federal
Register notice, “Agency Information Collection Activities: Proposed Collection;
Comment Request,” regarding the Medicare Clinical Laboratory Services Competitive
Bidding Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates for the persons necessary to complete the forms.
The estimate of 100 hours to complete the application is not realistic and will not be
sufficient for most laboratories to assess whether the facility is required to bid based on
Medicare revenue from the previous year, to assemble a complete financial statement, to
negotiate subcontractor arrangements with other laboratories and provide signed
agreements, and to determine capacity and bid price for all 1,100 tests on the clinical
laboratory fee schedule. Further, the persons needed to complete this information will
include persons responsible for billing, collections, operations and legal counsel. None
of the hourly rates of these individuals were included in the calculation of the financial
burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues still surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example there is no clear definition of the terms “face-to-face” encounter
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately, form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
will price services under the demonstration. Finally, CMS requests proprietary
information about our facility and there is only a statement regarding protecting
confidentiality of the information but no statements regarding acceptance of liability if
that information I released or disclosed to an unauthorized party.



In addition to the general comments provided above, as a member I also support the (9\
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Jerry W. Bennington, BS.M.T. (AMT), CLC (AMT), MBA
Regional Laboratory Operations Manager

Marshfield Clinic

Marshfield W1
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Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

As a laboratory professional, I am writing in response to the April 21 Federal Register
notice, “Agency Information Collection Activities: Proposed Collection; Comment
Request,” regarding the Medicare Clinical Laboratory Services Competitive Bidding
Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.
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In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Susan A. Franks, MT(ASCP)
Laboratory Operations Lead
Franklin Medical Center
Greenfield, MA 01301

(413) 773-2536

i\
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Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of New Hanover Medical Group, P.A. and as a laboratory professional, I am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.



In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,
Cindy Young, Laboratory Manager
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

As a laboratory professional, I am writing in response to the April 21 Federal Register
notice, “Agency Information Collection Activities: Proposed Collection; Comment
Request,” regarding the Medicare Clinical Laboratory Services Competitive Bidding
Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.

gw
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In addition to the general comments provided above, as a member, I also support the

detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Lavonne Rodeffer, MT(ASCP)
Laboratory Director

El Dorado Hospital

Tucson, AZ 85712



United

A
Clinical
1A BRENMAN, MD €., LEIGH, MU 5. SLAGEL, M
Laboratories RR. DL&(L)AN)D', MD 3G O'CONNéR,{MD '15:.3‘.".*?45;3’81\‘{115
TT,EDMONDS, MO SR, RAVMOND  T.G. TIMMERMARN, MO
Cathedral Square, Dubuque, IA 52001 £.G. ELLERBECK, MD TR SCHAEFER )

Phone 563-556-2010

CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

| am a clinical laboratory manager with over 30 years experience in the clinical laboratory. | am writing in response tc
the April 21 Federal Register notice, "Agency Information Collection Activities: Proposed Collection; Commen
Request,” regarding the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding
Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated_and fail to account for the
hourly rates necessary to complete the forms. The estimate of 100 hours to complete the application is unrealistic and
will not be sufficient for most laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate subcontractor arrangements with
other laboratories and provide signed agreements, and to determine capacity and bid price for all 1,100 tests on the
clinical laboratory fee schedule. Furthermore, laboratories will need the services of individuals responsible for billing,
collections, operations, and legal counsel to complete this information. None of these individuals’ hourly rates were
included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory services are maintained throughout
the demonstration project, and there is little emphasis in the form on the collection of this information from bidding
laboratories. The only information required is for a “Quality Assurance Contact,” the laboratory's status under CLIA,
and its Proficiency Testing program. These few measures oversimplify and fall short of determining a laboratory’s
capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding demonstration project make accurate
completion of the application form nearly impossible. For example, there is no clear definition of the terms “face-to-
face encounter” or "nonpatient” in the application instructions or in the Supporting Statement. There is also no
statement regarding whether a bidder can bid separately or form a consortia and also be a subcontractor listed by
another primary bidder. These are crucial decisions that will affect how our facility will respond to the competitive
bidding demonstration and price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the protection of confidentiality of the
information, there is no statements regarding acceptance of liability if that information is released or disclosed to an
unauthorized party.

In addition to the general comments provided above, as a member, | also support the detailed comments submitted
by CLMA, the Clinical Laboratory Management Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

osag o Gomipoe

Mary Jo Bonifas

Manger of Laboratory Services
United Clinical Laboratories, Inc
205 Bluff Street

Dubuque 1A 52001
563-556-2010 #127
mary_jo_bonifas@pa-ucl.com
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

As a laboratory professional, I am writing in response to the April 21 Federal Register
notice, “Agency Information Collection Activities: Proposed Collection; Comment
Request,” regarding the Medicare Clinical Laboratory Services Competitive Bidding
Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.
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In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Nathalie Apke

Nathalie Apke, MT (ASCP).

oy
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Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

As a laboratory professional, I am writing in response to the April 21 Federal Register
notice, “Agency Information Collection Activities: Proposed Collection; Comment
Request,” regarding the Medicare Clinical Laboratory Services Competitive Bidding
Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.




In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Walter T. Hayes

Administrative Director of Laboratory Services
Pocono Medical Center

206 E. Brown St.

East Stroudsburg, PA 18301
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

As a laboratory professional, | am writing in response to the April 21 Federal Register notice,
“Agency Information Collection Activities: Proposed Collection; Comment Request,” regarding the
Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated_and fail
to account for the hourly rates necessary to complete the forms. The estimate of 100 hours to
complete the application is unrealistic and will not be sufficient for most laboratories to assess
whether their facility is required to bid based on Medicare revenue from the previous year, to
assemble a complete financial statement, to negotiate subcontractor arrangements with other
laboratories and provide signed agreements, and to determine capacity and bid price for all 1,100
tests on the clinical laboratory fee schedule. Furthermore, laboratories will need the services of
individuals responsible for billing, collections, operations, and legal counsel to complete this
information. None of these individuals’ hourly rates were included in the calculation of the
financial burden.

The application asks the wrong questions in order to ensure that quality laboratory services are
maintained throughout the demonstration project, and there is little emphasis in the form on the
collection of this information from bidding laboratories. The only information required is for a
“Quality Assurance Contact,” the laboratory's status under CLIA, and its Proficiency Testing
program. These few measures oversimplify and fall short of determining a laboratory’s capacity
for quality.

The unresolved issues surrounding implementation of the competitive bidding demonstration
project make accurate completion of the application form nearly impossible. For example, there is
no clear definition of the terms “face-to-face encounter” or “nonpatient” in the application
instructions or in the Supporting Statement. There is also no statement regarding whether a
bidder can bid separately or form a consortia and also be a subcontractor listed by another
primary bidder. These are crucial decisions that will affect how laboratories will respond to the
competitive bidding demonstration and price services within the demonstration. Finally, CMS
requests proprietary information about bidding laboratories, which is worrisome, while there is a
statement regarding the protection of confidentiality of the information, there is no statements
regarding acceptance of liability if that information is released or disclosed to an unauthorized
party.

In addition to the general comments provided above, as a member, | also support the detailed
comments submitted by CLMA, the Clinical Laboratory Management Association, and refer you to
those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Cristy Reynolds, MT (ASCP)

Cristy Reynolds, MT(ASCP)
Clinical Laboratory Consultant
1017 Jones Road

Irmo, SC 29063
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom [t May Concern,

As a laboratory professional, | am writing in response to the April 21 Federal Register notice,
“Agency Information Collection Activities: Proposed Collection; Comment Request,” regarding the
Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated_and fail
to account for the hourly rates necessary to complete the forms. The estimate of 100 hours to
complete the application is unrealistic and will not be sufficient for most laboratories to assess
whether their facility is required to bid based on Medicare revenue from the previous year, to
assemble a complete financial statement, to negotiate subcontractor arrangements with other
laboratories and provide signed agreements, and to determine capacity and bid price for all 1,100
tests on the clinical laboratory fee schedule. Furthermore, laboratories will need the services of
individuals responsible for billing, collections, operations, and legal counsel to complete this
information. None of these individuals’ hourly rates were included in the calculation of the
financial burden.

The application asks the wrong questions in order to ensure that quality laboratory services are
maintained throughout the demonstration project, and there is little emphasis in the form on the
coliection of this information from bidding laboratories. The only information required is for a
“Quality Assurance Contact,” the laboratory’s status under CLIA, and its Proficiency Testing
program. These few measures oversimplify and fall short of determining a laboratory’s capacity
for quality.

The unresolved issues surrounding implementation of the competitive bidding demonstration
project make accurate completion of the application form nearly impossible. For example, there is
no clear definition of the terms “face-to-face encounter” or “nonpatient” in the application
instructions or in the Supporting Statement. There is also no statement regarding whether a
bidder can bid separately or form a consortia and also be a subcontractor listed by another
primary bidder. These are crucial decisions that will affect how laboratories will respond to the
competitive bidding demonstration and price services within the demonstration. Finally, CMS
requests proprietary information about bidding laboratories, which is worrisome, while there is a
statement regarding the protection of confidentiality of the information, there is no statements
regarding acceptance of liability if that information is released or disclosed to an unauthorized
party.

In addition to the general comments provided above, as a member, | also support the detailed
comments submitted by CLMA, the Clinical Laboratory Management Association, and refer you to
those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Todd Proud

Todd A. Proud MT (ASCP)
Clinical Laboratory Consultant
719 Elmtree Lane

Claymont, DE 19703
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Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L., Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

As a laboratory professional, I am writing in response to the April 21 Federal Register
notice, “Agency Information Collection Activities: Proposed Collection; Comment
Request,” regarding the Medicare Clinical Laboratory Services Competitive Bidding
Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, (o assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule, Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals® hourly rates werce included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietaty information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.
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In addition to the general comments provided above, as a member, I also support the

detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Dr. doa/na(‘g“(a%a'/d" m 7
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Phone 563-556-2010

CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Davelopment-C

Attention: Bonnie L. Harkless

Room C4-26-05 :

7500 Security Boutevard

Baltimore, MD 21244-1850

To Whom It May Concern,

| am a clinical laboratory supervisor with over 25 years experience in the clinical laboratory. | am writing in
response to the April 21 Federal Register notice, “Agency Information Collection Activities: Proposed Collection;
Comment Request,” regarding the Medicare Clinical Laboratory Services Competitive Bidding Demonstration
Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated_and fail to account for the
hourly rates necessary to complete the forms. The estimate of 100 hours to complete the application is unrealistic
and will not be sufficient for most laboratories to assess whether their facllity is required to bid based on Medicare
revenue from the previous year, to assemble a complets financlal statement, to negotiate subcontractor
arrangements with other laboratories and provide signed agreements, and to determine capacity and bid price for
all 1,100 tests on the clinical laboratory fee schedule. Furthermore, laboratories will need the services of
individuals responsible for billing, collections, operations, and Iegal coungel to complete this nnformatuon None of
these individuals’ hourly rates were includad in the calculation of the financial burden.

The application asks the wrong questlons in order ta ensure that quality laboratory services are maintained
throughout the demonstration project, and there is little emphasis in the form on the collection of this information
from bidding laboratories. The only information required is for a “Quality Assurance Contact,” the laboratory’s
status under CLIA, and its Proficiency Testing program. These few measures oversimplify and fall short of
determining a laboratory's capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding demonstration project make
accurate completion of the application form nearty Impossible. For example, there is no clear definition of the
terms “face-to-face encounter” or "nonpatient” in the application instructions or in the Supporting Statement. There
is also no statement regarding whaether a bidder can bid separetely or form a consortia and also be a
subcontractor listed by another primary bidder. These are crucial decisions that will affect how our facility will
respond to the competitive bidding demonstration and price services within the demonstration. Finally, CMS
requests proprletary information about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding acceptance of liability if that
information is released or disclosed to an unauthorized party.

in addition to the general comments provided above, as a member, | also support the detailed comments
submitted by CLMA, the Clinical Laboratory Management Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

S s/

Sharon A, Hosch

Site Supervisor

United Clinical Laboratories, Inc
1111 3" Street SW

Dyersville |1A 52040
563-875-2949
sharon_hosch@pa-ucl.com
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Councern,

As a laboratory professional for almost 30 years, I am writing in response to the April 21 Federal Register
notice, “Agency Information Collection Activities: Proposed Collection; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: (0938).

The burden estimates provided in the Supporting Statement are grossly underestimated and fail to account
for the hourly rates necessary to complete the forms. The estimate of 100 hours to complete the application
is unrealistic and will not be sufficient for most laboratortes 1o assess whether their facility is required to
bid based on Medicare revenue from the previous year, to assemble a complete financial statemment, to
negotiate subcontractor arrangements with other laboratories and provide signed agreements, and to
determine capacity and bid price for all 1,100 tests on the clinical laboratory fee schedule. Furthermore,
laboratories will need the services of individuals responsible for billing, cotlections, operations, and leggl
counse] to complete this information. None of these individuals’ hourly rates were included in the
calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory services are maintained
throughout the demonstration project, and there is little emphasis in the form on the callection of this
information from bidding laboratories. The only information required is for a “Quality Assurance
Contact,” the laboratory’s status under CLIA, and its Proficiency Testing prograr. These few measures
oversimplify and fall short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding demonstration project make
accurate completion of the application form nearly impossible. For example, there is no clear definition of
the terms “face-to-face encounter” or *“nonpatient” in the application instructions or in the Supporting
Statement. There is also no statement regarding whether a bidder can bid separately or form a consortia
and also be a subcontractor listed by another primary bidder. These are crucial decisions that will affect
how our facility will respond to the competitive bidding demonstration and price services within the
demonstration. Finally, CMS requests proprietary information about our facility, which is worrisome, as
while there is a statement regarding the protection of confidentiality of the information, there are no
statements regarding acceptance of liability if that information is released or disclosed 1o an unauthorized
party.

In addition to the general comments provided above, as a member, [ also support the detailed comments
submitted by CLMA, the Clinical Laboratory Management Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue,

Sincerely,

Anne T. Daley, MS, MT(ASCP)DLM
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

As a laboratory professional, I am writing in response to the April 21 Federal Register
notice, “Agency Information Collection Activities: Proposed Collection; Comment
Request,” regarding the Medicare Clinical Laboratory Services Competitive Bidding
Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.
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In addition to the general comments provided above, as a member, [ also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,
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CMS

Office of Strategic Operations and Regulator / Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

4048517831
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Dean Health Systems and as a laboratory professional, I am writing in response to the April

21 Federal Register notice, “Agency Information Collection Activities: Proposed Collection; Comment
Request,” regarding the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated_and fail to account
for the hourly rates necessary to complete the forms. The estimate of 100 hours to complete the application
is unrealistic and will not be sufficient for most laboratories to assess whether their facility is required to
bid based on Medicare revenue from the previous year, to assemble a complete financial statement, to
negotiate subcontractor arrangements with other laboratories and provide signed agreements, and to
determine capacity and bid price for all 1,100 tests on the clinical laboratory fee schedule. Furthermore,
laboratories will need the services of individuals responsible for billing, collections, operations, and legal
counsel to complete this information. None of these individuals’ hourly rates were included in the
calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory services are maintained
throughout the demonstration project, and there is little emphasis in the form on the collection of this
information from bidding laboratories. The only information required is for a “Quality Assurance Contact,”
the laboratory’s status under CLIA, and its Proficiency Testing program. These few measures oversimplify
and fall short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding demonstration project make
accurate completion of the application form nearly impossible. For example, there is no clear definition of
the terms “face-to-face encounter” or “nonpatient” in the application instructions or in the Supporting
Statement. There is also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that will affect how
our facility will respond to the competitive bidding demonstration and price services within the
demonstration. Finally, CMS requests proprietary information about our facility, which is worrisome, as
while there is a statement regarding the protection of confidentiality of the information, there is no
statement regarding acceptance of liability if that information is released or disclosed to an unauthorized

party.

In addition to the general comments provided above, as a member, I also support the detailed comments
submitted by CLMA, the Clinical Laboratory Management Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,
John H. McAllister, Laboratory Supervisor



CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of LaPorte Hospital and Health Services and as a laboratory professional, [ am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel! to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.




In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.
Sincerely,

Robert C. Nelson MHA MT (ASCP)
Director of Laboratory Services




CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Johnston Memorial Hospital, Abingdon, Virginia and as a laboratory
professional, I am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: (0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.




In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Jim Romeo MT(ASCP)SM
Laboratory Director



CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Johnston Memorial Hospital and as a laboratory professional, I am writing
in response to the April 21 Federal Register notice, “Agency Information Collection
Activities: Proposed Collection; Comment Request,” regarding the Medicare Clinical
Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-
10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.



In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,
Vicki Ward MLT ASCP Core Lab Supervisor



CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Johnston Memorial Hospital and as a laboratory professional, I am writing
in response to the April 21 Federal Register notice, “Agency Information Collection
Activities: Proposed Collection; Comment Request,” regarding the Medicare Clinical
Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-
10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.



In addition to the general comments provided above, as a member, I also support the \x
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.
Sincerely,

Lisa Bailey
Johnston Memorial Hospital



CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of North Memorial Health Care Laboratory and as a laboratory
professional, I am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.




In addition to the general comments provided above, as a member, I also support the \}\,K
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.
Sincerely,

Sharon Jackson
Director, Laboratory Services
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7800 West 110th Street
Overland Park, Kansas 66210
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CMS - Office of Strategic Operations and Regulatory Affairs June 8, 2006
Division of Regulations Development-C

Attention: Bonnie L. Harkless Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Physicians Reference Laboratory, and as a laboratory professional, I am writing in response to the April 21 Federal
Register notice, “Agency Information Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated_and fail to account for the hourly rates
necessary to complete the forms. The estimate of 100 hours to complete the application is unrealistic and will not be sufficient for
most laboratories to assess whether their facility is required to bid based on Medicare revenue from the previous year, to assemble
a complete financial statement, to negotiate subcontractor arrangements with other laboratories and provide signed agreements,
and to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee schedule. Furthermore, laboratories will
need the services of individuals responsible for billing, collections, operations, and legal counsel to complete this information.
None of these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory services are maintained throughout the
demonstration project, and there is little emphasis in the form on the collection of this information from bidding laboratories. The
only information required is for a “Quality Assurance Contact,” the laboratory’s status under CLIA, and its Proficiency Testing
program. These few measures oversimplify and fall short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding demonstration project make accurate completion of
the application form nearly impossible. For example, there is no clear definition of the terms “face-to-face encounter” or
“nonpatient” in the application instructions or in the Supporting Statement. There is also no statement regarding whether a bidder
can bid separately or form a consortia and also be a subcontractor listed by another primary bidder. These are crucial decisions
that will affect how our facility will respond to the competitive bidding demonstration and price services within the demonstration.
Finally, CMS requests proprietary information about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statement regarding acceptance of liability if that information is
released or disclosed to an unauthorized party.

In addition to the general comments provided above, as a member, I also support the detailed comments submitted by CLMA, the
Clinical Laboratory Management Association, and refer you to those comments.

Best Regards,
Verlene Miller

Director Laboratory Operations
Physicians Reference Laboratory

Founder: Pierre W. Keitges, M.D. 1933-1997



CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Appleton Medical Center, Appleton, Wisconsin and as a laboratory
professional, I am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.



In addition to the general comments provided above, as a member, I also support the \&

detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.
Sincerely,

Jo Ann Lang, Laboratory Director

Appleton Medical Center

1818 North Meade Street
Appleton, WI 54911
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Overland Park, Kansas 66210
913-338-4070 or 800-821-3627

CMS - Office of Strategic Operations and Regulatory Affairs June 8, 2006
Division of Regulations Development-C

Attention: Bonnie L. Harkless Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Physicians Reference Laboratory, and as a laboratory professional, I am writing in response to the April 21 Federal
Register notice, “Agency Information Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated_and fail to account for the hourly rates
necessary to complete the forms. The estimate of 100 hours to complete the application is unrealistic and will not be sufficient for
most laboratories to assess whether their facility is required to bid based on Medicare revenue from the previous year, to assemble
a complete financial statement, to negotiate subcontractor arrangements with other laboratories and provide signed agreements,
and to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee schedule. Furthermore, laboratories will
need the services of individuals responsible for billing, collections, operations, and legal counsel to complete this information.
None of these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory services are maintained throughout the
demonstration project, and there is little emphasis in the form on the collection of this information from bidding laboratories. The
only information required is for a “Quality Assurance Contact,” the laboratory’s status under CLIA, and its Proficiency Testing
program. These few measures oversimplify and fall short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding demonstration project make accurate completion of
the application form nearly impossible. For example, there is no clear definition of the terms “face-to-face encounter” or
“nonpatient” in the application instructions or in the Supporting Statement. There is also no statement regarding whether a bidder
can bid separately or form a consortia and also be a subcontractor listed by another primary bidder. These are crucial decisions
that will affect how our facility will respond to the competitive bidding demonstration and price services within the demonstration.
Finally, CMS requests proprietary information about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statement regarding acceptance of liability if that information is
released or disclosed to an unauthorized party.

In addition to the general comments provided above, as a member, I also support the detailed comments submitted by CLMA, the
Clinical Laboratory Management Association, and refer you to those comments.

Best Regards,

Nancy Sheffer, BSMT (ASCP)
Supervisor, Microbiology Services
Physician Reference Laboratory
nancy.sheffer@prlnet.com

Founder: Pierre W. Keitges, M.D. 1933-1997
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Office of Strategic Operations and Regulatory Affairs “/
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Emerson Hospital and as a laboratory professional, I am writing in
response to the April 21 Federal Register notice, “Agency Information Collection
Activities: Proposed Collection; Comment Request,” regarding the Medicare Clinical
Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-
10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.




In addition to the general comments provided above, as a member, I also support the \&U
detailed comments submitted by CLMA, the Clinical Laboratory Management ‘
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Barry Jones

Director, Lab & Rehab Services
Emerson Hospital

Concord, Massachusetts




CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Affiliated Community Medical Centers, P.A., and as a laboratory
professional, I am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statement regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.



detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

In addition to the general comments provided above, as a member, I also support the \>\/\
Thank you for the opportunity to comment on this important issue.

Sincerely,

Phil Hansen
Laboratory Manager



CMS

Office of Strategic Operations and Regulatory Affairs

Division of Regulations Development-C .
Attention: Bonnie L. Harkless '
Room C4-26-05 \/\
7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Bon Secours Richmond HealthPartners Laboratories and as a laboratory professional, I am
writing in response to the April 21 Federal Register notice, “Agency Information Collection Activities:
Proposed Collection; Comment Request,” regarding the Medicare Clinical Laboratory Services Competitive
Bidding Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated_and fail to account for
the hourly rates necessary to complete the forms. The estimate of 100 hours to complete the application is
unrealistic and will not be sufficient for most laboratories to assess whether their facility is required to bid based
on Medicare revenue from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and to determine capacity
and bid price for all 1,100 tests on the clinical laboratory fee schedule. Furthermore, laboratories will need the
services of individuals responsible for billing, collections, operations, and legal counsel to complete this
information. None of these individuals’ hourly rates were included in the calculation of the financial burden!
For non-profit hospital laboratories, this is an extra financial encumbrance that is detrimental to the institutions.

The application asks the wrong questions in order to ensure that quality laboratory services are maintained
throughout the demonstration project, and there is little emphasis in the form on the collection of this
information from bidding laboratories. The only information required is for a “Quality Assurance Contact,” the
laboratory’s status under CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding demonstration project make
accurate completion of the application form nearly impossible. For example, there is no clear definition of the
terms “face-to-face encounter” or “nonpatient” in the application instructions or in the Supporting Statement.
There is also no statement regarding whether a bidder can bid separately or form a consortia and also be a
subcontractor listed by another primary bidder. These are crucial decisions that will affect how our facility will
respond to the competitive bidding demonstration and price services within the demonstration. Large for-profit
independent laboratories will be able to “outbid” hospital laboratories in their own communities.

Finally, CMS requests proprietary information about our facility, which is worrisome, as while there is a
statement regarding the protection of confidentiality of the information, there are no statements regarding
acceptance of liability by CMS if that information is released or disclosed to an unauthorized party.

In addition to the general comments provided above, as a member, I also support the detailed comments
submitted by CLMA, the Clinical Laboratory Management Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.
Sincerely,

Kay Creed BS MT (ASCP)
Direct Patient Care Director
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Office of Strategic Operations and Regulatory Affairs

Division of Regulations Development-C p
Attention: Bonnie L. Harkless l///l
Room C4-26-05 \
7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

As a laboratory professional, [ am writing in response to the April 21 Federal Register notice,
“Agency Information Collection Activities: Proposed Collection; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding
Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated_and fail to
account for the hourly rates necessary to complete the forms. The estimate of 100 hours to
complete the application is unrealistic and will not be sufficient for most laboratories to assess
whether their facility is required to bid based on Medicare revenue from the previous year, to
assemble a complete financial statement, to negotiate subcontractor arrangements with other
laboratories and provide signed agreements, and to determine capacity and bid price for all 1,100
tests on the clinical laboratory fee schedule. Furthermore, laboratories will need the services of
individuals responsible for billing, collections, operations, and legal counsel to complete this
information. None of these individuals’ hourly rates were included in the calculation of the
financial burden.

The application asks the wrong questions in order to ensure that quality laboratory services are
maintained throughout the demonstration project, and there is little emphasis in the form on the
collection of this information from bidding laboratories. The only information required is for a
“Quality Assurance Contact,” the laboratory’s status under CLIA, and its Proficiency Testing
program. These few measures oversimplify and fall short of determining a laboratory’s capacity
for quality.

The unresolved issues surrounding implementation of the competitive bidding demonstration
project make accurate completion of the application form nearly impossible. For example, there is
no clear definition of the terms “face-to-face encounter” or “nonpatient” in the application
instructions or in the Supporting Statement. There is also no statement regarding whether a bidder
can bid separately or form a consortia and also be a subcontractor listed by another primary
bidder. These are crucial decisions that will affect how a facility will respond to the competitive
bidding demonstration and price services within the demonstration. Finally, CMS requests
proprietary information about a facility, which is worrisome, as while there is a statement
regarding the protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized party.

In addition to the general comments provided above, as a member, I also support the detailed
comments submitted by CLMA, the Clinical Laboratory Management Association, and refer you
to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Debra Lial, CLS, ASCP
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Fairview Health Services (Minneapolis, MN) and as the administrator for
8 hospital and 30+ clinic laboratories, employing over 900 laboratory professionals, [ am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the



protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.

In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Rick Panning, MBA, CLS (NCA)
President, Laboratory Services
Fairview Health Services

2450 Riverside Avenue
Minneapolis, MN 55454
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Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Chambersburg Hospital, and as a laboratory professional, I am writing in
response to the April 21 Federal Register notice, “Agency Information Collection
Activities: Proposed Collection; Comment Request,” regarding the Medicare Clinical
Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-
10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.




N\

il/ ———
S—

In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Anne Benedick M.T. (ASCP)
Administrative Laboratory Director
Chambersburg Hospital
Chambersburg, Pa 17201
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Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard
Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of HealthEast Medical Laboratory and as a laboratory professional, I am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “non-patient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there are no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.
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In addition to the general comments provided above, as a member, I also support the V)
detailed comments submitted by CLMA, the Clinical Laboratory Management )
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.
Sincerely,
Deb Rodahl, CLS, MBA

System Director
HealthEast Laboratories
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Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of St. James Mercy Health Systems of Homell, NY and as a laboratory
professional, I am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.




In addition to the general comments provided above, as a member, [ also support the \i)
detailed comments submitted by CLMA, the Clinical Laboratory Management

Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Patricia Butray-Frey, Lab Manager St. James Mercy Health System
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Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Murray Medical Center and as a laboratory professional, I am writing in
response to the April 21 Federal Register notice, “Agency Information Collection
Activities: Proposed Collection; Comment Request,” regarding the Medicare Clinical
Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-
10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statement regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.
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In addition to the general comments provided above, as a member, I also support the /\
detailed comments submitted by CLMA, the Clinical Laboratory Management ")
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.
Sincerely,

Jason Jackson, MT(ASCP)
Laboratory Manager
Murray Medical Center
707 Old Ellijay Rd
Chatsworth, GA 30705
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Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Northwest Ohio Integrated Laboratories, and as a laboratory professional, I
am writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.



In addition to the general comments provided above, as a member, I also support the \J
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Rhonda Perry

Manager, Laboratory Outreach Services
419-251-8270



CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of EXEMPLA LUTHERAN MEDICAL CENTER CLINICAL
LABORATORY and as a laboratory professional, I am writing in response to the April
21 Federal Register notice, “Agency Information Collection Activities: Proposed
Collection; Comment Request,” regarding the Medicare Clinical Laboratory Services
Competitive Bidding Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.



\
In addition to the general comments provided above, as a member, I also support the I/)
detailed comments submitted by CLMA, the Clinical Laboratory Management -
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,
Annette Danford, Director Laboratory Services
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Lawrence Medical Center and as a laboratory professional, ] am writing in
response to the April 21 Federal Register notice, “Agency Information Collection
Activities: Proposed Collection; Comment Request,” regarding the Medicare Clinical
Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-
10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”



-

/
or “nonpatient” in the application instructions or in the Supporting Statement. There is \
also no statement regarding whether a bidder can bid separately or form a consortia and b
also be a subcontractor listed by another primary bidder. These are crucial decisions that

will affect how our facility will respond to the competitive bidding demonstration and

price services within the demonstration. Finally, CMS requests proprietary information

about our facility, which is worrisome, as while there is a statement regarding the

protection of confidentiality of the information, there is no statements regarding

acceptance of liability if that information is released or disclosed to an unauthorized

party.

In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.
Sincerely,

Melba B. Seay BS, MT(ASCP)
Laboratory and Respiratory Director
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Alta Bates Summit Medical Center and as a laboratory professional, I am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection, Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and



also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.

In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Dorothy Mattingly
Clinical Laboratory Manager.



CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of the Department of Pathology and Clinical Laboratories at Rush North
Shore Medical Center, Skokie, IL and as a laboratory professional, I am writing in
response to the April 21 Federal Register notice, “Agency Information Collection
Activities: Proposed Collection; Comment Request,” regarding the Medicare Clinical
Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-
10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statement regarding



acceptance of liability if that information is released or disclosed to an unauthorized
party.

In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Margaret Langguth

Administrative Director, Pathology and Clinical Laboratories
Rush North Shore Medical Center
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Murray-Calloway County Hospital in Murray, Ky. and as a laboratory
professional, I am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.



In addition to the general comments provided above, as a member, I also support the

detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Linda J. Cavitt, B.S., M.T.(ASCP)
Director of Laboratory Services
Murray-Calloway County Hospital



CMS

Office of Strategic Operations and Regulatory Affairs LQ\
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Sunrise Medical Labs and as a laboratory professional, I am writing in
response to the April 21 Federal Register notice, “Agency Information Collection
Activities: Proposed Collection; Comment Request,” regarding the Medicare Clinical
Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-
10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.



In addition to the general comments provided above, as a member, I also support the \a\
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Michael Zoebelein
Operations Manager
Sunrise Medical Labs
240 Motor Pkwy.
Hauppauge, NY 11788



CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Riverview Hospital Laboratory and as a laboratory professional, I am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.




In addition to the general comments provided above, as a member, I also support the U"X

detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Ronald Evan Reitenour, MT(ASCP)
Area Coordinator, Microbiology
HAZMAT Coordinator

Riverview Hospital

395 Westfield Road

Noblesville, IN 46060
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Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Haywood Regional Medical Center and as a laboratory professional, I am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.




In addition to the general comments provided above, as a member, I also support the | [)’)
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Mr. Terry M. Barnett MHS, MT(ASCP)
Administrative Director — Laboratory Services
Haywood Regional Medical Center

Clyde, North Carolina 28721



CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Mercy Medical Center of Mt.Shasta, and as a laboratory professional, I am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding



acceptance of liability if that information is released or disclosed to an unauthorized \Q\
party.

In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.
Sincerely,

Nancy E. Shelton

Mercy Mt.Shasta Laboratory

914 Pine Street
Mzt Shasta, CA 96067
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Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Northern Montana Hospital and as a laboratory professional, I am writing
in response to the April 21 Federal Register notice, “Agency Information Collection
Activities: Proposed Collection; Comment Request,” regarding the Medicare Clinical
Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-
10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.



In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Jim Bennett

Laboratory Manager
Northern Montana Hospital
30w 13" st.

Havre, MT 59501
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Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Samaritan Hospital Clinical Laboratory and as a laboratory professional,
I am writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection, Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that




will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there are no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.

In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Gary King

Director of Diagnostic Services

Samaritan Hospital

Lexington, Kentucky

859-226-7026.
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Mercy General Hospital and as a laboratory professional, I am writing in
response to the April 21 Federal Register notice, “Agency Information Collection
Activities: Proposed Collection; Comment Request,” regarding the Medicare Clinical
Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-
10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding



acceptance of liability if that information is released or disclosed to an unauthorized
party.

In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Lin Kassouni, MHA, CLS, MT(ASCP)

Sr. Director, Regional Laboratory Services
Catholic Healthcare West

4001 J Street

Sacramento, CA 95819
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Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of St. Catherine Hospital Laboratory and as a laboratory professional, I am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection, Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “non-patient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statement regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.



In addition to the general comments provided above, as a member, I also support the \Q
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Mike Burkhart, BS MT (ASCP)
Director of Laboratory Services
St. Catherine Hospital

401 East Spruce St.

Garden City, KS, 67846-5679
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Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Norman Regional Laboratory Service and as a laboratory professional, [ am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statement regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.



In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Danny K. Myers, MA, MT(ASCP)
Director, Laboratory, Outpatient Diagnostics, and Wound Care
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Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Brigham City Community Hospital and as a laboratory professional, I am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals® hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.
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In addition to the general comments provided above, as a member, I also support the /\

detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Diane Wariner

Laboratory Manager

Brigham City Community Hospital
Brigham Ciry, UT.
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Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of (Sioux Valley Hospital Laboratory) and as a laboratory professional, [ am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMBH#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.



In addition to the general comments provided above, as a member, I also support the /\\
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.
Sincerely,

Allen Miller
Laboratory Director
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Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of University of Texas, M. D. Anderson Cancer Center and as a laboratory
professional, I am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.




4

In addition to the general comments provided above, as a member, [ also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Louise Huck BS, MA

Laboratory Manager

Bone Marrow and Flow Cytometry Labs
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Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Jefferson Regional Medical Center Clinical Laboratory and as a laboratory
professional, I am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.




In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.
Sincerely,

Michael R. Newton
Director, Laboratory Services
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Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Paris Regional Medical Center Laboratory, Paris, Texas and as a
laboratory professional, I am writing in response to the April 21 Federal Register notice,
“Agency Information Collection Activities: Proposed Collection; Comment Request,”
regarding the Medicare Clinical Laboratory Services Competitive Bidding Demonstration
Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.



In addition to the general comments provided above, as a member, [ also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Jack Gibson

Laboratory Director
Paris Regional Medical Center
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Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Arizona Chapter of CLMA and as a laboratory professional, I am writing in
response to the April 21 Federal Register notice, “Agency Information Collection
Activities: Proposed Collection; Comment Request,” regarding the Medicare Clinical
Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-
10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized
party.



In addition to the general comments provided above, as a member, I also support the /l\
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,
Stodhan A. ﬁd@j“@*@

Stephen A. Rayﬁidﬁd
Chapter President
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Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of AmeriPath Indiana and as a laboratory professional, I am writing in
response to the April 21 Federal Register notice, “Agency Information Collection
Activities: Proposed Collection; Comment Request,” regarding the Medicare Clinical
Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-
10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized
party.




In addition to the general comments provided above, as a member, I also support the /\
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Theresa M. Topham, MT(ASCP), SH, MSHSA
Director of Operations

AmeriPath Indiana
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Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Saint Francis Medical Center, Grand Island, NE and as a laboratory
professional, ] am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938). !
The burden estimates provided in the Supporting Statement are grossly underestixJuated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate |
subcontractor arrangements with other laboratories and provide signed agreemenls, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify ad\d fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly .
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. ﬂhere is
also no statement regarding whether a bidder can bid separately or form a consc}rtia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regardin
acceptance of liability if that information is released or disclosed to an unauthorized

party.



In addition to the general comments provided above, as a member, I also support the /\
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Mary Lou Emanuel MT(ASCP), MBA
Pathology Director

Saint Francis Medical Center

2620 W. Faidley Ave Box 9804
Grand Island, NE 68802-9804
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Abilene Diagnostic Clinic Laboratory and as a laboratory
professional, | am writing in response to the April 21 Federal Register notice,
“Agency Information Collection Activities: Proposed Collection; Comment
Request,” regarding the Medicare Clinical Laboratory Services Competitive
Bidding Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly
underestimated_and fail to account for the hourly rates necessary to complete the
forms. The estimate of 100 hours to complete the application is unrealistic and
will not be sufficient for most laboratories to assess whether their facility is
required to bid based on Medicare revenue from the previous year, to assemble
a complete financial statement, to negotiate subcontractor arrangements with
other laboratories and provide signed agreements, and to determine capacity
and bid price for all 1,100 tests on the clinical laboratory fee schedule.
Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this informatian.
None of these individuals’ hourly rates were included in the calculation of the
financial burden.

The application asks the wrong questions in order to ensure that quality
laboratory services are maintained throughout the demonstration project, and
there is little emphasis in the form on the collection of this information from
bidding laboratories. The only information required is for a “Quality Assurance
Contact,” the laboratory’s status under CLIA, and its Proficiency Testing program.



These few measures oversimplify and fall short of determining a laboratory’s /\
capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form netrly
impossible. For example, there is no clear definition of the terms “face-to-face
encounter” or “nonpatient” in the application instructions or in the Supportin
Statement. There is also no statement regarding whether a bidder can bid
separately or form a consortia and also be a subcontractor listed by another
primary bidder. These are crucial decisions that will affect how our facility will
respond to the competitive bidding demonstration and price services within the
demonstration. Finally, CMS requests proprietary information about our facility,
which is worrisome, as while there is a statement regarding the protection of
confidentiality of the information, there is no statement regarding acceptance of
liability if that information is released or disclosed to an unauthorized party.

In addition to the general comments provided above, as a member, | also support
the detailed comments submitted by CLMA, the Clinical Laboratory Managéement
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Vivian Denson, MBA, MT(ASCP)
Ancillary Service Director
Abilene Diagnostic Clinic, PLLC



CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C
Attention: Bonnie L. Harkless
Room C4-26-05
7500 Security Boulevard Silverton Hospital Laboratary
Baltimore, MD 21244-1850 342 Fairview St.
Silverton, OR 97381
To Whom It May Concern,

On behalf of Silverton Hospital Laboratory and as a laboratory professional, I am writing in
response to the April 21 Federal Register notice, “Agency Information Collection Activities:
Proposed Collection; Comment Request,” regarding the Medicare Clinical Laboratory Services
Competitive Bidding Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated_and fail to
account for the hourly rates necessary to complete the forms. The estimate of 100 hours ta
complete the application is unrealistic and will not be sufficient for most laboratories to agsess
whether their facility is required to bid based on Medicare revenue from the previous year, to
assemble a complete financial statement, to negotiate subcontractor arrangements with other
laboratories and provide signed agreements, and to determine capacity and bid price for a?l 1,100
tests on the clinical laboratory fee schedule. Furthermore, laboratories will need the services of
individuals responsible for billing, collections, operations, and legal counsel to complete this
information. None of these individuals’ hourly rates were included in the calculation of t
financial burden.

The application asks the wrong questions in order to ensure that quality laboratory services are
maintained throughout the demonstration project, and there is little emphasis in the form on the
collection of this information from bidding laboratories. The only information required is/for a
“Quality Assurance Contact,” the laboratory’s status under CLIA, and its Proficiency Testing
program. These few measures oversimplify and fall short of determining a laboratory’s capacity
for quality.

The unresolved issues surrounding implementation of the competitive bidding demonstration
project make accurate completion of the application form nearly impossible. For example, there is
no clear definition of the terms “face-to-face encounter” or “nonpatient” in the application
instructions or in the Supporting Statement. There is also no statement regarding whether a bidder
can bid separately or form a consortia and also be a subcontractor listed by another primary
bidder. These are crucial decisions that will affect how our facility will respond to the competitive
bidding demonstration and price services within the demonstration. Finally, CMS requests
proprietary information about our facility, which is worrisome, as while there is a statement
regarding the protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized party.

In addition to the general comments provided above, as a member, I also support the detailed
comments submitted by CLMA, the Clinical Laboratory Management Association, and refer you
to those comments. Thank you for the opportunity to comment on this important issue.

Sincerely,
James O. Sinn MA, MT(ASCP)
Laboratory Manager
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CMS \
Office of Strategic Operations and Regulatory Affairs K)
Division of Regulations Development-C
Attention: Bonnie L. Harkless
Room C4-26-05
7500 Security Boulevard
Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Rice Memorial Hospital and as a laboratory professional, I am writing in response to the
April 21 Federal Register notice, “Agency Information Collection Activities: Proposed Collection;
Comment Request,” regarding the Medicare Clinical Laboratory Services Competitive Bidding
Demonstration Project Bidding Form (CMS-10193, OMB#: 0938). ;
The burden estimates provided in the Supporting Statement are grossly underestimated_and fail to account
for the hourly rates necessary to complete the forms. The estimate of 100 hours to complete the
application is unrealistic and will not be sufficient for most laboratories to assess whether their facility is
required to bid based on Medicare revenue from the previous year, to assemble a complete 1}mancial
statement, to negotiate subcontractor arrangements with other laboratories and provide signed agreements,
and to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee schedule.
Furthermore, laboratories will need the services of individuals responsible for billing, colledtlons
operations, and legal counsel to complete this information. None of these individuals’ hourliy rates were
included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory services are maintained
throughout the demonstration project, and there is little emphasis in the form on the collectipn of this
information from bidding laboratories. The only information required is for a “Quality Assurance
Contact,” the laboratory’s status under CLIA, and its Proficiency Testing program. These fdw measures
oversimplify and fall short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding demonstration project
make accurate completion of the application form nearly impossible. For example, there is no clear
definition of the terms “face-to-face encounter” or “non-patient” in the application instructions or in the
Supporting Statement. There is also no statement regarding whether a bidder can bid separately or form a
consortia and also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and price services
within the demonstration. Finally, CMS requests proprietary information about our facility, which is
worrisome, as while there is a statement regarding the protection of confidentiality of the idfomation,
there is no statements regarding acceptance of liability if that information is released or dis¢losed to an
unauthorized party.

In addition to the general comments provided above, as a member, I also support the detailed comments
submitted by CLMA, the Clinical Laboratory Management Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.
Sincerely,

Junell M. Petersen, MT, MS(ASCP)SH
Laboratory Outreach Coordinator, Rice Memorial Hospital, 301 Becker Ave. SW, Willmar, MN 56201




CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Morgan Hospital and Medical Center and as a laboratory professional, I
am writing in response to the April 21 Federal Register notice, “Agency Informatﬁon
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorize¢d
party.




In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.
Sincerely,

Deana Bowlds-Williams
Director of Clinical Laboratory Services.
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Division of Regulations Development-C
Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Office of Strategic Operations and Regulatory Affairs JK)‘

To Whom It May Concern,

On behalf of Estes Park Medical Center and as a laboratory professional, I am writing in
response to the April 21 Federal Register notice, “Agency Information Collection |
Activities: Proposed Collection; Comment Request,” regarding the Medicare Clinical
Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-
10193, OMB#: 0938). /

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee¢
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.
The application asks the wrong questions in order to ensure that quality laborator]
services are maintained throughout the demonstration project, and there is little gglphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s statu# under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.



In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.
Sincerely,

Adina DeWitt
Laboratory Director

N
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Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of SWEDISH AMERICAN HEALTH SYSTEM in Rockford, Illinois and
as a laboratory professional, I am writing in response to the April 21 Federal Register
notice, “Agency Information Collection Activities: Proposed Collection; Comment
Request,” regarding the Medicare Clinical Laboratory Services Competitive Bidding
Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.
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In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.
Sincerely,

Beverly Arnold, MBA, MT(ASCP)
Laboratory Qutreach Manager.



CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bornie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD) 21244-1850

To Whom It May Concern,

On behalf of (CLINICAL DIAGNOSTICS 1ABS) and a. a laboratory piofessional, I am
writing in response to the April 21 Federal Regis:er notice, “Agency Info mation
Collection Activities: Proposed Collection; Comurient Request,” regarding: the Medicare
Clinical Laboratory Services Competitive Biddin;; Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporiing Statemerud are grossly ur derestimated
and fail to account for the hourly rates necessary 1o compl::e the forms. The estimate of
100 hours to complete the application is unrealistic and wil not be suffici :nt for most
laboratories to assess whether their facility is reqi.ired to bii based on Me licare revenue
from the previous year, to assemble a complete financial stutement, to neyotiate
subcontractor arrangements with other laboratories and provide signed ag ‘eements, and
to determine capacity and bid price for all 1,100 t=sts on the: clinical laboratory fee
schedule. Furthermore, laboratories will need the services cf individuals rssponsible for
billing, collections, opérations, and legal counsel lo complete this inform: tion. None of
these individuals’ hourly rates were included in tle calcula ion of the _ﬁna :1cial burdcn. ,

The apphcatlon asks the wrong questions in order to ensure that quality Iz lboratory
services are maintained throughout the demonstration project, and there is little émphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Zontact,” the laboratory s status under
CLIA, and its Proficiency Testing program. Thes:: few measures oversml]:hfy and fall
short of determlmng a laboratory’s capacity for quality.

The unrcsolvcd issues surrounding implementaticn of the = Jmpetltlvc bidling
demonstration pm]ect make accurate completion of the aplication form r early
impossible. For e\ample there is no clear definition of the :erms “face-to- face encounter
or “nonpatient” in the application instructions or in the Su»porting Staterr snt. There is
also no statement regarding whether a bidder can bid sepa:itely or form a consortia and
also be a subcontractor listed by another primary pidder. These are crucia decisions that
will affect how our facility will respond to the cornpetitive »idding demor stration and
price services within the demonstration. Finally, {"MS reqissts proprietar / information
about our facility, which is worrisome, as while thiere is a ;s1atement regarling the
protection of confidentiality of the information, there is nc statements reg irding
acceptance of Uablllty if that information is released or disclosed to an un iuthorized
party.
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In addition to the general comments provided abusve, as a member, I also support the
detailed comments submitted by CLMA, the Clirical Lab->ratory Manage ment
Association, and refer you to those comments.

Thank you for the opportunity to ¢comment on this importinit issue.
Sincerely,

Sheela Puthumana, M.T.(ASCP)
Laboratory Manager
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CMS

Office of Strategic Operations and Regulatory Affairs w
Division of Regulations Development-C

Attention: Bonnie L.. Harkless

Room C4-26-05

7500 Security Boulcvard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Metro llealth Laboratory Grand Rapids MI and as a laboratory
professional, I am writing in response to the April 21 Federal Register notice, “Agency
Information Collcction Activities: Proposed Collection; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals™ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintaincd throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Pro(iciency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our (acility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.
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In addition to the general comments provided above, as a member, [ also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerel

Larry D.
Laboratory Adminisirative Director

o T Tt T TR
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CMS - Office of Strategic Opérations and Regulatory Affairs May 30, 2006
Division of Regulations Developiient-C

Attention: Bonnie L. Harkless Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Estes Park Medical Center, and as a laboratory professional, I am writing in response to the
April 21 Federal Register notice, “Agency Information Collection Activities: Proposed Collection;
Comment Request,” regarding the Medicare Clinical Laboratory Services Competitive Bidding
Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated_and fail to account
for the hourly rates necessary to complete the forms. The estimate of 100 hours to complete the application
is unrealistic and will not be sufficient for most laboratories ta assess whether their facility is required to
bid based on Medicare revenue from the previous year, to assemble a complete financial statement, to
negotiate subcontractor arrangemetits with other laboratories and provide signed agreements, and to
determing capacity and bid price for all 1,100 tests on the clinical laboratory fee schedule. Furthermore,
laborataries will need the services of individuals responsible for billing, collections, operations, and legal
counsé] to complete this information. None of these individuals’ hourly rates were included in the
calculation of the fihancial burden.

‘The application asks the wrong questions in order to ensure that quality laboratory services are maintained
tiroughout the demonstration project, and there is little emphasis in the form on the collection of this
mformation from bidding laboratories. The only information required is for a “Quality Assurance Contact,”
the laboratory’s status under CLIA, and its Proficiency Testing program. These few measures oversimplify
and fall short of detérmining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding demonstration project make
accurate completion of the application form nearly impossible. For example, there is no clear definition of
the terms “face-to-face encounter™ or “nonpatient” in the application instructions or in the Supporting
Statement. There is also fo statemient Tegarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that will affect how
‘our facility will respoid to the competitive bidding demonstration and price services within the
demonstration. Finally, CMS requests proprietary information about our facility, which is worrisome, as
while there is a statement fegarding the protection of confidentiality of the information, there is no
statement regarding acceptance of liability if that information is released or disclosed to an unauthorized
party.

In addition to the general comments provided above, as a member, I also support the detailed comments
Submitted by CLMA, the Clinical Laboratory Management Association, and refer you to those comments.

@/a/aé(’

Adina DeWm
Lab Director

Best Reg
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Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless
Room C4-26-05

7500 Security Boulevard
Baltimore, MD 21244-1850

To Whom It May Concern,
|

On behalf of Affiliated Laboratory, Inc. and as a laboratory professional, I am writing in

response to the April 21 Fi ederal Register notice, “Agency Information Collection

Activities: Proposed Collectio : Comment Reguest,” regarding the Medicare Clinical

Laboratory Services Competiti‘;e Bidding Demonstration Project Bidding Form (CMS-

10193, OMB#: 0938).

The burden estimates provided|in the Supporting Statement are grossly underestimated
and fail 1o account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous yeasr, to ble a complete financial statement, fo negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information, None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wroniquestions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of{this information from bidding laboratories. The only
information required is for a “&uality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there|is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility wilmond to the competitive bidding demonstration and
price services within the demo tion. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there are no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized
party.
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In addition to the general comﬁnents provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

|
Thank you for the opportunity 'fo comment on this important issue.
!
|
Carl Faulstick, M. Ed., MT (ASCP)
Corporate Compliance Officer
Affiliated Healthcare Systems
Bangor, ME 04401

Sincerely,
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Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Alegent Health Laboratory Services and as a laboratory professional, I am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter’
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.
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In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.
Sincerely,

Ktz Mzl

Kathy Nejezchleb
Compliance Specialist
Alegent Health Laboratory Services
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard
Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Professional Laboratory Consultants and as a laboratory professional, I am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals® hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
dcmonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.
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In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

P.2
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Office of Strategic Operations and Regulatory Affairs 4
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Virginia Commonwealth University Health System Pathology Laboratories
and as a laboratory professional, I am writing in response to the April 21 Federal
Register notice, “Agency Information Collection Activities: Proposed Collection;
Comment Request,” regarding the Medicare Clinical Laboratory Services Competitive
Bidding Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals” hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little cmphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.
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In addition to the general comments provided above, as a member, I also support the A[
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

LO- Bl

etta W. Balk, EMBA, MT(ASCP)SBE
dntract Administrator

Sincerely,

TOTAL P.B3
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CMS q

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of VCU Health Systems and as a laboratory professional, I am writing in
response to the April 21 Federal Register notice, “Agency Information Collection
Activities: Proposed Collection; Comment Request,” regarding the Medicare Clinical
Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-
10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.
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In addition to the general comments provided above, as a member, [ also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.
Sincerely,

Brenda Diffendal M.T. (ASCP)
Sales Representative Laboratory Outreach

TOTAL P.B3
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Huron Regional Medical Center, Huron, South Dakota and as a laboratory
professional, I am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection; Comment Request,” regarding

the Medicare Clinical Laboratory Services Cornpetitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Staternent are grossly underestimated
and faj] to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratorjes to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to asserble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues suwrrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form neatly
inipossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized
party.
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In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.
Sincerely,

W%/“”ﬁﬂ

Owen Bain, MT(ASCP)
Laboratory Director .
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of the Huntsville Hospital Laboratory and as a laboratory professional, ] am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revepue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information, None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories, The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement, There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder, These are crucial decisions that
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price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.

will affect how our facility will respond to the competitive bidding demonstration and Ib

In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.
Sincerely,

Vicky McClain
Director, Laboratory Services
Huntsville Hospital

TOTAL P.@3
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Securnty Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of the University Suburban Health Center Lahoratory and as a laboratory
professional, I am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collectiop; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Staterient are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required 1o bid based on Medicare revenue
from the previous year, to assemble a complete financi il statement, to negotiate
subcontractor arrangements with other laboratories anc. provide signed agreements, and
to determine capacity and bid price for all 1,100 tests ¢n the clinical laboratory fee
schedule. Furthermore, laboratories will need the servizes of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to e1sure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from »idding laboratories. The only
information required is for a “Quality Assurance Confact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These fev/ measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the tenms *‘face-to-face encounter”
or “nonpatient” in the application instructions or in tt.e Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the compe:titive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, therc: is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized
party.
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In addition to the general comments provided above, as a member, I also support the
detailed comments submifted by CLMA, the Clinical Laliotatory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,
Cl: kL.

Clive R Hamlin,PhD, Laboratory Director
University Suburban Health Center

1611 S. Green Rd

S. Euclid, OH 44121
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POUDRE VALLEY HOSPITAL

FOUDRE VALLEY HEA(LTH SYSTEM

CMS - Office of Strategic Operations and Regulatory Affairs Tune 5, 2006
Division of Regulations Development-C

Attention: Bonnie L. Harkless Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Poudre Valley Hospital, and as a laboratory professional, I am writing in response o the April
21 Federal Register notice, “Agency Information Collection Activities: Proposed Collection, Comment
Request,” regarding the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated and fail to account
for the hourly rates necessary to complete the forms. The estimate of 100 hours to complete the application
is unrealistic and will not be sufficient for most laboratories to assess whether their facility is required to
bid based om Medicare revemue from the previous year, to assemble a complete financial statement, to
negotiate subcontractor arrangements with other laboratoties and provide signed agreements, and to
determine capacity and bid price for all 1,100 tests on tbe clinical laboratory fee schedule. Furthermore,
laboratories will need the serviees of individuals responsible for billing, collections, operations, and legal
counsel to complete this information. None of these individuals® hourly rates were mcluded in the
calculation of the financial burden

The application asks the wrong questions in order to ensure that quality laboratory services are maintained
throughout the demonstration project, and there is little emphasis in the form on the collection of this
information from bidding laboratories. The only information required is for a “Quality Assurance Contact,”
the laboratory’s status under CLIA, and its Proficiency Testing program. These few measures oversimplify
and fall short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding demonstration project make
accurate completion of the application form nearly impossible. For example, there is no clear definition of
the terms “face-to-face encounter” or “nonpatient” in the application instructions ot in the Supporting
Statement. Thexe is also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by apother primary bidder. These are crucisl decisions that will affect how
our facility will respond to the competitive bidding demonstration and price services within the
demonstration. Finally, CMS requests proprietary information about our facility, which is wortrisome, as
while there is a statement regarding the protection of confidentiality of the information, there is no
statemaent regarding acceptance of liability if that information is released or disclosed to an uoauthorized

party.

In addition to the general comments provided above, as a member, I also support the detailed comments
submitted by CLMA, the Clinical Laboratory Management Association, and refer you to those comments.

Best Regards,

Robert B
Laboratory Director

A Magnet Hospital for Nursing Excellence
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L, Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

QOn behalf of the Vernon Memorial Hospital Laboratory and as a laboratory professional,
1 am writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comument Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontracior arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Qualily Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory's capacity for quality.

The unresolved issnes surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the ternis “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized
party.
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In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issuc.

Sincerely,

Gary J. Tricker MT (ASCP)
Laboratory Manager
Vernon Memarial Hospital
507 8. Main St.

Viroqua, WI 54665
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Laboratary Medicine At Its Best

Centers for Medicare and Mcdicaid Services

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Balitimore, MD 21244-1850

Dear Ms. Harkless:

On behalf of University Pathologists Laboratories, LLP and as a laboratory professional, I am writing in response
tothe April 21 Federal Register noticc, “Agency Information Collection Activities: Proposed Collection; Comment
Request,” regarding the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding
Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated and fail to account for the
hourly rates necessary to complete the forms. The estimate of 100 hours to complete the application is unrealistic
and will not be sufficient for most laboratories to assess whether their facility is required to bid based on Medicare
revenue from the previous year, to assemble a complete financial statement, to negotiate subcontractor arrangements
with other laboratories and provide signed agreements, and to determine capacity and bid price for all 1,100 tests
on the clinical laboratory fee schedule. Furthermore, laboratories will need the services of individuals responsible
for billing, collections, operations, and legal counsel to complete this information. None of these individuals’ hourly
rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory services are maintained
throughout the demonstration project, and there is little emphasis in the form on the collection of this information
from bidding laboratories. The only information required is for a “Quality Assurance Contact,” the laboratory’s
status under CLLIA, and its Proficiency lesting program. These fcw measures oversimplify and fall short of
determining a Jaboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding demonstration project make accurate
completion of the application form nearly impossible. For example, there is no clear definition of the terms “face-to-
face encounter™ or “nonpatient™ in the application instructions or in the Supporting Statement. There is also no
statement regarding whether a bidder can bid separately or form a consortia and also be a subcontractor listed by
another primary bidder. These are crucial dccisions that will affect how our facility will respond to the competitive
bidding demonstration and pricc services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the protection of confidentiality of

Affliliated with the State University of New York Upstate Medical University
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the information, there is no statements regarding acceptance of liability if that information is released or disclosed
to an unauthorized party.

In addition to the general comments provided above, as a member, I also support the detailed comments submitted
by CLMA, the Clinical Laboratory Management Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Very truly yours,

CW 4. //3 Qna—AC

Carol A. Bamnett
Marketing Specialist
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CMS - Officc of Strategic Operations and Regulatory Affairs May 30, 2006
Division of Regulations Development-C

Atutention: Bonnie L. Harkless Room C4-26-05

7500 Security Boulevard

Baltimore, M) 21244-1850

To Whom It May Concem,

On behalf of Yampa Valley Medical Center, and as a laboratory professional, I am writing in responsc to
the April 21 Federal Register notice, “Agency Information Collection Activities: Proposed Collection;
Comment Request,” regarding the Medicare Clinical Laboratory Services Competitive Bidding
Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statcment arc grossly underestimated and fail to account
for the hourly rates necessary to complete the forms. The estimate of 100 hours 1o complete the application
15 unrealistic and will not he sufficient for most lahoratories to assess whether their facility is required to
bid based on Medicare revenuc from the previous year, to assemble a complete financial statement, to
negoliate subcontractor arrangements with other laboratories and provide signed agreements, and to
determine capacity and bid price for all 1,100 tests on the clinical laboratory fec schedule. Furthermore,
laboratorics will nced the services of individuals responsible for billing, collections, operations, and legal
counsel to complete this information. None of these individuals' howly rates were included in the
calenlation of the financial burden.

The application asks the wrong questions in order 1o ensure that quality laboratory services are maintained
throughout the demonstration project, and there is little emphasis in the form oun the collection of this
information from bidding laboratorics. The only information required is for a “Quality Assurance Contact,”
the laboratory’s status under CLIA, and its Proficiency Testing program. These few measures oversimplify
and fall short of detenmining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the compctitive bidding demonstration project make
accurate completion of the application form nearly impossible. For example, there is no clear defimition of
the terms “face-to-face encounter” or “nonpatient” in the application instructions or in the Supporting
Statement. There is also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that will affcct how
our facility will respond to the compctitive bidding demonstration and price services within the
demonstration. Finally, CMS requests proprietary information about our facility, which is worrisome, as
while there is a statement rcgarding the protection of confidentiality of the information, there is no
statement regarding acceptance of liability if that information is released or disclosed to an unauthorized

party.

In addition to the general comments provided above, as a member, I also support the detailed comments
submitted by CLMA, the Clinical L.aboratory Management Association, and rcfer you to those comments,

Best Regards,

Mary Poskus-Fell MT(ASCP)

Laboratory Director
Yampa Valley Medical Center
1024 Central Park Drive, Steambaoat Springs, CO 80487
970-879-1322 = www.yvmc.org
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United
Health Services
Hospitals

UnitedHealth Services

June 7, 2006

CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of United Health Services Hospitals, Department of Laboratory
Medicine and as a laboratory professional, | am writing in response to the April
21 Federal Register notice, “Agency Information Collection Activities: Proposed
Collection; Comment Request,” regarding the Medicare Clinical Laboratory
Services Competitive Bidding Demonstration Project Bidding Form (CMS-10193,
OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly
underestimated and fail to account for the hourly rates necessary to complete
the forms. The estimate of 100 hours to complete the application is unrealistic
and will not be sufficient for most laboratories to assess whether their facility is
required to bid based on Medicare revenue from the previous year, to assemble
a complete financial statement, to negotiate subcontractor arrangements with
other laboratories and provide signed agreements, and to determine capacity
and bid price for all 1,100 tests on the clinical laboratory fee schedule.
Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information.
None of these individuals’ hourly rates were included in the calculation of the
financial burden.

The application asks the wrong questions in order to ensure that quality
laboratory services are maintained throughout the demonstration project, and
there is little emphasis in the form on the collection of this information from
bidding laboratories. The only information required is for a “Quality Assurance
Contact,” the laboratory’s status under CLIA, and its Proficiency Testing
program. These few measures oversimplify and fall short of determining a
laboratory's capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face
encounter” or “nonpatient” in the application instructions or in the Supporting

Wilson Memorial Regional
Medical Center

33-57 Harrison Street

Johnson City, New York 13790
607.763.6000

www,uhs.net
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Statement. There is also no statement regarding whether a bidder can bid
separately or form a consortia and also be a subcontractor listed by another
primary bidder. These are crucial decisions that will affect how our facility will
respond to the competitive bidding demonstration and price services within the
demonstration. Finally, CMS requests proprietary information about our facility,
which is worrisome, as while there is a statement regarding the protection of
confidentiality of the information, there is no statements regarding acceptance of
liability if that information is released or disclosed to an unauthorized party.

In addition to the general comments provided above, as a member, | also
support the detailed comments submitted by CLMA, the Clinical Laboratory
Management Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Dl

., Walters
anager
epartment of Pathology/Laboratory Medicine
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CMS - Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Penrose-St. Francis Health Services, and as a laboratory professional, | am writing in
response to the April 21 Federal Registar nofice, *Agency Information collection Activities: Proposed
Collection; Comment Request,” regarding the Medicare Clinical Laboratory Service Competitive Bidding
Demonstration Project Bidding Form (CMS~10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimatad, and fail to
account far the hourly rates necessary to complete the forms. The estimate of 100 hours to complete the
application is unrealistic and will not be sufficient for most laboratories to assess whether their facility is
required to bid based on Medicare revenue from the previous year, to agsemble a complete financial
statement, to negotiate subcontractor arrangements with other laboratories and provide signed
agreements, and to determine capacity and bid price for all 1,000 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for billing,
collections, operations, and legal counsel to complete this information. None of these individuals’ hourly
rates wera included in the calculation of the financial burden.

The application asks the wrang questions in order to ensure that quality laboratory services are
maintained throughout the demonstration project, and there is little emphasis in the form on the collection
of this information from bidding laborataries. The only infarmation required is for a “Quality Assurance
Contact,” the laboratory's status under CLIA, and its Proficiency Testing program. These few measures
oversimplity and tall short ot determining a laboratory's capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding demonstration project
make accurate completion of the application form nearly imposgible. For example, there is no clear
definition of the terms “face-to-face encounter” aor “non-patient” in the application instructions or in the
Supporting Statement. There is aleo no statement regarding whether a bidder ¢an bid separately or form
a consortia and also be a subcontractor listad by anather primary bidder. These are crucial decisions that
will affact haw aur facility will respond to the competitive bidding demenstration and price services within
the demonstration. Finally, CMS requests proprietary information about our facility, which is worrisome,
as while there is a statement regarding the protection of confidentiality of the information, there is no
statement regarding acceptance of liability if that information is released or disclosad to an unauthorized

party.

In addition to the general comments provided above, as member, | also support the detailed comments
submitted by CI MA, tha Clinical Laboratory Management Association, and refer you ta those comments,

Best Regards,

\ia»\m C>MLQ v\uA(*

Dianna Chestnut

DKC/dw

Our world revolves around you.

Contura Tlealth v spomsoral by Cathotie Hendth inceline and PorlerCane Adveried Mealth System.
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CMS - Office of Strategic Operations and Regulatory Affairs June 07, 2006
Division of Regulations Development-C

Attention: Bonnie L. Harkless Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of (FILL IN YOUR FACILITY NAME), and as a laboratory professional, I am writing in response to the
April 21 Federal Register notice, “Agency Information Collection Activities: Proposed Collection; Comment Request,”
regarding the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-
10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated and fail to account for the hourly
rates necessary to complete the forms. The estimate of 100 hours to complete the application is unrealistic and will not
be sufficient for most laboratories to assess whether their facility is required to bid based on Medicare revenue from the
previous year, to assemble a complete financial statement, to negotiate subcontractor arrangements with other
laboratories and provide signed agreements, and to determine capacity and bid price for all 1,100 tests on the clinical
laboratory fee schedule. Furthermore, laboratories will need the services of individuals responsible for billing,
collections, operations, and legal counsel to complete this information. None of these individuals® hourly rates were
included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory services are maintained throughout
the demonstration project, and there is little emphasis in the form on the collection of this information from bidding
laboratories. The only information required is for a “Quality Assurance Contact,” the laboratory’s status under CLIA,
and its Proficiency Testing program. These few measures oversimplify and fall short of determining a laboratory’s
capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding demonstration project make accurate
completion of the application form nearly impossible. For example, there is no clear definition of the terms “face-to-
face encounter” or “nonpatient” in the application instructions or in the Supporting Statement. There is also no
statement regarding whether a bidder can bid separately or form a consortia and also be a subcontractor listed by
another primary bidder. These are crucial decisions that will affect how our facility will respond to the competitive
bidding demonstration and price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the protection of confidentiality of the
information, there is no statement regarding acceptance of liability if that information is released or disclosed to an

unauthorized party.

In addition to the general comments provided above, as a member, [ also support the detailed comments submitted by
CLMA, the Clinical Laboratory Management Association, and refer you to those comments.

Best Regards, 7 lé\g

Daniel L. Orr, MT (AMT)
Leboratory/Radiology Manager
Olathe Medical Services, Inc.
(913) 393-5312

dlorr@ohsi.com
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CMS - Office of Strategic Operations and Regulatory AITair ~Tiie 8, 2000

Division of Regulations Development-C
Attention: Bonnie L. Harkless Room C4-26-05 W

7500 Security Boulevard
Baltimore, MD 21244-1850

To Whom It May Concemn,

On behalf of Platte Valley Medical Center and as a laboratory profcssional, T am writing in responsc to the
April 21 Federal Register notice, “Agency Information Collection Activities: Proposed Collection
Comment Request,” regarding the Medicarc Clinical Laboratory Services Competitive Bidding
Demanstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated_and fail to account,
for the hourly rates necessary to complete the forms. The cstimate of 100 hours to cormplete the application
is unrealistic and will not be sufficient for most laboratories to assess whether their facility is required to
bid based on Medicare revenue from the previous year, to assemble a complete financial statemnent, to
ncgotiate subcontractor arrangements with other laboratories and provide signed agreements, and to
determine capacity and bid price for all 1,100 tests on the clinical laboratory fee schedule. Furthermore,
laboratories will need the services of md1v1duals responsible for billing, collections, operations, and legal
counsel to complete this information. None of these individuals® hourly ratcs were included in the
calculauon of the financial burden.

The application asks the wrong questions in order to ensurc that quality laboratory services are maintained
throughout thc demonstration project, and there is little emphasis in the form on the collcction of this
information from bidding laboratorics. The only information required is for a “Quality Assurance Contact,”
the laboratory’s status under CLIA, and its Proficiency Testing program. These few measures oversimplify
and fall short of determining a laboratory’s capacity for quality.

The unresolved issues sutrounding implementation of the competitive bidding demonstration project make
accuratc completion of the application form nearly impossible. For cxample, there is no ¢lear definition of
the rerms “face-lo-face encounter” or “nonpatient” in the application instructions or in the Supporting
Statement. There is also no statement regarding whcther a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that will affect how
our facility will respond to the competitive bidding demonstration and price services within the
demonstration. Finally, CMS requests proprietary information about our facility, which is worrisore, as
while there is a statement regarding the protection of confidentiality of the information, there is no
statement regarding acceptance of liability if that information is released or disclosed 1o an unauthorized

party.

In addition to the gencral comments provided above, as 2 member, I also support the detailed comments
submitted by CLMA, the Clinical Laboratory Management Association, and refer you to those comiments.

Best Regards, .
Lo S

Rochelle Tisdalce

Your Community Hospital,
Where Traditional Values Still Count.
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CMS - Office of Strategic Operations and Regulatory Affairs June 8, 2006
Division of Regulations Development-C

Attention: Bonnie L. Harkless Room C4-26-03

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Children's Mercy Hospitals and Clinics, and as a laboratory professional, I am writing in
response to the April 21 Federal Register notice, “Agency Information Collection Activities: Proposed
Collection; Comment Request,” regarding the Medicare Clinical Laboratory Services Competitive Bidding
Demonstration Project Bidding Farm (CM$-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated_and fail to account
for the hourly rates necessary to complete the forms. The estimate of 100 hours to complete the application
is unrealistic and will not be sufficient for most laboratories to assess whether their facility is required to
bid based on Medicare revenue from the previous year, to assemble a complete financial statement, to
nepgotiate subcontractor arrangements with other laboratories and provide signed agreements, and to
determine capacity and bid price for all 1,100 tests on the clinical laboratory fee schedule. Furthermare,
laboratories will need the services of mdxvxduals respongible for billing, collections, operations, and legal
counsel to complete this information, None of these individuals® hourly rates were included in the
calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory services are maintained
throughout the demonstration project, and there is little emphasis in the form on the collection of this
information from bidding laboratories. The only information required is for a *Quality Assurance Contact,”
the laboratory’s status under CLIA, and its Proficiency Testing program. These fcw measures oversimplify
and fall short of determining 2 laboratory s capacity for quality.

The unresolved issues surrounding unplcmeqtatmn of the competitive bidding demonstration project make
accurate completion of the application form nearly impossible. For example, there is no clear definition of
the terms “face-to-face encounter” or “nonpatient” in the application instructions or in the Supporting
Statement. There is also no statement regarding. whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that will affect how
our facility will respond to the competitive bidding demonstration and price services within the :
demonstration. Finally, CMS requests proprietary information about our facility, which is worrisome, as
while there is a statemcnt regarding the protection of confidentiality of the information, therc is no
statement regarding acceptance of liability if that information is released or disclosed to an unaunthorized
party.

In addition to the general comments provided above, as a member, I also support the detailed comments
submitted by CLMA, the Clinical Laboratory Management Association, and refer you to those comments.

Best Regards,

Carol Freeland
Laboratory Special Projects Coordinator

In Academnic Affiliation with The University of Missouri  Kansas City School of Medicine
An Equal Opportuntly/Affirmative Action Employer - Services provided on a non-discriminatory bosls
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CMS - Office of Strategic Operations and Regulatory Affrirs June 8, 2006
2006

Division of Regulations Development-C

Attention: Bonnie L. Harkless Room C4-26-05

7500 Security Boulevard

Baltimorc, MD 21244.1850

To Whom It May Concern,

QOn behalf of Children’s Mercy Hospitals and Clinics and as a laboratary professional, I am writing in

- response to the April 21 Federal Register notice, “Agency Information Collection Activities: Proposed
Collection; Cormment Request,” regarding the Medicare Clinical Laboratory Services Competitive Bidding
Demonstration Project Bidding Form (CMS-10193, OMB#: (0938).

-The burden estimates provided in the Supporting Statement are grossly undercstimated and fail to account
for the hourly rates necessary to complete the forms. The estimate of 100 hours to complete the application
is unrcalistic and will not be sufficient for most laboratories to assess whether their facility is required to
bid based on Medicare revenue from the previous year, to asscrble a complete financial statcment, to
negotiate subcontractor arrangements with other laboratories and provide signed agreements, and to
determine capacity and bid price for all 1,100 tests on the clinical laboratory fee schedule. Furthermore,
laborateries will need the services of individuals responsible for billing, collections, operations, and legal
counsel to complete this information. None of these individuals® hourly rates were included in the
calculation of the financial burden. '

The application asks the wrong questions in order to ensurc that quality laboratory scrvices arc maintained
throughout the demonstration project, and there is little emphasis in the form on the collection of this
information from bidding laboratories. The only information required is for a “Quality Assurance Contact,”
the laboratory’s status under CLIA, and its Proficienty Testing program. These few measures oversimplify
and fall short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding demonstration project make
accurate completion of the application form nearly impossible. For example, there is no clear definition of
the terms “face-to-face encounter” or “nonpatient” in the application instructions or in the Supporting
Statement. There is also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that will affect how
our facility will respond to the competitive bidding demonstration and price services within the
demonstration, Finally, CMS requests proprietary information about our facility, which is worrisome, as
while there is a statement regarding the protection of confidentiality of the information, there is no
statement regarding acceptance of liability if that information is released or disclosed to an unauthorized

party.

In addition to the general comments provided above, as a member, I also support the detailed comments
submitted by CLMA, the Clinical Laboratory Management Association, and refer you to those comments.

Best Regards,
Cynthia J. Kelley

Cynthia J. Kelley, Laboratory Services Manager

In Academic Affiliation with The University of Missouri ¢ Kansas City School of Medidne
An Equal Opportunity/Affirmative Action Employer - Services provided on ¢ non-discriminatory basls
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CMS - Office of Strategic Operations and Regulatory Affairs May 30, 2006
Division of Regulations Development-C

Attention; Bonnie L. Harkless Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concem,

On behalf of North Ottawa Community Health System, and as a laboratory professional, I am writing in
response to the April 21 Federal Register notice, “Agency Information Collection Activities: Proposed
Collection; Comment Request,” regarding the Medicare Clinical Laboratory Services Competitive Bidding
Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are prossly underestimated_and fail to account
for the hourly rates necessary to complete the forms, The estimate of 100 haurs to complete the application
is unrealistic and will not be sufficient for maost laboratories to assess whether their facility is required to
bid based on Medicare revenue from the previous year, to assemble a complete financial statement, to
negotiate subcontractor arrangements with other laboratories and provide signed agreements, and to
determine capacity and bid price for all 1,100 tests on the clinical laboratory fee schedule. Furthermare,
laboratories will need the services of individuals responsible for billing, collections, operations, and legal
counsel to complete this information. Noue of these individuals” hourly rates were included in the
calculation of the financijal burden.

The application asks the wrong questions in order to ensure that quality laboratory services are maintained
throughout the demonstration project, and there is little emphasis in the form on the collection of this
information from bidding laboratories. The only informarion required is for a “Quality Assurance Contact,”
tho laboratory’s status under CLIA, and its Proficiency Testing program. These few measures oversimplify
and fall short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding demonstration project make
accurate completion of the application form nearly impossible. For example, there is no clear definition of
the terms “face-to-face encounter” or “nonpatient” in the application instructions or in the Supporting
Statement. There is also no statement regarding whether a bidder can bid separately or form a consertia and
also be a subcontractor listed by another primary bidder. These are erucial decisions that will affect how
our facility will respond to the competitive bidding demonstration and price services within the
demonstration. Finally, CMS requests proprietary information about our facility, which is worrisome, as
while there is 4 statement regarding the protection of confidentiality of the information, there it no
statement regarding acceptance of liability if that information is released or disclosed to an unanthorized

party.

In addition to the general comments provided above, as 2 member, [ also support the detailed cormments
submitted by CLMA, the Clinical Laboratory Management Association, and refer yoy to those comments.

Best Regards,

ez,
ames Hild BSMT (ASCP), MSA
Laboratory Manager

1509 Sheldon Road, Grand Haven, Michigan 49417 ¢ (616) 842-5600
www.noch.org

A
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Warren Hospital, and as a laboratory professional, I am writing in response
to the April 21 Federal Register notice, “Agency Information Collection Activities:
Proposed Collection; Comment Request,” regarding the Medicare Clinical Laboratory
Services Competitive Bidding Demonstration Project Bidding Formn (CMS-10193,
OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other Jaboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule, Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counse! to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding Jaboratories. The only
information required is for a “‘Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of deterrnining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms *‘face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder.

Affiliated with the Robert Wood johnsan Health Network « Member of Voluntary Hospitals of America, Inc.

Visit our Web site at www.warrenhospital.org 1
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These are crucial decisions that will affect how our facility will respond to the
competitive bidding demonstration and price services within the demonstration. Finally,
CMS requests proprietary information about our facility, which is worrisome, as while
there is a statement regarding the protection of confidentiality of the information, there is
no statements regarding acceptance of liability if that information is released or disclosed
to an unauthorized party.

In addition to the general comments provided above, as 2 member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Assaociation, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Joseph W. Henahan, MBA, MT(ASCP)
” Administrative Director, Laboratory Setvices

Warren Hospital
185 Roseberry Street
Phillipsburg, NJ 08865

Affiliated with the Robert Wood Johnson Heaith Netwark « Member of Voluntary Hospitals of America, Inc.

Visit our Web site at wunw.warrenhospital.org 2
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CMS - Offics of Strategic Operations and Regulatory Affairs hme 6, 2006
Division of Regulations Development-C

Attention: Bonnie L. Harkless Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of St. Joseph and St. Mary’s Medical Centers, and as a laboratory professional, I am writing in
response to the April 21 Federal Register notice, “Agency Information Collection Activities: Proposed
Collection; Comment Request,” regarding the Medicare Clinical Laboratory Services Competitive Bidding
Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are prossly underestimated and fail to account for the
hourly rates necessary to complete the forms. The estimate of 100 hours to complete the application is unrealistic
and will not be sufficient for most laboratories to assess whether their facility is required to bid based on
Medicare revenue from the previous year, to assemble a complete financial statement, to negotiate subeontractor
arrangements with other laboratories and provide signed agreements, and to determine capacity and bid price for
all 1,100 tests on the clinical laboratory fee schedule, Furthermore, laborataries will need the services of
individuals responsible for billing, collections, operations, and legal counsel to complete this information. Nose
of these individuals® hourly rates were included in the calculation of the finaneial burden.

The application asks the wrong questions in order to ensure that quality [aboratory services are maintained
throughout the demonstration project, and there is little emphasis in the form on the collection of this information
from bidding laboratories. The only information required is for a “Quality Assurance Contact,” the laboratory’s
staraz under CLIA, and its Proficiency Testing program. These few measures oversimplify and fall short of
determining a laboratory’s eapacity for quality.

The unresolved issues surrounding implementation of the competitive bidding demonstration project make
aceurate completion of the application form nearly impossible. For example, there is no clear definition of the
terms “face-to-face encounter” or “nonpatient” in the application instructions or in the Supporting Statement.
There is also no statement regarding whether a bidder can bid separately or form a conisortia and also be a
subcontractor listed by another primary bidder. These are crucial decisions that will affect how our facility will
respond to the competitive bidding demonstration and price services within the demonstration. Finally, CMS
requests proprietary information about our facility, which is worrisome, as while there is a stateent regarding
the protection of confidentiality of the information, there is no statement regarding acceptance of liability if that
information is released or diselosed to an unauthorized party.

1n addition to the general comments provided above, as a member, I also support the detailed comments
submitted by CLMA, the Clinical Laboratory Management Association, and refer you to those comments,

Begt Regards,
Lds
Lisa Muha, BSMT(ASCP)SEB
Regional Manager, Laboratory Services for Carondelet Health
St. Joseph and St. Mary's Medical Centers
Kansas City, Missouri

a Mamber of Garondalet Health Sysiem
Spongored by the Sisters of St. Joseph of Carondelst

1000 CARONDELET DRIVE
KANSAS CITY, MO 64114
8 1 6 » 9 4 2 ¢« 4 4 00
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Lindsborg Community Hospital, Lindsborg, KS, and as a laboratory professional, [ am
writing in response to the April 21 Federal Register notice, “Agency Information Collection Activities:
Proposed Collection; Comment Request,” regarding the Medicare Clinical Laboratory Services
Competitive Bidding Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated and fail to account
for the hourly rates necessary to complete the forms. The estimate of 100 hours to complete the
application is unrealistic and will not be sufficient for most laboratories to assess whether their facility is
required to bid based on Medicare revenue from the previous year, to assemble a complete financial
Statement, to negotiate subcontractor arrangements with other laboratories and provide signed
agreements, and to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for billing,
collections, operations, and legal counsel to complete this information. None of these individuals’ hourly
rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory services are
maintained throughout the demonstration project, and there is little emphasis in the form on the collection
of this information from bidding laboratories. The only information required is for a “Quality Assurance
Contact,” the laboratory’s status under CLIA, and its Proficiency Testing program. These few measures
oversimplify and fall short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding demonstration project
make accurate completion of the application form nearly impossible. For example, there is no clear
definition of the terms ““face-to-face encounter” or “nonpatient” in the application instructions or in the
Supporting Statement. There is also no statement regarding whether a bidder can bid separately or form a
consortia and also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and price services
within the demonstration. Finally, CMS requests proprietary information about our facility, which is
worrisome, as while there is a statement regarding the protection of confidentiality of the information,
there is no statements regarding acceptance of liability if that information is released or disclosed to an
unauthorized party.

In addition to the general comments provided above, as a member, I also support the detailed comments
submitted by CLMA, the Clinical Laboratory Management Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

e AASERD

Terri Johnson
Laboratory Manager

2-d dp$:21 90 Sp ung



Division of Regulations Development-C
Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Office of Strategic Operations and Regulatory Affairs \v

To Whom It May Concern,

On behalf of Highland District Hospital Laboratory and as a laboratory professional, I
am writing in response to the April 21 Federal Register notice, “ Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#; 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden,

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or discloged to an unauthorized

party.
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In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Lan'yWGamer BSMT, ASCP
Laboratory Manager
Highland District Hospital
Hillsboro, Ohio 45133
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CMS

Ofticc of Strategic Operations and Regulatory Affairs i ’b
Division of Regulations Development-C \\
Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Doylestown Hospital and as a laboratory professional, [ am writing in
response to the April 21 Federal Register notice, “Agency Information Collection
Activitics: Proposed Collection; Comment Request,” regarding the Mcdicare Clinical
Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-
10193, OMB#: 0938).

The burden estimates provided in the Supporting Statcment are grossly undercstimated
and fail to account for the hourly rates neccssary to complete the forms, The cstimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicarc revenue
from the previous year, to assemble a completc financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agrecments, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensurc that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality,

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face cncounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, therc is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.
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In addition to the general comments provided above, as a meber, T also support the

detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.
Sincerely,

Anne Boehringer
Adm Director Laboratories
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CMS June 16, 2006
Office of Strategic Operations and Regulatory Affairs

Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of CompuNet Clinical Laboratories, and as a laboratory professional, I am
writing in response to the April 21, 2006 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates for the persons necessary to complete the forms.
The estimate of 100 hours to complete the application is not realistic and will not be
sufficient for most laboratories to assess whether the facility is required to bid based on
Medicare revenue from the previous year, to assemble a complete financial statement, to
negotiate subcontractor arrangements with other laboratories and provide signed
agreements, and to determine capacity and bid price for all 1,100 tests on the clinical
laboratory fee schedule. Further, the persons needed to complete this information will
include persons responsible for billing, collections, operations and legal counsel. None
of the hourly rates of these individuals were included in the calculation of the financial
burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

—




The unresolved issues still surrounding implementation of the competitive bidding lL
demonstration project make accurate completion of the application form nearly \
impossible. For example there is no clear definition of the terms “face-to-face” encounter
or “nonpatient” in the application instructions or in the Supporting Statement. There is

also no statement regarding whether a bidder can bid separately, form a consortia and

also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and

will price services under the demonstration. Finally, CMS requests proprietary

information about our facility and there is only a statement regarding protecting
confidentiality of the information but no statements regarding acceptance of liability if

that information I released or disclosed to an unauthorized party.

In addition to the general comments provided above, as a member I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

(Sl

Paul Labbe

V.P. Operations

CompuNet Clinical Laboratories
2308 Sandridge Drive

Dayton, OH 45439

937.297.8204
paul.r.labbe@questdiagnostics.com
www.compunetlab.com




CMS
Office of Strategic Operations and Regulatory Affairs \\
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Memorial Regional Medical Center Laboratory and as a laboratory
professional, I am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.



In addition to the general comments provided above, as a member, I also support the \\/a’\
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Deborah Ford, MT(ASCP)

Site Supervisor, MRMC Laboratory
804-764-6870



CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of The Chambersburg Hospital and as a laboratory professional, I am writing
in response to the April 21 Federal Register notice, “Agency Information Collection
Activities: Proposed Collection; Comment Request,” regarding the Medicare Clinical
Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-
10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.



In addition to the general comments provided above, as a member, I also support the \\q‘]
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.
Sincerely,

Robin L. Barrows, MBA, MT(ASCP)
Assistant Director of Pathology




CMS ,
Office of Strategic Operations and Regulatory Affairs \
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Rice Memorial Hospital and as a laboratory professional, I am writing in
response to the April 21 Federal Register notice, “Agency Information Collection
Activities: Proposed Collection; Comment Request,” regarding the Medicare Clinical
Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-
10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statement regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.



In addition to the general comments provided above, as a member, I also support the \\\&
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

John Thon MA, MT(ASCP)
Laboratory Director

Rice Memorial Hospital
Willmar, MN 56201
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CMS - Office of Strategic Operations and Regulatory Affairs May 30, 2006

Division of Regulations Development-C
Attention: Bonnie L. Harkless Room C4-26-05
7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Frontline Laboratory Network, a laboratory alliance in the states of Colorado, Nebraska, and Wyoming,
and as a laboratory professional, I am writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare Clinical Laboratory Services
Competitive Bidding Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated_and fail to account for the hourly
rates necessary to complete the forms. The estimate of 100 hours to complete the application is unrealistic and will not
be sufficient for most laboratories to assess whether their facility is required to bid based on Medicare revenue from the
previous year, to assemble a complete financial statement, to negotiate subcontractor arrangements with other
laboratories and provide signed agreements, and to determine capacity and bid price for all 1,100 tests on the clinical
laboratory fee schedule. Furthermore, laboratories will need the services of individuals responsible for billing,
collections, operations, and legal counsel to complete this information. None of these individuals’ hourly rates were
included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory services are maintained throughout
the demonstration project, and there is little emphasis in the form on the collection of this information from bidding
laboratories. The only information required is for a “Quality Assurance Contact,” the laboratory’s status under CLIA,
and its Proficiency Testing program. These few measures oversimplify and fall short of determining a laboratory’s
capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding demonstration project make accurate
completion of the application form nearly impossible. For example, there is no clear definition of the terms “face-to-
face encounter” or “nonpatient” in the application instructions or in the Supporting Statement. There is also no
statement regarding whether a bidder can bid separately or form a consortia and also be a subcontractor listed by
another primary bidder. These are crucial decisions that will affect how our facility will respond to the competitive
bidding demonstration and price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the protection of confidentiality of the
information, there is no statement regarding acceptance of liability if that information is released or disclosed to an
unauthorized party.

In addition to the general comments provided above, as a member, I also support the detailed comments submitted by
CLMA, the Clinical Laboratory Management Association, and refer you to those comments.

Best Regards,

Joe Miles, MT(ASCP), MHS
General Manager

5588 S. Parker Rd. #188, Centennial, CO 80015 (720) 876-0340  F(720) 876-0341 www frontlinelabs.com




CMS \\v

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Theda Clark Medical Center, Neenah, Wisconsin and as a laboratory
professional, I am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.



In addition to the general comments provided above, as a member, I also support the \

detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.
Sincerely,

Thomas W. Jeske, Laboratory Business Unit Manager

Theda Clark Medical Center

130 Second Street
Neenah, WI 54956



CMS /\
Office of Strategic Operations and Regulatory Affairs \\
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

As alaboratory professional, I am writing in response to the April 21 Federal Register
notice, “Agency Information Collection Activities: Proposed Collection; Comment
Request,” regarding the Medicare Clinical Laboratory Services Competitive Bidding
Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.



In addition to the general comments provided above, as a member, I also support the \\,\
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Joyce Ludwick
Managing Consultant
Navigant Consulting Inc..



CMS

Office of Strategic Operations and Regulatory Affairs \
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Sacred Heart Hospital Laboratory and as a laboratory professional, 1 am writing
in response to the April 21 Federal Register notice, “Agency Information Collection Activities:
Proposed Collection; Comment Request,” regarding the Medicare Clinical Laboratory Services
Compctitive Bidding Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated and fail to
account for the hourly rates necessary to complete the forms. The estimnate of 100 hours to
complete the application is unrealistic and will not be sufficient for most laboratories to assess
whether their facility is required to bid based on Medicare revenue from the previous year, to
assemble a complete financial statement, to negotiate subcontractor arrangements with other
Jaboratories and provide signed agreements, and to determine capacity and bid price for all 1,100
tests on the clinical laboratory fee schedule. Furthermore, laboratories will need the services of
individuals responsible for billing, collections, operations, and legal counsel to complete this
information. None of thes¢ individuals’ hourly rates were included in the calculation of the
financial burden.

The application asks the wrong questions in order to ensure that quality 1aboratory setvices are
maintained throughout the demonstration project, and there is little eoopbasis in the form on the
collection of this information from bidding laboratories. The only information required is for a
“Quality Assurance Contact,” the laboratory's status under CLIA, and its Proficiency Testing
program, These few measures oversimplify and fall short of determining a Jaboratory’s capacity
for quality.

The unresolved issues surrounding implementation of the competitive bidding demonstration
project make accurate completion of the application form nearly jmpossible. For example, there is
no clear definition of the terms “facc-to-face encounter” or “nonpatient” in the application
instructions or in the Supporting Statement. There is also no staterent regarding whether a bidder
can bid separately or form a consortia and also be a subcontractor listed by another primary
bidder. These are crucial decisions that will affect how our facility will respond to the competitive
bidding demonstration and price services within the demonstration. Finally, CMS requests
proprictary information about our facility, which is worrisome, as while there is a statement
regarding the protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is releaged or disclosed to an unauthorized party.

In addition to the general comments provided above, as & member, 1 also support the detailed
comments subrmtted by CLMA, the Clinical Laboratory Management Association, and refer you
to those comments.

Thank you for the opportunity to comment on this iportant issue.

S

Susan Pciffer, MS MT

Sincerely,
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1000 N. 15TH STREET HUMBOLDT, IOWA 50548 (515)332-4200

CMS

Office of Strategic Operations and Regulatory AfFairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalt of Humboldt County Memorial Hospital and as a laboratory professional, I
am writing in response to the April 21 Federal Register noticc, “Agency Information
Collection Activitics: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project|Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement arc grossly underestimated
and fail 1o account for the hourly rates neccssary to complete the forms.
100 hours to complete the application is unrealistic and will not be sufficicnt for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiatc
subcontractor arrangements with other laboratories and provide signed agreements, and
to dctermine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals respongible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals® hourly rates werc included in the calculation of the financial burden.

The application asks the wrong questions in order (0 ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories| The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few mcasures oversimplify and fall
short of determining a luboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form rTsarly
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impossible. For cxample, there is no clcar definition of the terms *“lace-to-face encounter” \
or “nonpatient” in the application instructions or in the Supporting Statement. There is

also no statement regarding whether a bidder can bid scparately or form a consortia and

also be a subcomtractor listed by another primary bidder. These are crucial decisions that

will afTect how our facility will rcspond to the competitive bidding demomtion and

price services within thc demonstration. Finally, CMS requests propriemrp' information

about our lacility, which is worrisomec, as while there is a statemcnt regarding the

protection of confidentiality of the information, there is no statements regarding

acceptance of liability if that information is released or disclosed to an unauthorized

party.
In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Phil Rose, Laboratory Director
Humboldt County Memorial Hospital
1000 North 15" Street

Humboldt, 14 50548
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CMS

Office of Strategic Operations and Regulatory Affairs i B
Division of Regulations Development-C \
Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Holy Family Memorial Laboratories, and as a laboratory professional, [ am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection, Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.

>



In addition to the general comments provided above, as a member, I also support the ,}Q
detailed comments submitted by CLMA, the Clinical Laboratory Management

Association, and refer you to those comments.
Thank you for the opportunity to comment on this important issue.
Sincerely,

Vicki Wetenkamp
Administrative Director of Diagnostic Services



CMS

Office of Strategic Operations and Regulatory Affairs '
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Avera St. Luke’s Laboratory and as a laboratory professional, I am writing
in response to the April 21 Federal Register notice, “Agency Information Collection
Activities: Proposed Collection; Comment Request,” regarding the Medicare Clinical
Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-
10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.




(
In addition to the general comments provided above, as a member, I also support the \}‘\
detailed comments submitted by CLMA, the Clinical Laboratory Management

Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Dianne Dell

Laboratory Technical Director
Avera St. Luke’s Laboratory




CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Crittenden Health Systems Laboratory and as a laboratory professional, I am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.
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In addition to the general comments provided above, as a member, I also support the \}
detailed comments submitted by CLMA, the Clinical Laboratory Management

Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Nancy Stedelin-Todd, M. A. MT(ASCP)DLM
Administrative Director Laboratory & Cardiopulmonary
Crittenden Healthcare Systems

520 W. Gum

Marion KY 42064
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CMS

Office of Strategic Operations and Regulatory Affairs ‘
Division of Regulations Development-C ~
Attention: Bonnie L. Harkless

Room C4-26-05

7500 Sccurity Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of WPM Pathology Laboratory and as a laboratdry professional, I am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will rjot be sufficient for most
laboratorics to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statdment, to negotiate
subcontractor arrangements with other laboratories and proviJie signed agreements, and
to determine capacity and bid price for all 1,100 tests on the glinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to completelthis information. None of
these individuals’ hourly rates werc included in the calculation of the financial burden.

The application asks the wrong questions in order to ensurc that quality laboratory
services are maintained throughout the demonstration project| and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” th¢ laboratory’s status under
CLIA, and its Proficiency Testing program. These few measufes oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the cothpetitive bidding
demonstration project make accurate completion of the appli¢ation form nearly
impossible. For example, there is no clear definition of the tefms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Suppdrting Statement. There is
also no statement regarding whether a bidder can bid separatedly or form a consortia and
also be a subcontractor listed by another primary bidder. Thede are crucial decisions that
will affect how our facility will respond to the competitive biiding demonstration and
price services within the demonstration. Finally, CMS requests proprictary information
about our facility, which is worrisome, as while there is a statcment regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized
party.
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In addition to the general comments provided above, as a merber, I also support the /,}a)
detailed comments submitted by CLMA, the Clinical Laboratpry Management

Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

%)
S Cli s, i
Kirk Cates, MS, MT(ASCP)
Laboratory Consultant

WPM Pathology Laboratory

338 N. Front St.
Salina, KS 67401
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concemn,

On behalf of Susquehanna Health System and as a laboratory professional, T am writing
in response to the April 21 Federal Register notice, “Agency Information Collection
Activities: Proposed Collection; Comment Request,” regarding the Medicare Clinical
Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-
10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid bagsed on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There 1s
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.
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\/\
In addition to the general comments provided above, as a member, [ also support the \
detailed comments submitted by CLMA, the Clinical Laboratory Management

Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Ruth Taddeo, MHA, MT (ASCP), Administrative Director, Laboratory Services
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June 14, 2006 /
CMS (C
Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless
Room C4-26-05

7500 Security Boulevard
Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of The Presbyterian Hospital d/b/a Presbyterian Laboratory Services and
as a laboratory professional, I am writing in response to the April 21 Federal Register
notice, “Agency Information Collection Activities: Proposed Collection; Comment
Request,” regarding the Medicare Clinical Laboratory Services Competitive Bidding
Demonstration Project Bidding Form (CMS-10193, OMB#: 0938),

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours ta complete the application is unvealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there 1s little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program, These few measures oversimplify and fall
short of determinming a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there are no statements regarding
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acceptance of hability if that information is released or disclosed to an unauthorized \}\L)

g

party.

In addition to the general comments provided above, as a member, [ also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments,

Thank you for the opportunity to comment on this important issue.
Sincerely,

Kathy M. Sloan
Director of Presbyterian Reference Laboratory
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June 14, 2006

CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Milford Medical Laboratory, Inc. and as a laboratory professional, I am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is

2068 Bridgeport Avenue, Milford, Connemticur 06460 Tel 203 876 7745 Fax 203 R77 B3 19
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also no statement regarding whether a bidder can bid separately or form a consortia and

also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and \ ’}
price services within the demonstration. Finally, CMS requests proprietary information

about our facility, which is worrisome, as while there is a statement regarding the

protection of confidentiality of the information, there is no statements regarding

acceptance of liability if that information is released or disclosed to an unauthorized

party.
In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

George T. Poole, BS, MS, MPH
Laboratory Manager
Milford Medical Laboratory, Inc.

TOTAL P.B2
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June 14, 2006

CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Developraent-C

Attention; Bonnie L. Harkless

Room C4-26-05
7500 Security Boulevard
Baltimore, MD 21244-1850

To Whom It May Concern,

As the Director of Laboratory Operations at Truman Medical Centers in Kansas City,
Missouri and as a laboratory professional, I am writing in response to the ' April 21
Federal Register notice, “Agency Information Collection Activities: Proposed
Collection; Comment Request,” regarding the Medicare Clinical Laboratory Services
Competitive Bidding Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “ponpatient” in the application instructions or in the Supporting Statement. There is
also no statcment regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
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acceptance of liability if that information is released or disclosed to an unauthorized
party.

In addition to the general comments provided above, as a member, 1 also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

W Y

Charles E. Bartels

Sr. Director of Laboratory Operations
Truman Medical Centers

Kansas City, Missouri
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Cancer Centers of NC and as a laboratory professional, I am writing in
response to the April 21 Federal Register notice, “Agency Information Collection
Activities: Proposed Collection, Comment Request,” regarding the Medicare Clinical
Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-
10193, OMB#: 0933).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories, The only
information required is for a *“‘Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly

——anm@eiumminmfﬁm im the terms “face-to-face encounter”
ReleighOr “nonpatient”"Nadhepplication instructigys or in the Supparting, Statement. There is
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also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.

also no statement regarding whether a bidder can bid separately or form a consortia and (a

In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments, -

Thank you for the opportunity to comment on this important issue.

Sincerely,
e

Jane Kirkeby, MT(ASCP)
Manager, Laboratory Services.
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June 14, 2006

" \
Office of Strategic Operations and Regulatory Affairs

Division of Regulations Development-C

Attention: Bonnie L. Flarkless

Room C4-26-05
7500 Security Boulevard
Baltimore, MD 21244-1850

To Whom It May Concern,

As the Director of Laboratory Operations at Truman Medical Centers in Kansas City,
Missouri and as a laboratory professional, I am writing in response to the' April 21
Iederal Register notice, “Agency Information Collection Activities: Proposed
Collection; Comment Request,” regarding the Medicare Clinical Laboratory Services
Competitive Bidding Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and iis Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statcment regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
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acceptance of liability if that information is released or disclosed to an unauthorized r
party. L/‘
In addition to the general comments provided above, as a member, T also support the \ (a
detailed comments submitted by CLMA, the Clinical Laboratory Management

Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

UNRT Y>3
Charles E. Bartels
Sr. Director of Laboratory Operations

Truman Medical Centers
Kansas City, Missouri
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June S, 2006
CMS
Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C
Attention: Bonnie L. Harkless
Room C4.26-05
7500 Security Boulevard
Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Main Line Pathology Associates and as a Pathologist, | am writing in response to the April 21 Federal
Register notice, “Agency Information Collection Activities: Proposed Collection; Comment Request,” regarding the
Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-10193,
OMB#: 0938).

The burden estimates provided in the Supporting Staterent are grossly underestimated and fail to account for the
hourly rates necessary to complete the forms. The estimate of 100 hours to complete the application is unrealistic
and will not be sufficient for most laboratories to assess whether their facility is required to bid based on Medicare
revenue from the previous year, to assemblc a complete financial statemnent, to negotiate subcontractor arrangements
with other laboratorics and provide signed agreements, and to determine capacity and bid price for all 1,100 tests on
the clinical laboratory fee schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of these individuals® hourly
rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory services are maintained
throughout the demonstration project, and there is little empliasis in the form on the collection of this information
from bidding laboratories. The only information required is for a “Quality Assurance Contact,” the laboratory’s
status under CLIA, and its Proficiency Testing program. These few measures oversimplify and fall short of
determining a laboratory’s capacity for quality.

The unresolved issucs surrounding implementation of the competitive bidding demonstration project make accurate
completion of the application form nearly impossible. For example, there is no clear definition of the terms “face-to-
face cncounter” or “nonpatient” in the application instructions or i the Supporting Statement. There is also no
staternent regarding whether a bidder can bid separately or form a consortia and also be a subcontractor listed by
another primary bidder. These are crucial decisions that will aftect how our facility will respond to the competitive
bidding demonstration and price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the protection of confidentiality of the
information, there is no statements regarding acceptance of liability if that information is released or disclosed to an
unauthorized party.

In addition to the general comments provided above, as a member, I also support the detailed comments submitted
by CLMA, the Clinical Laboratory Management Association, and refer you to those comments,

Thank you for the opportunity to comment on this important issue.

Sincerely,

> ; ,//’&1—\.211 pZ,

Gary S. Daum, M.D., President
Main Line Pathology Associates

TOTAL P.B2



4_—

02:51:25p.m. 06-14-2006 203

)

612 262 5973 Allina
6 .

June 14, 2006

CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Allina Medical Laboratories and as a laboratory professional, I am writing
in response to the April 21 Federal Register notice, “Agency Information Collection
Activities: Proposed Collection; Comment Request,” regarding the Medicare Clinical
Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-
10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms *‘face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
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about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.

In addition to the general comments provided above, as a member, [ also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Michael Dalager, MBA, MT(ASCP)
Operations Director

Allina Medical Laboratories
Administrative Offices
Internal Mail Route 10405
2925 Chicago Avenue
Minneapolis, MN 55407-1321
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Junc 3, 2006

CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnic L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Main Line Clinical Laboratories and as a laboratory professional, I
am wriling in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection; Comment Request,”
regarding the Medicare Clinical Laboratory Services Competitive Bidding
Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimatcs provided in the Supporting Statement are grossly
underestimated and fail to account for the hourly rates necessary to complete the
forms. The estimatc of 100 hours to complete the application is unrealistic and
will not be sufficient for most laboratories to assess whether their facility is
required to bid based on Medicare revenue from the previous ycar, to assemble a
complete financial statement, to negotiate subcontractor arrangements with other
laboratories and provide signed agreements, and to determinc capacity and bid
price for all 1,100 tests on the clinical laboratory fee schedule. Furthermore,
laboratorics will need the services of individuals responsible for billing,
collections, operations, and legal counsel to complete this information. None of
these individuals® hourly rates were included in the calculation of the financial
burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintaincd throughout the demonstration project, and there is little
cmphasis in the form on the collection of this information from bidding
laboratories. The only information required is for a “Quality Assurance Contact,”
the laboratory’s status under CLIA, and its Proficiency Testing program. These
few measurcs oversimplify and fall short of determining a laboratory’s capacity
for quality.

250 One Radnor Corporate Center « 100 Matsonford Raad e Radiior, PA 19087 » 610-229-4000 - Fax: 610-229-4008
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The unresolved issues surrounding implementation of the competitive bidding \\
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face
encounter” or “nonpatient” in the application instructions or in thc Supporting
Statemcnt. There is also no statement rcgarding whether a bidder can bid
separately or form a consortia and also be a subcontractor listed by another
primary biddcr. These arc crucial decisions that will affect how our facility will
respond to the competitive bidding demonstration and price services within the
demonstration. Finally, CMS requests proprietary information about our facility,
which is worrisome, as while there is a statcment regarding the protection of
confidentiality of the information, there is no statements regarding acceptance of
liability if that information is released or disclosed to an unauthorized party.,

In addition to the general comments provided above, as a member, I also support
the detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

A L Cna B

John C. Cardella, President and CEO
Main Line Clinical Laboratorics
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June 5, 2006
Main Line Health
Bryn Mawr Hospital CMS
_ Officc of Strategic Operations and Regulatory Affairs
Lankeniau Hospilal Division of Regulations Development-C
Paoli Hospital Attention: Bonnie L. Harkless
_ Room C4-26-05
Bryn Mawr Rehab Hospital 7500 Security Boulevard
Great Valley Health Baltimore, MD 21 244- 1 850
The Home Care Network
Lankenau Institute for To Whom It May Concern,

Medical Research
On behalf of Main Line Clinical Laboratories and as a laboratory professional, |

Main Line Health Centers L . ) ) R 5
am writing in response to the April 21 Federal Register notice, “Agency

Exton
Lawrence Park Information Collection Activities: Proposed Collection; Comment Request,”
Shannandelt regarding the Medicare Clinical Laboratory Services Competitive Bidding
Upper Providence Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).
Main Line Health
Adult Day Services ‘The burden estimates provided in the Supporting Statement arc grossly
Main Line underestimated and fail to account for the hourly rates necessary to complete the
Clinical Laboratories forms. The estimate of 100 hours to complete the application is unrealistic and
will not be sufficient for most laboratories to assess whether their facility is
Wayne Center required to bid based on Medicare revenue from the previous year, to assemble a

complete financial statement, to negotiate subcontractor arrangements with other
laboratories and provide signed agreements, and to determine capacity and bid
price for ail 1,100 tests on the clinical laboratory fee schedule. Furthermore,
laboratories will necd the services of individuals responsible for billing,
collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial
burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little
emphasis in the form on the collection of this information from bidding
laboratories. The only information required is for a “Quality Assurance Contact,”
the laboratory’s status under CLIA, and its Proficiency Testing program. These
few measures oversimplify and fall short of determining a laboratory’s capacity
for quality.

www.mainlinehealth.org 250 One Radnor Carporate Center « 100 Matsonford Road ¢ Radnor, PA 19087 « 610-229-4000 = Fax: 610-229-4008
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The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form neatly
impossible. For example, there is no clear definition of the terms “face-to-face
encounter” or “nonpatient™ in the application instructions or in the Supporting
Statement. There is also no statement regarding whether a bidder can bid
separately or {orm a consortia and also be a subcontractor listed by another
primary bidder. These are crucial decisions that will affect how our facility will
respond to the competitive bidding demonstration and price services within the
demonstration. Finally, CMS requests proprietary information about our facility,
which is worrisome, as while there is a statcment regarding the protection of
confidentiality of the information, there is no statcments regarding acceptance of
liability if that information is released or disclosed to an unauthorizcd party.

In addition to the general comments provided above, as a member, I also support
the detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important jssuc.

Sincerely,

C}{% N Jtdeer

Judyann Gilbert, Administrative Director
Main Line Clinical Laboratorics

TOTAL P.B7
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June S, 2006

CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L.. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalt of Main Line Clinical Laboratories and as a laboratory professional,
am writing in responsc to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposcd Collection; Comment Request,”
regarding the Medicare Clinical Laboratory Services Competitive Bidding
Demonstration Project Bidding orm (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly
undercstimated and fail to account for the hourly rates necessary to complete the
forms. The estimate of 100 hours to complete the application 1s unrealistic and
will not be sufficient for most laboratories to assess whether their facility is
required to bid based on Medicare revenue from the previous year, to assemble a
complete financial statement, to negotiate subcontractor arrangements with other
laboratories and provide signed agreements, and to determine capacity and bid
price for all 1,100 tests on the clinical laboratory fee schedule. Furthermore,
laboratories will need the services of individuals responsible for billing,
collections, operations, and lcgal counsel o complete this information. None of
these individuals® hourly rates werc included n the calculation of the financial
burden.

'The application asks the wrong questions in order to ensure that quality laboratory
services are maimtained throughout the demonstration project, and there is little
emphasis in the form on the collection of this information from bidding
laboratories. The only information required is for a “Quality Assurance Contact,”
the laboratory’s status under CLIA, and 11s Proficiency Testing program. These
few measures oversimplify and fall short of determining a laboratory’s capacity
for quality.

250 One Radnor Corporate Center « 100 Matsonford Road * Radnor, PA 19087 = 610-229-4000 « Fax: 610-229-4008
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The unrcsolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For examplc, there is no clear definition of the terms “face-lo-face
encounter” or “nonpatient” in the application instructions or in the Supporting
Statement. There is also no statement regarding whether a bidder can bid
separately or form a consortia and also be a subcontractor listed by another
primary bidder. These are crucial decisions that will affect how our facility will
respond to the competitive bidding demonstration and price services within the
demonstration. Finally, CMS requests proprictary inlormation about our facility,
which is worrisome, as while there is a statement regarding the protection of
confidentiality of the information, there is no statements regarding acceptance of
liability if that information is released or disclosed to an unauthorized party.

In addition to the general comments provided above, as a member, I also support
the detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refcr you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

&

slenn Bull, Administrative Director
Main Line Clinical Laboratories
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CMS - Office of Strategic Operations and Regulatory Affairs June 14, 2006
Division of Regulations Development-C

Attention: Bonnie L. Harkless Room C4-26-05

7500 Security Boulevard

Beltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Hackley Lakashore Hospital, and as a laboratory professional, | am writing in response to the
April 21 Federal Register notice, “Agency Information Collection Activities: Propased Collection;
Comment Request,” regarding the Medicare Clinical Laboratory Services Competitive Bidding
Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden eatimates provided in the Supporting Statement are grossly undsrestimated and fail to account
for the hourly rates necessary to complete the forms. The estimate of 100 hours to complete the application
1s unrealistic and will not be sufficient for most laboratories to assess whether their facility is required to
bid based on Medicare revenue from the previous year, to assemble a complete financial statement, to
negotiate subcontractor arrangements with other laboratories and provide signed agreements, and to
determine capacity and bid price for all 1,100 tests on the clinical laboratory fee schedule. Furthermore,
laboratories will need the services of individuals responsible for billing, collections, operations, and legal
counsel to complete this information. None of these individuals' hourly rates were included in the
calculation of the financial burden,

The application asks the wrong questions in order to ensure that quality laboratory services are maintained
throughout the demonstration project, and there is little emphasis in the form on the collection of this
information from bidding laboratories. The only information required is for a “Quality Assurance Contact,
the laboratory's status under CLIA, and its Proficiency Testing program. These few measures oversimplify
and fall short of determining a laboratory's capacity for quality.

"

The unresolved issues surrounding implementation of the competitive bidding demonstration project make
accurate completion of the application form nearly impossible. For example, there is no clear definition of
the terms “face-to-face encounter” or “nonpatient” in the application instructions or in the Supporting
Statement. There is aleo no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that will affect how
our facility will regpond to the competitive bidding demonstration and price services within the
demonstration. Finally, CMS requests proprietary information about our facility, which is worrisome, as
while there is a statement regarding the protection of confidentiality of the information, there is no
statement regarding accoptance of liability if that information is relsased or disclosed to an unauthorized

party.

In addition to the general comments provided above, as a member, I also support the detailed comments
submitted by CLMA, the Clinical Laboratory Management Association, and refer you to those comments.

Best Rogards,

ﬂ‘a‘ % B;ZU‘:'— o

Lofi A, Stevens, MBA, MT (ASCP)
Labdratory Manager
Hackley Lakeshore Hospital
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CMS
Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850 -

To Whom It May Concem,

On behalf of Mountain States Health Alliance and as a laboratory professional, I am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the caleulation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that

400 North State of Franklin Road Johnson Cily, Tennessee 37604-6094 Telephone 423.431.6111
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price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statermnents regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.

will affect how our facility will respond to the competitive bidding demonstration and \

In addition to the general comments provided abbve, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Susan E. Williams, MT, SH(ASCP), M.B.A.
System Services Director-Laboratory
Mountain States Health Alliance.
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CMS - Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention; Bonnie L. Harkless Room C4-26-05

7500 Secutity Boulevard

Baltimore, MD 21244-1850

To Whom Jt May Concern,

On behalf of Saint Luke’s Regional Hospital of Kansas City and as a laboratory professiopal, I am writing
in response to the April 21 Federal Register notice, “Agency Information Collection Activities: Proposed
Collection; Comment Request,” regarding the Medicare Clinical Laboratory Services Competitive Bidding

Detnonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are prossly underestimated_and fail to account
for the hourly rates neccssary to complete the forms. The estimate of 100 hours to complete the application
is unrealistic and will not be sufficient for most laboratories to assess whether their facility is required to

Juge 10, 2006

bid bascd on Medicare revenue from the previous year, to assemble a completo financial statement, to
negotiate subcontractor arrangements with other laboratories and provide signed agreements, and to
determine capacity and bid price for all 1,100 tests on the clinica) laboratory foe schedule, Furthermore,

laboratories will need the services of individuals responsible for billing, collections, operationg, and legal

counsel to complete this information. None of these individuals® hourly tates were included in the

caleulation of the financial burden.

The application asks the wrong guestions in order to cnsure that quality laboratory services are maintained

throughout the demanstration project, and there is little emphasis in the form on the collection of this

information from bidding laboratorics, The only information required is for a “‘Quality Assurance Contact,”
the laboratory’s status under CLIA, and its Proficiency Testing program. These few measures oversimplify

and fall short of detetmining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding demonstration project make
accurate completion of the application form nearly impossible. For example, there i 0o clear definition of

the terms “face-to-face encountet” or “nonpatient™ in the application instructions or in the Supporting

Statement. There is also no statcinent regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that will affect how

our facility will respond to the competitive bidding demonstration and pricc services within the

demanstration. Fipally, CMS requests proprietary information about our facility, which is worrisone, as

while there is & statement regarding the protection of confidentiality of the information, there is no

statcment regarding acceptance of liability if that information is refeased or disclosed to ap unauthorized

party.

In addition to the general comments provided above, as a member, T also support the detailed comments

submitted by CLMA, the Clinical Laboratory Management Association, and refer you to those commerits.

Best Regards,

J
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June 8, 2006

CMS - Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless, Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Providence Medical Center, and as a laboratory professional, I am writing in response o the April 21
Federal Register notice, “Agency Information Collection Activities: Proposed Collection; Comment Request,”
regarding the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supperting Statement are grossly underestimated and fail to account for the
hourly rates necessary to complete the forms. The estimate of 100 hours to complete the application is unrealistic
and will not be sufficient for most laboratories to assess whether their facility is required to bid based on Medicare
revenue from the previous year, to assemble a complete financial staterpeat, to negotiate subcontractor arrangements
with other laboratories and provide signed agreements, and to determine capacity and bid price for all 1,100 tests on
the clinical Jaboratory fee schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of these individuals” hourly
rates were included in the calculation of the financial burden,

The application asks the wrong questions in order to ensure that quality laboratory sexrvices are maintained
throughout the demonstration project, and there is little exnphasis in the form on the collection of this information,
from bidding laboratories. The only information required is for 2 “Quality Assurance Contact,” the laboratory’s
status under CLIA, apd its Proficiency Testing program. These few measures oversimplify and fall short of
determining a laboratory’s capacity for quality.

The unresolved issues surrounding irnplemeptation of the competitive bidding demonstration project make accurate
completion of the application form nearly impossible. For example, there is no clear definition of the terms “face-to-
face encounter” or “nonpatient” in the application instructions or in the Supporting Statement. There is also no
statement regarding whether a bidder can bid separately or form a consortia and also be a subcontractor listed by
another primary bidder. These are crucial decisions that will affect how our facility will respond to the competitive
bidding demonstration and price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is wortisome, as while there js a staternent regarding the protection of confidentiality of the
information, there is po statement regarding acceptance of Liability if that information is released or disclosed to an
unauthorized party.

In additiop to the geperal comments provided above, as a member, I also support the detailed comments submitted
by CLMA, the Clinical Laboratory Management Association, and refer you to those comments.

Best Regards,
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June 8, 2006

CMS - Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless, Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Providence Medical Center, and as a laboratory professional, 1 atn writing in response to the April 21
Federal Register notice, “Agency Information Collection Activities: Proposed Collection; Comment Request,”
regarding the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938),

The burden estimates provided in the Supporting Statement are grossly underestimated and fail to account for the
hourly rates necessary to cornplete the forms. The estimate of 100 hours to complete the application is unxealistic
and will not be sufficient for most laboratories to assess whether their facility is requixed to bid based on Medicare
revenue from the previous year, 1o assemble a ¢complete financial statement, to negotiate subcontractor arrangements
with other laboratories and provide signed agreements, and to determmine capacity and bid price for all 1,100 tests on
the clinical laboratory fee schedule. Furthermmore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of these individuals’ hourly
rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboxatory services are maintained
throughout the demonstration project, and there is little exuphasis in the form on the collection of this information
from bidding laboratories. The only information required is for a “Quality Assurance Contact,” the laboratory’s
status under CLIA, and its Proficiency Testing program. These few measures oversimplify and fall short of
determining a laboratory’s capacity for quality.

The unresolved issues surrounding tmplementation of the competitive bidding demonstration project make accurate
completion of the application form nearly impossible. For example, there is no clear definition of the terms “face-to-
face encounter” or “nonpatient” in the application instructions or in the Supporting Statement. There is also no
staternent regarding whether a bidder can bid separately or form a consortia and also be a subcontractor listed by
another primary bidder. These are crucial decisions that will affect how our facility will respond to the competitive
bidding demnonstration and price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a staternent regarding the protection of confidentiality of the
information, there is no statement regarding acceptance of liability if that information is released or disclosed to an
unauthorized party.

In addition to the general comments provided above, as a member, I also support the detailed comments submitted
by CLMA, the Clinical Laboratory Management Association, and refer you to those comments.

Best Regards,
C}»ﬂwq ,g M, mSA, MT(RscP)
Providence Medical Center
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Office of Strategic Operations and Reffulatdry Affairs
Division of Regulations Development
Attention: Bonnie L. Harkless ‘
Room C4-26-05

7500 Security Boulevard
Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of (Midland Memorial H I ital) and as a laboratory professional, I am
writing in response to the April 21 Fedral Register notice, “Agency Information
Collection Activities: Proposed Colledgion; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competjfve deding Demonstration Project Bidding Form
(CMS-10193, OMB#: (0938). :

The burden estimates provided in the|$uppolting Statement are grossly underestimated
and fail to account for the hourly rategfhecegsary to complete the forms. The estimate of
100 hours to complete the application | unrgalistic and will not be sufficient for most
laboratories to assess whether their facdflity ip required to bid based on Medicare revenue
from the previous year, to assemble a/gbmplete financial statement, to negotiate
subcontractor arrangements with otherfjaborptories and provide signed agreements, and
to determine capacity and bid price forgall 1100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories H neefl the services of individuals responsible for
billing, collections, operations, and legl coynsel to complete this information. None of
these individuals’ hourly rates were inqludeq in the calculation of the financial burden.

The application asks the wrong questitihs in brder to ensure that quality laboratory
services are maintained throughout theflemdnstration project, and there is little emphasis
in the form on the collection of this inffirmatjon from bidding laboratories. The only
information required is for a “Quality ! gnce Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing progam. These few measures oversimplify and fall
short of determining a laboratory’s caplfcity for quality.

The unresolved issues surrounding impllemertation of the competitive bidding
demonstration project make accurate ¢@npletion of the application form nearly
impossible. For example, there is no c|@ar definition of the terms “face-to-face encounter”
or “nonpatient” in the application instrg-tiong or in the Supporting Statement. There is
also no statement regarding whether a|lidded can bid separately or form a consortia and
also be a subcontractor listed by anoth=R prinjary bidder. These are crucial decisions that
will affect how our facility will respondgto the competitive bidding demonstration and
price services within the demonstratio \ fFinajly, CMS requests proprietary information
about our facility, which is worrisome, s while there is a statement regarding the
protection of confidentiality of the infofnatidn, there is no statements regarding
acceptance of liability if that infonmati is réleased or disclosed to an unauthorized
party. '




In addition to the general comments ppovided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to com#ent on this important issue.
Sincerely,

Kerry Noormohamed, MT(ASCP)
Director, Laboratory Services.
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CMS

Office of Strategic Operations and Regulatory Affairs

Division of Regulations Development-C i
Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom Tt May Concern,

On behalf of Wayne Hospital, Greenville, Ohio, and as a laboratory professional, I am writing in response

- to the April 21 Federal Register notice, “Agency Information Collection :Activities: Proposed Collection;
Comment Request,” regarding the Medicare Clinical Laboratory Services Competitive Bidding
Demonstration Project Bidding Form (CMS-10193, OMB#: 0938). '

The burden estimates provided in the Supporting Statement are grossly underestimated_and fail to account
for the hourly rates necessary to complete the forms. The estimate of 100 hours to complete the application
is unrealistic and will not be sufficient for most laboratories to assess whether their facility is required to
bid based on Medicare revenue from the previous year, to asseinble a complete fmancial statement, to
negotiate subcontractor arrangements with other laboratories and provide signed agreements, and to
determine capacity and bid price for all 1,100 tests on the clinical laboratory fee schedule. Furthermore,
laboratories will need the services of individuals responsible for billing, collections, operations, and legal
counsel to complete this information. None of these individuals' hourly rates were included in the
calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory services are maintained
throughout the demonstration project, and there is little emphasis in the form on the collection of this
information from bidding laboratories. The only mformation required is for a “Quality Assurance Contact,”
the laboratory’s status under CLIA, and its Proficiency Testing program. These few measures oversimplify
and fall short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding demonstration project make
accurate completion of the application form nearly impossible. For example, there is no clear definition of
the terms “face-to-face encounter” or “non-patient” in the application instructions or in the Supporting
Statement. There is also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that will affect how
our facility will respond to the comopetitive bidding demonstration and price services within the
demonstration. Finally, CMS requests proprietary information about our facility, which is worrisome, as
while there is a statement regarding the protection of confidentiality of the information, there is no
statement regarding acceptance of liability if that information is released or disclosed t0 an unauthorized

party.

In addition to the general comments provided above, as a oember, I also support the detailed comments
submitted by CLMA, the Clinical Laboratory Management Association, and refer you to those comments.

Thank you for pportunity to commment on this important issue.

Administrative Director of Laboratory Services
Wayne Hospital, Greenville, Ohio
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Room C4-26-05
7500 Security Boulevard
Baltimore, MD 21244-1850

Michael D. Teague, MD

Clinical Scientist

To Whom It May Concern, Ernest W. Fuson, PhD
865-977-5598

On behalf of Blount Memorial Hospital and as a laboratory professional, I am

writing in response to the April 21 Federal Register notice, “Agency

Information Collection Activities: Proposed Collection; Comment Request,”

regarding the Medicare Clinical Laboratory Services Competitive Bidding

Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the: Supporting Statement are grossly
underestimated and fail to account for the hourly rates necessary to complete
the forms. The estitnate of 100 hour to complete the application is unrealistic
and will not be sufficient for most lahoratories to assess whether their facility
is required to bid based on Medicare revenue from the previous year, to
assemble a complete financial statement, to negotiate subcontractor
arrangements with other laboratories and provide signed agreements, and to
determine capacity and bid price for all 1,100 tests on the clinical laboratory
fee schedule. Furthermore, laboratories will need the services of individuals
responsible for billing, collections, operations, and legal counsel to complete
this information. None of these individuals’ hourly rates were included in the
calculation of the financial burden.

The apphlication asks the wrong questions in order to ensure that quality
laboratory services are maintained throughout the demonstration project, and
there is little emphasis in the form or: the collection of this information from
bidding laboratories. The only information required is for a “Quality Assurance
Contact,” the laboratory’s status uncler CLIA, and its Proficiency Testing
program. These few measures oversimplify and fall short of determining a
laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no :lear definition of the terms “face-to-face
encounter” or “nonpatient” in the application instructions or in the Supporting
Statement. There is also no statement regarding whether a bidder can bid
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separately or form a consortia and also be a subcontractor listed by another
primary bidder. These are crucial decisions that will affect how our facility will
respond to the competitive bidding demonstration and price services within the
demonstration. Finally, CMS requesis proprietary information about our
facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the ivformation, there is no statements
regarding acceptance of liability if that information is released or disclosed to
an unauthorized party.

In addition to the general comments provided above, as a member, I also
support the detailed comments submitted by CLMA, the Clinical Laboratory
Management Association, and refer vou to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

ohn E. Bleazey,
Laboratory Manager
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Division of Regulations Development-C
Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

CMS
Office of Strategic Operations and Regulatory Affairs \W .

To Whom It May Concern,

On behalf of The Valley Hospital Laboratory and as a laboratory professional, I am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities; Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the caleulation of the financial burden,

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little eraphasis
in the form on the collection of this informarion from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues swrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is 3 statement regarding the
protection of confidentiality of the information, there are no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized
party.
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In addition to the general comments provided above, as a member, [ also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

B9 G

Lawrence J. Bologna

Director of Laboratory Services
The Valley Hospital

223 North Van Dien Ave
Ridgewood, NJ 07450.



May. 31. 2006 2:32PM  Southern plains 4055747741 No. 4006 P. 1

Office of Strategic Operations and Regulatory Affairs \

Division of Regulations Development-C
Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Southern Plains Medical Center and as a laboratory professional, I am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.



_ May.fﬂ. 2006 2:32FM Southern plains 4055747741 No. 4006 P. 2

In addition to the general comments provided above, as a member, I also support the \ \

detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Swe Gilsr Mt MB
Sue Carter, M.T.(ASCP)

Laboratory Manager

Southemn Plains Medical Center

2222 Jowa

Chickasha, OK 73018
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December 8, 2005

CMS

Office of Strategic Operations and Regulatory A ffairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Pathologists' Regional Laboratory and as a laboratory professional, I am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel 10 complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”

Pathologists’ Regional La 208-746-2730 el
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or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.

In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.
Sincerely,

Bruce D. Saunders, MBA, MT(ASCP)
General Manager
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CMS '
Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Portage Health System and as a laboratory professional, I am writing in
response to the April 21 Federal Register notice, “Agency Information Collection
Activities: Proposed Collection; Comment Request,” regarding the Medicare Clinical
Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-
10193, OMB#: 0938),

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services arc maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
abont our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.
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In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue,
Sincerely,

Richard Kangas
Lab Director

W Koacvo INT(rs<l) e
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CMS /\

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Alegent Health Laboratory and as a laboratory professional, 1 am writing in
response to the April 21 Federal Register notice, “Agency Information Collection
Activities: Proposed Collection; Comment Request,” regarding the Medicare Clinical
Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-
10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.
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In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

She /\i:’/lon MS, MT, DLM (ASCP)

Senior Executive, Alegent Health
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Office of Strategic Operations and Regulatory Affairs ‘
Division of Regulations Development-C
Attention: Bonnie L. Harkless

Room C4-26-05
7500 Security Boulevard
Baltimore, MD 21244-1850

To Whom It May Concemn,

On behalf of Forum Health Outreach Laboratories and as a laboratory professional, I am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
Jaboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Countact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether 2 bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statement regarding
acceptance of liability if that information is released or disclosed to an unauthorized
party.
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detailed comments submitted by CLMA, the Clinical Laboratory Management

In addition to the general comments provided above, as a member, I also support the \\\
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important [issue.

Sincgrely,
W (s / 5 / 0

Sallie Lepore
Director Forum Health Outreach Laboratories
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Marquette General Health System Laboratory and as a laboratory
professional, I am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
'laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are cruciat decisions that
will affect how our facility will respond to the competitive bidding demonstration and

MGHS Hospitaf Lab (GL) MGHS Medical Center Lab (MC) MGHS Escanaba Lab (ES) MGHS Gwinn Lab (GW)

John Waeiss, M.D., Medical Director < 580 Wast College Ave. 1414 W. Fair Ave. 2500 7th Avenue South 135 East M-35 $

CLIA #23D0038098 Marquetie, M1 49855 Marquette, Ml 49855 Escanaba, Ml 49829 Gwinn, Ml 49841 TEM # 030153
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price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.

In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

A

John M. Rhoades

Laboratory Program Director
Marquette General Health System
Marquette, Michigan 49855

2
MGHS Hospital Lab {GL) MGHS Medical Center Lab (MC) MGHS Escanaba Lab (ES) MGHS Gwinn Lab (GW)
John Weiss, M.D., Medical Director ¢~ 580 West College Ave. 1414 W. Fair Ave. 2600 Tth Avenue South 135 East M-35 <
CLIA #23D0038098 Marquette, M) 49855 Marquette, Ml 49855 Escanaba, Ml 49829 Gwinn, Ml 49841 ITEM # 030153



__B5/31/2006

—

15:23

CMS

NOD. 467

Office of Strategic Oy erations and Regulatory Affairs
Division of Regulations Development-C
Attention: Bonnie L. Harkless

Room C4-26-05
7500 Security Boule
Baltimore, MD 212

To Whom It May Co

On behalf of Visalia
in response to the Ap
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Medical Clinic, Inc. and as a laboratory professional, I am writing
il 21 Federal Register notice, “Agency Information Collection

Activities: Proposed Collection; Comment Request,” regarding the Medicare Clinical
Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-

10193, OMB#: 0938)

The burden estimates|provided in the Supporting Statement are grossly underestimated
and fail to account fot the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories 10 assess whether their facility is requited to bid based on Medicare revenue

from the previous ye

, to assemble a complete financial statement, to negotiate

subcontractor arrangements with other laboratories and provide signed agreements, and
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the demonstration, Finally, CMS requests proprietary information
ich is worrisome, as while there is a statement regarding the

protection of confidentiality of the informatjon, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.
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In addition to the general comments provided above, as a member, I also support the \
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments. '

Thank you for the opﬁ}ort%unity to comment on this important issue.
Sincerely, '

Allen K. Price, MT, MHL
Laboratory Manager.
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Saint Francis Medical Center and as a laboratory professional, [ am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 09338).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms ““face-to-face encounter
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.

>?
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In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

&"{w B M/@_J

Kim B. Matthews MT(ASCP)
Laboratory Director
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Grande Ronde Hospital Laboratory and as a laboratory professional, I am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals® hourly rates were included in the calculation of the financial burden.
The application asks the wrong questions in order to ensure that quality Jaboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under

~ CLIA, and its Proficiency Testing program. These few measures oversimplify and fall

short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms *“face-to-face encounter
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party. :
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In addition to the general comments provided above, as a member, I also suppott the \

detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Jrn St

John Sanchez, MT(ASCP)
Laboratory Manager
Grande Ronde Hospital
900 Sunset Drive

La Grande, Oregon 97850
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CMS

Office ol Strategic Operations and Regulatory Affairs
Division of Regulations Developrucnt-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Sccurity Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behall of Falls Memorial Hospital and as a laboratory professional, I am writing in
response to the April 21 Federal Register notice. “Agency Information Collection
Activities: Proposed Collection; Comment Request,” regarding the Medicare Clinical
Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-
10193, OMB#:; (1938).

‘The burden estimates provided in the Supporting Statcment ar¢ prossly underestimated
and fail to account for the hourly rates necessary to complete the forms, The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories 10 assess whether their {acility is required to bid based on Medicare reveaue
trom the previous year, to assemble a complete [inancial statcment, to ncgotiate
subcoutractor arrangements with other laboratories and provide signed agrecments, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fec
schedule. Furthermorc, laboratorics will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None ol
these individuals’ hourly rates were included in the calculation of the financial burden.

‘I'he application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficicncy Testing program. These few measures oversimplify and fall
short of determining a [aboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter’
or *nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether u bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond (o the competitive hidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
aboul our facility, which is worrisome, as while there 18 a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance ol liability if that information is released or disclosed Lo an unauthorized

party.
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In addition to the general comments provided above, as a member, I also support the \

detailed comments submitted by CLMA, the Clinical Laboratory Manapement
Association, and refer you to those comments,

Thank you [or the opportunity to comment on this important issue.
;yerelif
am Segars, %T(A.SCI’)
Falls Memovrial Hospital

1400 Highway 71
International Falls, MN 56649

[ o]
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A MEMBER OF AGNESIAN HEALTHCARE Tel. 920.929.8300 + Fax 920.920.9640

June 15, 2006

CMS

Office of Strategic Operations and Regulatory AfTairs
Division of Regulations Development-C

Attention: Bonnje L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Consultants Laboratory of Wisconsin, LLC, and as a laboratory
professional, I am writing in response to the April 21 I'ederal Register notice, “Agency
Information Collection Activities: Proposed Collection; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor amrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding

demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
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or “nonpatient” in the application instructions or in the Supporting Statement. There is ‘ b\)
also no statement regarding whether a bidder can bid separately or form a consortia and

also be a subcontractor listed by another primary bidder, These are crucial decisions that

will affect how our facility will respond to the competitive bidding demonstration and

price services within the demonstration. Finally, CMS requests proprietary information

about our facility, which is worrisome, as while there is a statement regarding the

protection of confidentiality of the information, there is no statements regarding

acceptance of liability if that information is released or disclosed to an unauthorized

party.

In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this importaot issue.

Sincerely,

]

Blood Bank Supervisor
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June 15, 2006

CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Consultants Laboratory of Wisconsin, LLC, and as a laboratory
professional, T am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
aud fail to account for the hourly rates necessary to complete the forms, The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their tacility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals regponsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there s little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding

demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounger”
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or “nonpatient” in the application instructions or in the Supporting Statement, There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.

In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Mapagement
Association, and refer you to those comments,

Thank you for the opportunity to comment on this important issue.

Sincerely,

K otvee, Clane

Kathra Clark
Cytology Supervisor
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A MEMBER OF AGNESIAN HEALTHCARE Tel. §20.920.9300 # Fax 820.920.9640

June 15, 2006

CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom Tt May Concern,

On behalf of Consultants Laboratory of Wisconsin, LLC, and as a laboratory
professional, I am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0933).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account tor the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule, Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals® hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding

demonstration project make accurate completion of the application form neatly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
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or “nonpatient” in the application instructions or in the Supporting Statement. There is

also no statement regarding whether a bidder can bid separately or form a consortia and

also be a subcontractor listed by another primary bidder. These are crucial decisions that

will affect how our facility will respond to the competitive bidding demonstration and

price services within the demonstration. Finally, CMS requests proprietary information

about our facility, which is worrisome, as while there is a statement regarding the

protection of confidentiality of the information, there i3 no statements regarding

acceptance of liability if that information is released or disclosed to an unanthonzed

party.

In addition to the general comments provided above, as a member, 1 also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments,

Thauvk you for the opportunity to comment on this important issue.

Sincerely,

Barb Jacobs
Histology Supervisor
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AR MEMBER OF AGNESIAN HEALTHCARE Tel. 820.929.9300 + Fax 920.928.9640

June 15, 2006

CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Consultants Laboratory of Wisconsin, LLC, and as a laboratory
professional, I am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories, The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding

demonstration project make accurate completion of the application form nearly
impossible, For cxample, there is no clear definition of the terms “face-to-face encounter”
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or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.

In addition to the general comments provided above, as a member, | also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Associatton, and refer you to those comments.

Thank you for the opportunity to comment on this important issue,

Sincerely,
Wgw /&féscﬂ/
Patty Birschbach

Marketing/Sales Supervisor
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June 15, 2006
CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention; Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Consultants Laboratory of Wisconsin, LLC, and as a laboratory
professional, T am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical Jaboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding

demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”

AGNESIAN HEALTHCARE 15 SPONSORED BY THI CONGREGATION OF SiNTERS OF ST, AGNES ]



»—

also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration, Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.

or “nonpatient” jn the application instructions or in the Supporting Statement. There is ,\ b

In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those coruments.

Thank you for the opportunity to comment on this importtant issue.

Sincerely,

Norerie 9&% m7(Aser)

Donna Jost
Client Services Director
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June 15, 2006

CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom Tt May Concern,

On behalf of Consultants Laboratory of Wisconsin, LLC, and as a laboratory
professional, T am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection, Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938),

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals respounsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program, These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding

demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms *“face-to-face encounter”
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or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration, Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there i3 no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.

In addition to the general comments provided above, as 2 member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

% Ty

Judy Miskov
Quality Assurance/Compliance Supervisor
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June 15, 2006

CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention; Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Consultants Laboratory of Wisconsin, LLC, and as a laboratory
professional, ] am writing in response to the April 21 Federal Register notice, “Agency
Tnformation Collection Activities: Proposed Collection; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensurc that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter™
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or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder, These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration, Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statemeuts regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.

In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Linda Gustavus
AP/Payroll Supervisor
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June 15, 2006

CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bomnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Consultants Laboratory of Wisconsin, LLC, and as a laboratory
professional, I am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection, Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms, The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor artangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly ratcs were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding

demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”

AGNESIAN HEALTHCARL 1S SPONSOREN RY THE CONGRLGATION OF SISTERS OF ST, AGNES 1




or “nonpatient” in the application instructions or in the Supporting Statement. There is V
also no statement regarding whether a bidder can bid separately or form a consortia and

also be a subcontractor listed by another primary bidder. These are crucial decisions that

will affect how our facility will respond to the competitive bidding demonstration and

price services within the demonstration, Finally, CMS requests proprietary information

about our facility, which is worrisome, as while there is a statement regarding the

protection of confidentiality of the information, there is no statements regarding

acceptance of liability if that information is released or disclosed to an unauthorized

party.

In addition to the general comments provided above, as 2 member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Debbie Christian
Patients Accounts Supervisor
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of St. Francis Hospital Laboratory and as a laboratory professional, I am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprictary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized
party.
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In addition to the general comments provided above, as a member, I also support the (ﬂ(a/
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,
Lo cn é@éuawd

Lou Ellen.Anderson
Laboratory Director

TOTAL P.@3
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Reguiations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concem,

On behalf of Frontline Laboratory Network and as a laboratory professional, I am writing in response to the April 21
Federal Register notice, “Agency Information Collection Activities: Proposed Collection; Comment Request,” regarding the
Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form (CMS-10193, OMB#:
0938).

The burden estimates provided in the Supporting Statement are grossly underestimated and fail to account for the hourly rates
necessary to complete the forms. The estimate of 100 hours to complete the application is unrealistic and will not be sufficient
for most laboratories to assess whether their facility is required to bid based on Medicare revenue from the previous year, to
assemble a complete financial statement, to negotiate subcontractor arrangements with other laboratories and provide signed
agreements, and to detenmine capacity and bid price for all 1,100 tests on the clinical laboratory fee schedule. Furthermore,
laboratories will need the services of individuals responsible for billing, collections, opersations, and legal counsel to complete
this information. None of these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory services are maintained thronghout the
demonstration project, and there is little emphasis in the form on the collection of this information from bidding laboratories.
The only information required is for a “Quality Assurance Cantact,” the laboratory’s status under CLIA, and its Proficiency
Testing program. These few measures oversimplify and fall short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding impleroentation of the competitive bidding demonstration project make accurate completion
of the application form nearly impossible. For example, there is no clear definition of the terms “face-to-face encounter™ or
“nonpatient” in the application instructions or in the Supporting Statement. There is also no statement regarding whether a
bidder can bid separately or form a consortia and also be a subcontractor listed by another primary bidder. These are crucial
decisions that will affect how our facility will respond to the competitive bidding demonstration and price services within the
demonstration. Finally, CMS requests proprietary information about our facility, which is worrisame, as while there is a
statement regarding the protection of confidentiality of the information, there is no statements regarding acceptance of liability
if that information is released or disclosed to an unauthorized party.

In addition to the general comments provided above, as a2 member, 1 also support the detailed comments submitted by CLMA,
the Clinical Laboratory Management Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,
ane Yaley North

Qutreach Program Manager

814 Bittersweet Lang, Longmont. CO 80503 . Phone (303)772-3421 . Fax (303) 772-3381 . www.frontlinclabs.com
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CMS

Office of Strategic Operations and Regulatory Affairs ) \K
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of The Everett Clinic in Everett, Washington, and as a laboratory professional,
I am writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates wete included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “non-patient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decistons that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.
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It would be important to know prior to bidding, the total volume of Medicare testing for
the given demographic area. Otherwise the bid would be a stab in the dark.

In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.
Sincerely,

%ahbm\éggﬂ‘

Barbara Vogli MT(ASCP)
The Everett Clinic Laboratory
Administrator
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June 15, 2006

CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom |t May Concem,

On behalf of Hi-Desert Medical Center Healthcare District and as a laboratory
professional, | am writing in response to the April 21 Federal Register notice,
“Agency Information Collection Activities: Proposed Collection; Comment
Request,” regarding the Medicare Clinical Laboratory Services Competitive
Bidding Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly
underestimated_and fail to account for the hourly rates necessary to complete the
forms. The estimate of 100 hours to complete the application is unrealistic and
will not be sufficient for our facility, as a smaller laboratory and most laboratories
to assess whether their facility is required to bid based on Medicare revenue from
the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed
agreements, and to determine capacity and bid price for all 1,100 tests on the
clinical laboratory fee schedule. Furthermore; laboratories will need the services
of individuals responsible for billing, collections, operations, and legal counsel to
complete this information. None of these individuals’ hourly rates were included
in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality
laboratory services are maintained throughout the demonstration project, and
there is little emphasis in the form on the collection of this information from
bidding laboratories. The only information required is for a “Quality Assurance
Contact,” the laboratory's status under CLIA, and its Proficiency Testing program.
These few measures oversimplify and fall short of determining a laboratory’s
capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application forrn nearly
impossible. For example, there is no clear definition of the terms “face-to-face

@002/003
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encounter” or “nonpatient” in the application instructions or in the Supporting
Statement. There is also no statement regarding whether a bidder can bid
separately or form a consortia and also be a subcontractor listed by another
primary bidder. These are crucial decisions that will affect how our facility will
respond to the competitive bidding demonstration and price services within the
demonstration. Finally, CMS requests proprietary information about our facility,
which is worrisome, as while there is & statement regarding the protection of
confidentiality of the information, there is no statements regarding acceptance of
liability if that information is released or disclosed to an unauthorized party.

In addition to the general comments provided above, as a member, | also support
the detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely, ﬁ\——

Susan J. Shinaver, CLS, MT(ASCP), MS, CIDir
Administrative Director, L aboratory Services

760-366-6286
760-366-6279 fax

sshinaver@hdmc.org
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CMS - Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless, Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern:

On behalf of LakeView Community Hospital, an¢. as a laboratory professional, I am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding - the

_ Medicare Clinical Laboratory Services Competitive Bidding Demonstranon Pro_]ect
Blddmg Form (CMS-10193, OMB#: 0938), .

The burden estimates provided in the Supporting Statement are grossly
underestimated .and. fail to account for the houtly rates necessary to complete the
forms. The estimate of 100 hours to complete the: application is unrealistic and will
not be sufficient for most laboratories to assess vvhether their facility is required to
'bid based on Medicare revenue from the previous year, to assemble a complete
financial statement, to negotiate subcontractor arrangements with other laboratories
and provide signed agreements, and to determine napacity and bid price for all 1,100
tests on the clinical laboratory fee schedule. Furthermore, laboratories will need the
services of individuals responsible for billing, collections, operations, and legal
counsel to complete this information. None of these individuals’ hourly rates were
included in the calculation of the financial burden. :

The application asks the wrong questions in order to ensure that quahty 1aboratory
services are maintained throughout the demonstration project, and. there is little
- emphasis in the form on the collection of this inf¢rmation from bidding laboratones
The only information required is for a “Quallty Asssurance Contact,” the laboratory’s
status under CLIA, and its Proficiency Testing program. These few measures
oversimplify and fall short of determmmg a labora tory’s capac1ty for quahty

The unresolved issues surroundmg 1mp1ement<ttmn of the compctmve bidding
dcmonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear def nition of the terms “face-to-face
encounter” or “monpatient” in the application :nstructions or in the Supporting
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Statement. There is also no statement regarding whether a bidder can bid separately
or form a consortia and also be a subcontractor listed by another primary bidder.
These are crucial decisions that will affect hovs our facility will respond to the
competitive bidding demonstration and price services within the demonstration.
Finally, CMS requests proprietary information about our facility, which is
worrisome, as while there is a statement regarding the protection of confidentiality of '
the information, there is no statement regarding acceptance of liability if that
information is released or disclosed to an unauthorized party.

In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clini:al Laboratory Management
Association, and refer you to those comments.

Best Regards,

T D00 LI s lser)

David N. Prudden
Diagnostics Service Jeader
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CMS
Office of Strategic Operations and Regulatory Affairs \\D
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Graham Massey Analytical Laboratorics, Inc. and as a laboratory
professional, I am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
- - -and fail to account for the hourly rates necessary to complete the forms. The estimate of
-— - - 100 hours to complete the application is unrealistic and will-not be sufficient for most -
laboratories to assess whether their facility is required to bid bascd on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to cnsure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collcction of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the compctitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. Thcre is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, therc is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.
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In addition to the gencral comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely, FLO ~
TJ. Tinghitedg\Ph. A ABMIT
Medical Diredtor: Graham Massey Analytical Laboratories

Associate Clinical Professor Laboratory Medicine
Yale University School of Medicine
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. liarkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom Tt May Concern,

On behalf of Nephrology Hypertension Assoc. of CNY and as a laboratory profcssional, 1
am writing in response to the April 21 Federul Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Projcct Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fal to account for the hourly rates necessary to complete the forms. The estimate off
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complctc financial statement, to negotiate
subcontractor arrangements with other laboratories and providc signed agreements, and
to determine capacity and bid price for all 1,100 tests on thc clinical laboratory fee
schedule. Furthermore, laboratories will nced the services of mdividuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks thc wrong questions n order (o ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status undcr
CLIA, and 1iis Proficiency Testing program. These few mcasures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issucs surrounding implementation of the competitive bidding
demonstration projcct makc accurate completion of the application form nearly
impossible. For example, there 1s no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statcmcnt. There is
also no statement regarding whether a bidder can bid scparately or form a consortia and
also be a subcontractor listed by another primary bidder. Thesc are crucial decisions that
will affect how our facility will respond to the competitive bidding dcmonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is wormrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.
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In addition to thc general comments provided above, as a membcr, I also support the
dctailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportumity (0 comment on this important i1ssue.
Sincerely,

Gail M. Higgins
Laboratory Manager
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CMS : \0
Office of Strategic Operations and Regulatory Affairs

Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concem,

On behalf of Katherine Shaw Bethea Hospital, Dixon, Illinois, and as a laboratory
professional, I am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals® hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for & “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the spplication form nearly
impossible, For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder, These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisorae, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.
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In addition to the general comments provided above, as a member, I also support the Q
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments,

Thank you for the opportunity to comment on this important issue.
Sincerely,

Robin Jefford, HT, MLT (ASCP)
Histology Supervisor.
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CMS /
Office of Strategic Operations and Regulatory Affairs N
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltmore, MD 21244-1850

To Whom It May Concern,

On behalf of Bon Secours HealthPartners Laboratory and as a laboratory professional,
I am writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of hiability if that information is released or disclosed to an unauthorized
party.
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In addition to the general commments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Climical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to commment on this frportant issue,

meerely,
Billie H. Vaughn, (ASCP)

Administrative Director
Bon Secours HealthPartners Laboratory
Richmond, VA
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CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concemn,

On behalf of Fletcher Allen Health Care, Department of Pathology and Laboratory
Medicine and as a laboratory professional, I am writing in response to the April 21
Federal Register notice, “Agency Information Collection Activities: Proposed
Collection; Comment Request,” regarding the Medicare Clinical Laboratory Services
Competitive Bidding Demonstration Project Bidding Form (CMS-10193, OMB#: (0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
wil] affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.




06/14/2006 15:46 FAX 802 847 3509 FAHC Pathology Lab. doo03

In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

8%\)? &o\«w&f

Janet Schroeter
Laboratory Compliance Specialist
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Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concem,

On behalf of Kanabec Hospital Laboratory and as a laboratory professional, I am writing in response to
the April 21 Federal Register notice, “Agency Information Collection Activities: Proposed Collection;
Comment Request,” regarding the Medicare Clinical Laboratory Services Competitive Bidding
Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated and fail to account
for the hourly rates necessary to complete the forms. The estimate of 100 hours to complete the
application is unrealistic. It will not be sufficient for most laboratories to assess whether their facility is
required to bid based on Medicare revenue from the previous year, to assemble a complete financial
statement, to negotiate subcontractor arrangements with other laboratories and provide signed
agreements, and to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for billing,
collections, operations, and legal counsel to complete this information. None of these individuals’ hourly
rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory services are
maintained throughout the demonstration project, and there is little emphasis in the form on the collection
of this information from bidding laboratories. The only information required is for a “Quality Assurance
Contact,” the laboratory’s status under CLIA, and its Proficiency Testing program. These few measures
oversimplify and fall short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding impletnentation of the competitive bidding demonstration project
make accurate completion of the application form nearly impossible. For example, there is no clear
definition of the terms “face-to-face encounter” or “nonpatient” in the application instructions or in the
Supporting Statement. There is also no staternent regarding whether a bidder can bid separately or form a
consortia and also be a subcontractor listed by another primary bidder. Finally, CMS requests proprietary
information about our facility, which is worrisome. While there is a statement regarding the protection of
confidentiality of the information, there is no statement regarding acceptance of liability if that
information is released or disclosed to an unauthorized party.

In addition to the general comments provided above, as a member, I also support the detailed comments
submitted by CLMA, the Clinical Laboratory Management Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Karen Renaud
Manager Laboratory/Imaging
Kanabec Hospital

301 South Highway 65, Mora, MN 55051 » (320) 679-1212
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“Pamela Pimell,

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1858
To Whom J¢ May Concern,

OnbelnlfofArkmas(hmhgyAxsociaMand as a laboratory pmfessml,l am writing in response fo
the April 21 Federol Register notice, “Agency Information Collection Activities: Proposed Collection;
Cominent Request,” regarding the Medicare Chnical Laboratory Services Cnmpeﬁfwe Bidding
Demonatration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estitnates provided in the Supperting Statement are grosaly underestimated and fail to
accountt for the hourly rates necessary to complete the forms. The cstimate of 100 hours to complete the
application is unrealistic and will ot he sufficient for most Inboratories to assess whether their facility i
required o bid baxed on Medicare revenue from the previous year, to assemble a complete financial
statevact, to hegotiate sabcontractor arvangements with other Inboratories and provide xigned
agreements, and to determine caparity and bid price for all 1,180 tests on the clinical laboratory fee
schedule. Furtiermore, lahoratories will need the services of individuala responsible for biBling,
collections, eperations, and Jegsl counsel to complete this information. None of these tndividuals’ hourly
ratex werc included in the calculation of the financial burden.

The sipplication asks the wrong questions in order to cnsure that qoality taborntory services are
murintained througimut the demonstration project, and there is little emphasis in the form on ﬂlccoﬂectlon
of this information from bidding laborntories. The only information required is for a “Quality Assurance
Contact,” the laborstory’s status under CLIA, and its Proficlency Testing program. These few measures
oversimplify and fall short of determining a laburatory®s capacity for quality.

The anresolved issucx surroonding implementation of the competitive bidding demoenstration project
make accurate completion of the application form nearly impossible. For exampk, there js no clear
deflnition of the terms “face-to-lace encounfer™ oy " jn the application instructions or in the
Supporting Statement. There is alsh no statement nganlhg whether a bidder can bid sepamately or form =
consortia and aho be a subcontractor listed by another primary bidder. These are ciucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and price rervices within
the demonstration. Finally, CMS requents proprietary information about ear facility, which is werrisome,
2 while there bs a statenvent regarding the protection of confidentiality of the infornmation, there is ne
statcment regarding scceptance of linbility if that information Ix released or disclosed to sn unauthorized

party.

In addition to the genersl comments provided above, as a member, 1 also support the detailed comments .
submitted by CLMA, the Clinical LabonturyM:’nagmm Asseciation, and refer you to these comments,

Msanager Laboratory Sexvices
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June 15, 2006

CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom 1t May Concern,

On behalf of Consultants Laboratory of Wisconsin, LLC, and as a laboratory
professional, 1 am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activitics: Proposed Collection,; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms, The estimate of
100 bours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required 1s for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms *“face-to-face encounter”
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or “nonpatient” in the application instructions or in the Supporting Statement. There is \/‘
also no statement regarding whether a bidder can bid separately or form a consortia and

also be a subcontractor listed by another primary bidder. These are crucial decisions that

will affect how our facility will respond to the competitive bidding demonstration and

price services within the demonstration. Finally, CMS requests proprietary information

about our facility, which is worrisome, as while there is a statement regarding the

protection of confidentiality of the information, there is no statements regarding

acceptance of liability if that information is released or disclosed to an unauthorized

party.

In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this imoportant issue.

Sincerely,

et

Dave Sehloff
Hematology Supervisor
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June 15, 2006

CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Consultants Laboratory of Wisconsin, LLC, and as a laboratory
professional, T am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates werc included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding

demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
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or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration, Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.

In addition to the general comments provided above, as 2 member, 1 also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Mary Laudolﬂa”ﬂ%

Chemistry Supervisor
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June 15, 2006

CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Consultants Laboratory of Wisconsin, LLC, and as a laboratory
professional, | am writing in response to the April 21 Federal Register notice, “ Agency
Information Collection Activities: Proposed Collection, Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection.of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding

demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear dcfinition of the terms “face-to-face encounter”

AGNLNIAN HLALIICARL 15 SFONSOREDY RY Tir CONGRFGATION OF SISTERS OF ST, AGNLS 1



/

or “nonpatient” in the application instructions or in the Supporting Statement, There is /‘ 6
also no statement regarding whether a bidder can bid separately or form a consortia and

also be a subcontractor listed by another primary bidder. These are crucial decisions that

wil affect how our facility will respond to the competitive bidding demonstration and

price services within the demonstration. Finally, CMS requests proprietary information

about our facility, which is worrisome, as while there is a statement regarding the

protection of confidentiality of the information, there is no statements regarding

acceptance of liability if that information is released or disclosed to an unauthorized

party.

In addition to the general comments provided above, as 2 member, 1 also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

pae R (ke

Jodi Atkins
Customer Service Supervisor
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June 15, 2006

CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Consultants Laboratory of Wisconsin, LLC, and as a laboratory
professional, T am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: (0938),

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasts
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding

demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
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also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder, These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.

or “nonpatient” in the application instructions or in the Supporting Statement. There is \7(/

In addition to the general comments provided above, as 2 member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments,

Thank you for the opportunity to comment on this important issue.

Sincerely,

Joyce Kovalaske
Special Chemistry Supervisor
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June 15, 2006

CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention; Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Consultants Laboratory of Wisconsin, LLC, and as a laboratory
professional, I am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection, Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counse! to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contagct,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding

demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
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also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is wortisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.

or “nonpatient” in the application instructions or in the Supporting Statement. There is \/]

In addition to the general comments provided ahove, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments,

Thank you for the opportunity to comment on this important issue.

Sincerely,

(nt bl

Carol Hyland
President and CEO.
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June 15, 2006

CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom Tt May Concern,

On behalf of Consultants Laboratory of Wisconsin, LLC, and as a laboratory
professional, T am writing in response to the April 21 Jederal Register notice, “Agency
Information Collection Activities: Proposed Collection; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms, The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratortes to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding

demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
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or “nonpatient” in the application instructions or in the Supporting Statement. There is \/l
also no statement regarding whether a bidder can bid separately or form a consortia and

also be a subcontractor listed by another primary bidder. These are crucial decisions that

will affect how our facility will respond to the competitive bidding demonstration and

price services within the demonstration, Finally, CMS requests proprietary information

about our facility, which is worrisome, as while there is a statement regarding the

protection of confidentiality of the information, there 13 no statements regarding

acceptance of liability if that information is released or disclosed to an unauthorized

party.

In addition to the general comments provided above, as 2 member, 1 also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Amy Zipp
Laboratory Supervisor
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June 15, 2006

CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Consultants Laboratory of Wisconsin, LLC, and as a laboratory
professional, T am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding

demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
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also no statement regarding whether 2 bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the informatjon, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.

or “ponpatient” in the application instructions or in the Supporting Statement. There is \

In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue,
7

Gary Schwefel

Director of Technical Services
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June 15, 2006

CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom Tt May Concern,

On behalf of Consultants Laboratory of Wisconsin, LLC, and as a laboratory
professional, I am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection, Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required s for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding

demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
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or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demoustration and
price services within the demonstration, Finally, CMS requests proprietary information
about our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthortzed

party.

In addition to the general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Cut?~Ltpe,

Ruth Ausloos
LIS Supervisor
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June 15, 2006

CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Consultants Laboratory of Wisconsin, LLC, and as a laboratory
professional, T am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection; Comment Request,” regarding
the Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Mcdicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories, The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program, These few measures oversimplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form ncarly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
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or “nonpatient” in the application instructions or in the Supporting Statement. There is \%
also no statement regarding whether a bidder can bid separately or form a consortia and

also be a subcontractor listed by another primary bidder. These are crucial decisions that

will affect how our facility will respond to the competitive bidding demonstration and

price services within the demonstration. Finally, CMS requests proprietary information

about our facility, which is worrisome, as while there is a statement regarding the

protection of confidentiality of the information, there is no statements regarding

acceptance of liability if that information s released or disclosed to an unauthorized
party.

In addition to the general comments provided above, as 2 member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comments.

Thauk you for the opportunity to comment on this important issue,

Sincerely,

ot L ITE

Ellen Wirez
Microbiology Supervisor
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June 16, 2006

CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of the Kettering Medical Center Network and as a laboratory
professional, I am writing in response to the April 21 Federal Register notice,
“Agency Information Collection Activities: Proposed Collection; Comment
Request,” regarding the Medicare Clinical Laboratory Services Competitive
Bidding Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly
underestimated_and fail to account for the houtly rates necessary to complete the
forms. The estimate of 100 hours to complete the application is unrealistic and
will not be sufficient for most laboratories to assess whether their facility is
required to bid based on Medicare revenue from the previous year, to assemble
a complete financial statement, to negotiate subcontractor arrangements with
other laboratories and provide signed agreements, and to determine capacity and
bid price for all 1,100 tests on the clinical laboratory fee schedule. Furthermore,
laboratories will need the services of individuals responsible for billing,
collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial
burden.

The application asks the wrong questions in order to ensure that quality
laboratory services are maintained throughout the demonstration project, and
there is little emphasis in the form on the collection of this information from
bidding laboratories. The only information required is for a “Quality Assurance
Contact,” the laboratory’s status under CLIA, and its Proficiency Testing
program. These few measures oversimplify and fall short of determining a
laboratory’s capacity for quality.

3535 Southern Bivd., Kettering, Ohio 45429 1
937-298-4331 - wwwkmcnetwork.org
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The unresolved issues surrounding implementation of the competitive \
bidding demonstration project make accurate completion of the application form
nearly impossible. For example, there is no clear definition of the terms “face-
to-face encounter” or “nonpatient” in the application instructions or in the
Supporting Statement. There is also no statement regarding whether a bidder
can bid separately or form a consortia and also be a subcontractor listed by
another primary bidder. These are crucial decisions that will affect how our
facility will respond to the competitive bidding demonstration and price services
within the demonstration. Finally, CMS requests proprietary information about
our facility, which is worrisome, as while there is a statement regarding the
protection of confidentiality of the information, there is no statement regarding
acceptance of liability if that information is released or disclosed to an
unauthorized party.

In addition to the general comments provided above, as a member, I also
support the detailed comments submitted by CLMA, the Clinical Laboratory
Management Association, and refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

KETTERING MEDICAL CENTER

Thomas J. Foster
Director of Laboratories

£
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June 15,2006 \ ’

CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Milton Hospital’s Clinical Laboratory and as a laboratory professional, I am
writing in response to the April 21 Federal Register notice, “Agency Information
Collection Activities: Proposed Collection; Comment Request,” regarding the Medicare
Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding Form
(CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previous year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agteements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsel to complete this information. None of
these individuals’ hourly rates were included in the calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little emphasis
in the form on the collection of this information from bidding laboratories. The only
information required is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversiruplify and fall
short of determining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. For example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” i the application instructions or in the Supporting Statement. There is
also no statement regarding whether a bidder can bid separately or form a consortia and
aJso be a subcontractor listed by another primary bidder. These are crucial decisions that
will affect how our facility will respond to the competitive bidding demonstration and
price services within the demonstration. Finally, CMS requests proprietary information

1
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about our facility, which is worrisome, as while there is a statement regarding the \‘B
protection of confidentiality of the information, there is no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized

party.
In addition to the general comments provided above, as a member, I also support the

detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, and refer you to those comuments.

Thank you for the opportunity to comment on this important issue.

Sincerely,
3 ) > | /Z

/" S a ( AT O

Martha Casassa, MS, CLD(NCA)
Laboratory Manager
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CMS - Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Auention; Bouni¢ L. Harkless Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

May 30. 2006

To Whom It Mav Concern.

On behalf of Lawrence Memorial Hospital_ and as a laboratory professional. I am writing in response to the
April 21 Federal Register notice. ~Agency Information Collection Activities: Proposed Collection:
Comment Request.” regarding the Medicare Clinical Laboratory Services Competitive Bidding
Demonstration Project Bidding Form (CMS-10193, OMB#: 0938).

The burden estimates provided in the Supporting Statement are grossty underestimated_and fail to account
for the hourly rates necessary to complete the forms. The estimate of 100 hours to complete the application
is unrealistic and will not be sufficient for most laboratories to assess whether their facility is required to
bid based on Medicare revenue from the previous vear, to assemble a complete financial statement. to
negotiate subcontractor arrangements with other laboratories and provide signed agreements. and to
determine capacity and bid price for all 1,100 tests on the clinical laboratory fee schedule. Furthermore.
laboratories will need the services of individuals responsible for billing. collections. operations, and legal
counsel to complete this information. Nonc of these individuals™ hourly rates were included in the
calculation of the financial burden.

The application asks the wrong questions in order to ensure that quality laboratory services are maintained
throughout the demonstration project. and there is little emphasis in the form on the collection of this
information from bidding laboratories. The only information required is for a “Quality Assurance Contact.™
the laboratory s status under CLIA. and its Proficiency Testing program. These few measures oversimplify
and fall short of determining a laboratory"s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding demoustration project make
accurate completion of the application form nearly impossible. For example, there is no clear definition of
the terms “face-to-face encounter” or “nonpatient” in the application instructions or in the Supporting
Statement, There is also no statement regarding whether a bidder can bid separately or form a consortia and
also be a subcontractor listed by another primary bidder. These are crucial decisions that will affect how
our facility will respond to the competitive bidding demonstration and price services within the
demonstration. Finally. CMS requests proprietary information about our facility. which is worrisome. as
while there is a statement regarding the protection of confidentiality of the information there is no
statement regarding acceptance of liability if that information is r¢lcased or disclosed to an wnauthorized
party.

In addition to the general cominents provided above. as a member. 1 also support the detailed cornments
submitted by CLMA. the Clinical Laboratory Managcment Association, and refer you to those comuments.

Best Regards.

W'f - y2)
Connie B/rz?rs A7 /ﬂo)

Administrative Laboratory Director
Lawrence Memorial Hospital
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SALEM HOSPITAL Post Office Box 14001
REGIONAL LABORATORY Salem, Oregon 97309-5014
SERVICES 503.370.5350
CMS

Office of Strati:gic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Borinie L. Harkless

Room C4-26-(5

7500 Security Boulevard

Baltimore, MI) 21244-1850

To Whom It M.ay Concern,

On behalf of Salem Hospital Regional Laboratory Services and as a laboratory
professional, I am writing in response to the April 21 Federal Register notice, “Agency
Information Cnllection Aclivities: Proposed Collection; Comment Request,” regarding
the Medicare (’linical Laboratory Services Competitive Bidding Demonstration Project
Bidding Form (CMS-10193, OMB#: 0938).

The burden esiimates provided in the Supporting Statement are grossly underestimated
and fail to account for the hourly rates necessary to complete the forms. The estimate of
100 hours to complete the application is unrealistic and will not be sufficient for most
laboratories to assess whether their facility is required to bid based on Medicare revenue
from the previnus year, to assemble a complete financial statement, to negotiate
subcontractor arrangements with other laboratories and provide signed agreements, and
to determine capacity and bid price for all 1,100 tests on the clinical laboratory fee
schedule. Furthermore, laboratories will need the services of individuals responsible for
billing, collections, operations, and legal counsc] to complete this information. None of
these individunls’ hourly rates were included in the calculation of the financial burden.

The applicatioa asks the wrong questions in order to ensure that quality laboratory
services are maintained throughout the demonstration project, and there is little cmphasis
in the form on the collection of this information from bidding laboratories. The only
information re juired is for a “Quality Assurance Contact,” the laboratory’s status under
CLIA, and its Proficiency Testing program. These few measures oversimplify and fall
short of deterrnining a laboratory’s capacity for quality.

The unresolved issues surrounding implementation of the competitive bidding
demonstration project make accurate completion of the application form nearly
impossible. Fcr example, there is no clear definition of the terms “face-to-face encounter”
or “nonpatient” in the application instructions or in the Supporting Statement. There is
also no statem znt regarding whether a bidder can bid separately or form a consortia and
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also be a subconiractor listed by another primary bidder. These are crucial decisions that <6
will affect how cur facility will respond to the competitive bidding demonstration and

price services within the demonstration. Finally, CMS requests proprietary information

about our facility, which is worrisome, as whilc there is a statement regarding the

protection of corfidentiality of the information, there is no statements regarding

acceptance of lizbility if that information is released or disclosed to an unauthorized

party.

In addition to thi general comments provided above, as a member, I also support the
detailed comments submitted by CLMA, the Clinical Laboratory Management
Association, anc. refer you to those comments.

Thank you for the opportunity to comment on this important issue.

Arbara Nelson-Whitford

Administrative Director

Salem Hospital Regional Laboratory Services
PO Box 14001

Salem, OR 97309

503.561.5564

barbara.nelson-whitford@salemhospital.org



CMS

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development-C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

To Whom It May Concern,

On behalf of Bowling Green State University’s Student Health Service and as a laboratory
professional, I am writing in response to the April 21 Federal Register notice, “Agency
Information Collection Activities: Proposed Collection; Comment Request,” regarding the
Medicare Clinical Laboratory Services Competitive Bidding Demonstration Project Bidding
Form (CMS-10193, OMB#: (0938).

The burden estimates provided in the Supporting Statement are grossly underestimated_and fail to
account for the hourly rates necessary to complete the forms. The estimate of 100 hours to
complete the application is unrealistic and will not be sufficient for most laboratories to assess
whether their facility is required to bid based on Medicare revenue from the previous year, to
assemble a complete financial statement, to negotiate subcontractor arrangements with other
laboratories and provide signed agreements, and to determine capacity and bid price for all 1,100
tests on the clinical laboratory fee schedule. Furthermore, laboratories will need the services of
individuals responsible for billing, collections, operations, and legal counsel to complete this
information. None of these individuals’ hourly rates were included in the calculation of the
financial burden.

The application asks the wrong questions in order to ensure that quality laboratory services are
maintained throughout the demonstration project, and there is little emphasis in the form on the
collection of this information from bidding laboratories. The only information required is for a
“Quality Assurance Contact,” the laboratory’s status under CLIA, and its Proficiency Testing
program. These few measures oversimplify and fall short of determining a laboratory’s capacity
for quality.

The unresolved issues surrounding implementation of the competitive bidding demonstration
project make accurate completion of the application form nearly impossible. For example, there is
no clear definition of the terms “face-to-face encounter” or “nonpatient” in the application
instructions or in the Supporting Statement. There is also no statement regarding whether a bidder
can bid separately or form a consortia and also be a subcontractor listed by another primary
bidder. These are crucial decisions that will affect how our facility will respond to the competitive
bidding demonstration and price services within the demonstration. Finally, CMS requests
proprietary information about our facility, which is worrisome, as while there is a statement
regarding the protection of confidentiality of the information, there are no statements regarding
acceptance of liability if that information is released or disclosed to an unauthorized party.

In addition to the general comments provided above, as a member, [ also support the detailed
comments submitted by CLMA, the Clinical Laboratory Management Association, and refer you
to those comments.

Thank you for the opportunity to comment on this important issue.

Sincerely,

Marilyn S. Mackay, MT(ASCP)SH.

Assistant Director and Laboratory Coordinator
BGSU Student Health Service

Bowling Green, OH. 43403




