NASS
USER'S MANUAL

This manual contains all instructions necessary to access the NASS website and enter ART
program information, and patient profile and cycle-specific data. Chapters provide information
on navigating through screens, and using on-screen menu links to access reference documents,
FAQs, and communication archives. The main NASS User’'s Manual also provides a step-by-
step guide for entering clinic and cycle-specific information required for all reporting years.

Please note that this manual does not include specific information on reporting
additional ART data required for cycles initiated on or after January 1, 2007 (i.e., the
beginning of Reporting Year 2007).

To access detailed information about additional data to be reported in NASS for cycles
initiated on or after January 1, 2007, please go to the menu on the left-hand side of any
NASS screen and click on the User's Manuals menu, and then the NASS 07-09
Supplement submenu link.

NASS Help Desk Contact Information

Please contact the NASS Help Desk if you cannot find answers or clarifications to your
guestions in this manual or on the NASS website.

You may contact the NASS Help Desk at:

Toll free number: 1-888-650-0822
E-mail address: NASS@Westat.com

The NASS Help Desk is staffed from the hours of:

8:30 am- 10:00 pm Eastern Time, Monday through Friday
2:00 pm- 8:00 pm Eastern Time, Saturday and Sunday

The NASS Help Desk is closed on the following major holidays: Memorial Day, Fourth of July,
Labor Day, Thanksgiving, Christmas and New Year's Day. NASS Help Desk staff will be able to
respond to your messages on the following business day after a major holiday.
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1. About the National ART Surveillance System (NASS)

>)
>

1.1 About This Manual

This manual describes utilities, functions, and features of the National ART Surveillance
System (NASS). It focuses on patient cycle and clinic data entry, and provides instructions on
how to enter and maintain these data. The manual is directed toward clinic personnel who are
responsible for entering data pertaining to their ART program, the clinic patients and their
cycles.

1.2 Before You Begin

The NASS system has been designed to run on a Microsoft 2000 or Microsoft XP
operating system, using an Internet Explorer 6.0 or higher browser. To ensure that the system
performs as it should, you may find it necessary to upgrade your current computer configuration.

You probably have the Microsoft Windows operating system installed on your computer.
If so, you can download the Internet Explorer 6 Service Pack 1 at no charge from the Microsoft
Download Center at: http://www.microsoft.com/downloads

Internet Explorer 6 Service Pack 1 is likely to be listed under “Most Popular Downloads”
in the center of the page. If it is not, you may locate it by selecting “Internet Explorer” from the
Product/Technology drop-down list.

Finally, JavaScript and cookies need to be enabled on the web browser for NASS to
work. If these are not enabled on your system, you will receive the following message: To view
this site you need to have your browser set to accept cookies and to enable JavaScript.
Appendix A has a step-by-step description of how to set cookies and enable JavaScript. If you
have already turned cookies on and you are still seeing this message, you may have a firewall
that is blocking cookies. You should contact your organization’s computer support
representative or the NASS Help Desk at 1-888-650-0822.

Appendix A also contains details about all the computer configuration requirements. If
you need assistance in assessing your current computer configuration, contact your
organization’s computer support representative. If you need further assistance, please call the
NASS Help Desk at 1-888-650-0822.

In preparing this manual we assume you are familiar with basic Microsoft Windows
operations, and that you know how to type information into a data entry field, how to scroll, how
to use a drop-down list to select responses, and other standard data entry functions.
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1.3 Training

You may want to set aside a little time to view the NASS Video Training on your PC to
better acquaint yourself with the look and feel of NASS. The training will be on a CD and will be
sent to your Medical Director at the time of the initial mailout.

1.4 How to Enter the NASS Website
To go to the NASS website, use the following procedure:

Type https://www.artreporting.org into the Address field of your Web browser.
Note that the site is https.

Press the Enter key.

The NASS Welcome screen will then be displayed on your screen (see below).

National ART Surveillance System (NASS)

Welcome

The National ART Surveillance System (NASS) is a Web-based ART data reporting system supported by COC under a cortract with
Westat -- Cortract No. 200-2004-06702, National Cemter for Chironic Disease Prevention and Health Promotion, Centers for Disease
Control and Prevention, U.S. Department of Health and Human Services. HASS is the only COC-approved data reporting system for
ART procedures initiated in 2004, 2005, 2006, 2007, and 2008. ART clinics that are participating in the NASS reporting system will
he considerad to be in complione e with federal reparting requirements of the Fertility Clinic Success Rate and Certification Act of
1992 [FCSRCA]L Section 2{a) of P.L. 102.493 {42 LLS.C. 263a-1{a}h.

I wou wiould like more information on how to report your data please call the NHASS Help Desk line at 1-888.650.08232,

Click here to
display the next
screen. Mext Screen >>

1.4.1 Creating a Shortcut
To simplify access to the NASS web site in the future you can do one of two things:

1) Add this site to your “Favorite” list using your Web browser. To do this:
m Open the NASS website to the Welcome page (see above)

m Click on Favorites at the top of the screen
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2} NASS Welcome Page - Microsoft Internet Explorer

File  Edit Yiew Faworites Tools  Help

m Click on Add to Favorites

GEUGRGICEN Tools  Help
Add to Favorites. ..

) . Se
organize Favarites, ..

m Click on OK on the display below to add to your Favorites list.

Add Favorite

c;k Internet Explorer will add thiz page to your Favorites list.
[ 1Make available offline

Marme: | MASS Welcome Page | [ Create in >3 ]

2) The alternative approach is to create a shortcut icon to access the site directly
from your desktop. To create a shortcut, open the NASS website (see above).
From the file menu, choose Send and then choose Shortcut to Desktop from the
second menu that pops up.

ASS5 Welcome Page - Microsoft Internet Explorern

-8 Edit Yiew Faworibes  Tools  Help

Mew F oL = i
QpeEn. .. eyl E l\] r i Sz :wf .
Edit with Microsaft wWord

acriptsiGreeting, asp

Save As...

Page Setup...
Prinkt... Ckrl+P
Prinkt Presiew, ..

Impart and Expart, .. Link. by E-mail, ..
Shartcut ko Deskkop

Properties
Work OFfline stem (NASS) is a Web-ba
Close DG702, National Center fol

1.5 Introduction Screens

The first two screens you encounter are the Welcome screen and the Public Reporting
Burden screen. The Welcome screen describes NASS, how it fulfills federal reporting
requirements, and who to contact for more information. Once you have read the Welcome
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screen, click on the Next Screen link (see bottom right of screen below) to display the public
reporting burden statement.

MNational ART Surveillance System (NASS)

Welcome

The National ART Surveillance System (HASS) is a Web-based ART data reporting system supported by COC under a confract with
Westat -- Contract No. 200-2004.06702, National Certer for Chironic Disease Prevention and Health Promotion, Centers for Disease
Control and Prevemtion, LS. Department of Health and Human Services, HASS is the only CDC-approved data reporting system for
ART piocedures initiated in 2004, 2005, 2006, 2007, and 2008. ART clinics that are participating in the NASS reporting system will
bhe considerad to be in complianc e with federal reparting requirements of the Fertility Clinic Success Rate and Certification Act of
1992 [FCSRCA]L Section 2(a) of P.L. 102-493 (42 U.5.C. 263a- 1{a).

If wour wiould like more information on how to report your data please call the NASS Help Desk line at 1-888-650.0822,

Mext Screen >>

The next screen is the Public Burden screen and is required by law to appear as part of
the data collection system. Click on the Next Screen link at the bottom of the page to display the
Login screen.

National ART Surveillance System (NASS)

OB Coedrol Nuaenber: 0020-0556
Expipation Date: 013172006

Puldic reporting burden of this collection of information is estiimated 1o aerage 37 mimies per response, inchuding the thne Tor
reviewing instiuctions, searching existing data sources, gathering and imaimtaining the data neaded, and completing and reviewing
the collection of information. An agency may net conduct or sponsor, and a person is not required to respond to a collection of
information unless it displays a currenthy walid CGME controd mamber, Send comiments regarding this burden estimate or any othie
aspect af this collection of ol mation, including sugaestions Tor reducing this burden 1o CODC/ATSDR Reports Cleaiance OfMiced;

GO0 Clifton Road NE, MS E-11, Atlanta, Georgia 30333; ATTH: PRA (09200556}
) ) Click here to
Click here to display the display the
previous screen. Login screen

<< Previous Screen Mext Screen ==
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1.6 NASS Security

The NASS system is web-based. This means that the information entered about a
patient or clinic is not stored on your computer’s hard drive or network drive, but on a server
residing at Westat. Therefore, in addition to security built in around the server hosting the data,
a strict security protocol for the clinics has been established to ensure the safety of the data and
patient confidentiality. The following describes NASS’ security procedures.

1.

Each clinic that is required to report annual data will be sent a letter that asks the
clinic’s Medical Director to call the NASS Help Desk at 1-888-650-0822 to obtain
a clinic-specific NASS User ID and password. The letter will contain a clinic-
specific key code that the Medical Director must provide to the NASS Help Desk
prior to the release of the User ID and password. At that time, the Medical
Director will also be asked to provide Westat with the names and e-mail
addresses of a primary and secondary security contact at the clinic. The primary
security contact will be sent login account information via e-mail.

In the event that a user forgets his/her username or password, the user should
contact the NASS Help Desk (1-888-650-0822). The NASS Help Desk will reset
the account with a temporary password and forward it to the primary security
contact via e-mail. In turn, the primary security contact will relay that information
to the user. If the primary security contact is unavailable, this task will be
performed by the secondary security contact person. Once the clinic user has
the newly assigned temporary password, he/she will be prompted to change this
password when entering NASS for the first time since the NASS Help Desk reset
the password.

To ensure that the NASS Help Desk (1-888-650-0822) does not give out clinic-
specific login information to a non-designated individual, they will never provide
this information over the phone. Login information will always be sent via e-mail
to the primary (or secondary) security contact.

Additional login accounts for multiple users at your clinic can be requested by
contacting the NASS Help Desk (1-888-650-0822).

NOTE: It will be the clinic’s responsibility to keep the NASS Help Desk (1-888-
650-0822) informed about staff changes that require security account
modifications. If a NASS user leaves the clinic for any reason, especially if
moving to another clinic, it is imperative that the user account be deactivated.
Anyone with a working User ID and password can enter NASS from any
computer hooked up to the Web. Therefore, it is highly recommended that all
passwords be reset when a key staff member or NASS user leaves your clinic.
The primary security contact or other key personnel should immediately contact
the NASS Help Desk to arrange for account deactivation and re-institution of the
account with a new User ID and password.
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1.7 How to Log In

Production (3.4)

National ART Surveillance System (NASS)

User ID:

Password:

[ submit | | Reset |

The following procedures are general instructions on entering a User ID and a password. See
Section 1.8 for a more specific discussion on creating a unique password.

1.

The cursor should be in the User ID field. If it is not, place the cursor in the User
ID field with the mouse.

Type in your User ID. It is not case-sensitive -- that is, it does not matter if you
type in letters as upper or lowercase. The text will appear in the appropriate field
on the screen.

Move the cursor in the Password field with the mouse, or by pressing the Tab
key.

Type in your password (the password is case-sensitive). For security purposes,
the text of the password entry is not displayed.

If you forget or misplace this information, call the NASS Help Desk at 1-888-
650-0822 and a password will be sent to your primary security contact.

Click on the Submit button. You have now entered NASS.

1.8 About Passwords

Only authorized personnel may use NASS. A user account tied to a unique User ID and
password combination grants you access to view, add, modify and delete patient or cycle
records for your clinic.

Your User ID and password are confidential and should not be left on your desk
or in any other public area. For additional security, the information transfer of NASS data to
the Westat server is encrypted so that it cannot be read during transmission.
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1.8.1 Initial Password

You will be assigned an initial password by the NASS Help Desk (see Section 1.6 for
details). This password will only be used to get you started. When you enter in the User ID and
password provided to you, you will be asked to select a new password. (See Section 1.8.2).

User ID:

Password:

| Submit | | Reset |

1.8.2 Changing a Password

The very first time you enter the secure portion of NASS, the Change Password screen
will automatically appear. After you initially change your password, you will be required to
change it every 120 days. If you want to change a password at any other time, click on
Systems Utilities on the left- hand menu.

What's New in HASS
Select Reporting Year
Documents

Uszer's Manual

System Utilities

Help

Logoff

Click on System Ultilities
to change your
password.

O0HFEIMDI DO

To change your password, type in your old password in the designated field. Then type
in a new password in the next field, and type in the new password a second time in the Confirm
New Password field to ensure that it has been typed correctly. Follow the rules below to select
a new password. Passwords must contain:
n Between seven and ten characters
n At least three uppercase or lowercase letters. For example, either:
abc or ABC

[ At least three numbers from 0 to 9

[ At least one of the following characters:
#& % ?9%

Passwords must not:

[ Contain either of the following slash characters: / or \

[ Contain any part of your full name.
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[ Be re-used when they expire after 120 days. You cannot change your password to

one that you used previously.

This complete description of the password rules also can be found at the right-hand side

of the Change Password screen a shown below.

System Utlities == Change Password

User Ix hosworth_t
Old

Password:

Hew

Passworid:

Confirm Hew
Password:

Submit | | Reset

Your password will expire in 80 days. Fill
out this screen if you wish to change vour
password now.

Rules for changing your password:

Paszwards MUST be &t least seven (V) characters long
with & maximum length of 10.
Paszwords MUST cortain characters from the followwing
three clazses:

1.  Atleast 3 uppercase or lower case letters: A, B,

C.Zota b, c.z

2. Atleast 3 numbers: 0-9

3. Atfleast 1 special character fram this list: 2 2% 7 5
Pazswards must MOT contain "™ or "' characters.

Paz=swaords must NOT cortain any part of your full name.

You cannot change your passwcd to one that you used
previously . w

\

Rules for changing
your password.

If you incorrectly enter a password three times, the following message will be displayed:

passwords and click here to try again.

You have unsuccessfully attempted to change wour
password three times. You are either: entering an
incorrect old password, choosing a new password
that violates the rules, or retyping your confirming
password incorrectly. The password is case
sensitive. Please verify you are using the correct

If wvou still need assistance, please contact the
MASS Help Desk at 1-888-650-0822 faor assistance.

To further enhance the security of the system, your password will expire every
120 days and must be changed to a new one, following the above rules. If you forget
your password, you need to contact the NASS Help Desk at 1-888-650-0822.

NASS User’s Manual 1- 8

V.1 June 2005



1.9 Log in Error Messages
There are two types of Log In Error Messages that you may receive.
1. The first and probably the most common is if you accidentally enter in the wrong

User ID or password. In this instance you will see the following message
indicating an invalid user login.

User ID: AVWESTM
Password: 'TTY)
Subrmit | | Reset

Invalid user login. |

When this happens, just re-enter in the information correctly. Remember that the
password is case sensitive (the User ID is not case sensitive).

2. A second error occurs if you enter a User ID and password incorrectly three
times in a row. You will receive the message shown below. As the instructions

indicate, you can try again or you can call the NASS Help Desk at 1-888-650-
0822 to assist you.

¥ou are not logged into the NASS Study Management Systam.

Please verify your User ID and Password and click here to try again. Please remember that the password is
case sensitive.

If you are still having problems, please contact the MASS Help Desk at 1-888-650-0822.

110 Logging Off

For security reasons, you should always take the time to log off before stepping away

from your computer. To log off, click on the Logoff menu option on the left-hand side of the
screen.

What's Hew in HASS
Select Reporting Year
Select/Add Patient
Chnic

E xportingfImporting
Reports

Documents Click here to log off.

Uzer's Manual
Spztem Utilities

DHEHEHEHOHNKEBIIODN
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Next, you will get a confirmation message. Click OK if you want to log off.
Microsoft Internet Explorer, [5__<|

)
\__../ Are wou sure ol wank to log off MasSs?

[ ok H Cancel ]

This will take you back to the NASS Welcome screen (a screen before the Log In
screen). If you want to leave NASS completely, and you are at the Welcome screen, click on
the Red X at the top right-hand corner of the screen. This will close your Web browser.

Click here to leave
NASS entirely and
close your Web
browser.

1.10.1 Timed Log Outs

If you leave NASS displayed on your computer for an extended period of time without
performing any activity, the system will automatically log you out. You will get a “Session Timed
Out” message. Click on here to login to resume your session.

Session Timed Out

Your session has timed out. please click here tg login

/

Click here to log in for
Timed Out Sessions.
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1.11 About the Screens

Screens in NASS contain a variety of features designed to assist the data entry process.
1.11.1 The Top of the Screen
The blue header at the top of the data entry screens contains the following information:
m The name of the system;
m Your clinic ID number;
m Your user name and User ID;
m The reporting year (once selected); and

m Your clinic reporting name (once recorded).

National ART Surveillance System (NASS)

Clinic 1D: 1006 User: Arthur Line (line_a)
Clinic Reporting Name: Yetin Clinic Reporting Year: 200

At the top of each page just underneath the blue header, you will notice a screen trail,
such as:

Clinic>>Enter Clinic Profile>>Name&Address

This helps you identify not only which menu or sub-menu you are in, but also which tab
you are in.

Darkened atinnal AR sillance a A
tab. Screen
trail.
Clinic = er Zlinic Profile == Mame&Address
Mame&Address I ey Staff I Service&Profie I

Finally, for those screens that display multiple tabs across the top, the open tab is a
darker color. In the example shown above, the Name&Address tab is the open tab.

To maneuver from one tab to another, click on the new tab. As you move to a new tab,
you will notice that the screen trail reflects the change to the new tab on which you clicked.

1.11.2 About the NASS Menu

Once you have successfully logged in, the next screen displayed will enable you to
select a reporting year. This screen and each subsequent screen will display a menu on the left-
hand side of the screen. To display the full menu, you must first select a reporting year.
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Menu items

featuring a plus
sign (+) contain
sub-menus. To

What's HNew in HASS
Select Reporting Year
Select/Add Patient

access these sub- Chimic
menus, click on Exporting/Importing
the (+). sign or the Reports
menu item.
Documents

Uzer's Manual
System Utilities
Help

Logoff

00 H #H F OO FHE DD

1.11.3 The NASS Sub-Menu

This menu enables you to select the screen or set of screens you wish to display. Menu
items displaying a plus sign (see below) contain sub-menus. You may display the sub-menus
either by clicking on the plus sign or by clicking on the menu item itself. For example, to display
the sub-menus under Documents, either click on the plus sign or click directly on Documents.
You will also notice that the open screen will be displayed in blue in the menu on the left.

What's Hew in HASS
Select Heporting Year
Select/Add Patient
Climic

Click either here...

E xporting/lmportin
Reports
Documents
Uszer's Manual
Syztem Utilities
Help

Logoff

OFHHEDOD

O0HHEH

El  Documents
= wark sheet
= Memaz

= Milestones

The menu contains the following 10 main options:

m Click on What’s New in NASS to read about new developments in NASS.

To display these
sub-menus.
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Click on Select Reporting Year to choose a reporting year for which to enter or
update information.

Click on Select/Add Patient to add new patients, to add or update cycles for an
existing patient, or to update a patient’s current demographic profile.

Click on Clinic to enter or update the clinic’s address, list of key staff, service profile
or lab address/certification, to import or export data, or to submit the annual report.

Click on Exporting/Importing for directions on how to export NASS Patient IDs to
NPL, and send annual data files for NASS import to Westat.

Click on Reports to display summary information pertaining to patients and cycles.

Click on Documents to review NASS-related memos and the reporting schedule, or
to print hard copy cycle data entry worksheets.

Click on User’s Manual to access documents on how to use NASS, the NPL
application, or create files for import into NASS.

Click on System Ultilities to change your password.
Click on Help to access Frequently Asked Questions (FAQs), contact information,
variable definitions, the NPL Quick Start leaflet, and the NASS Quick Start reference

ring.

Click on Logoff to exit the application.

When you first enter NASS, the Select/Add Patient, Clinic and Reports menu items are
not shown. This is because you must enter a reporting year before adding or updating a cycle,
or updating clinic information.

112 Entering Data

Maneuvering the cursor throughout the screen is easy. Each point where data can be
entered is a field. You may use the mouse to click into a field. In addition, to move from field to
field, you can use the Tab key. To move forward to the next field, use the Tab key. You can use
the Shift Tab key to move back to the previous field. You cannot use the Enter or Return
keys to navigate. Should you have any difficulty with maneuvering between fields, call the
NASS Help Desk at 1-888-650-0822.

Depending on the field, NASS uses one of the four following methods for entering data:

Drop-down lists;
Select all that apply boxes;
Filling empty fields; or

Radio buttons.
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Drop-down lists: Click on the down arrow to the right of the box to display a list of
possible answers. Click on the appropriate response to select that response. An example of this
type of question is shown below.

Primaty residence in L.

Mot ascertained by clinic

NOTE: If you accidentally select an answer in a drop-down list, but really intended
for the response to be blank, click on the “---Select---" line item to return this response to
blank.

Select all that apply boxes: Some questions will allow you to select multiple responses
to a question. To record an answer, click in the box to the left of the selected response and a
“check” will appear. If you have entered a response in error, click on the checked box and the
response will be removed. An example of this method for entering data is shown in the question
below. A patient may report her race as both White and Asian. In such a case you would click
on the box next to “White”, and also click on the box next to “Asian”.

Race (based on patient partner self report):
Select all that apply: Select reason race not reported:
White [ Refused
[] Blackor African American [] Patiert doesnt knaw
Aian [] Mot ascertsined by chnic
[] Mative Hawsiian or cther Pacific Iskander
[] merican Incian or Alaska Native

If you are using the tab key to move between fields in a data entry screen, you can
press the space bar to mark the desired check box. If you make a mistake, just press the space
bar again to remove the check mark.

Filling Empty Fields: In some instances, a field may be empty, and you will need to
type in the data. In the example below, the field for the U.S. city of primary residence is blank,
so you will need to type in the appropriate answer.

S, city of primaty residence:

In other instances, the information will need to be entered in a specific format. As shown
below, the patient’s Date of Birth must be entered with 2 digits for month, 2 digits for day, and
four digits for the year. For example, the system will not accept “12/1/1975” because the day
requires two digits. You can enter dates with slashes (e.g., 12/01/1975), without the slashes
(e.g., 12011975), or with dashes (e.g., 12-01-1975), whichever is most comfortable.

Date of Birth (mm/ddiyyyy): |12011975
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Radio buttons: These are circles that are located next to the response (see example
below). Click on the appropriate circle to respond to these questions. Alternatively, if you are
using the tab key to move between fields in a data entry screen, use the “up”, “down”, “left” or
“right” arrow keys to select different radio buttons. When you are satisfied with your selection,

use the tab key to move to the next field.

One word of caution about this type of question: while you can change a “Yes” response
to a “No” response and visa versa, once you have selected a response you cannot go back to a
blank response. In instances such as these, click on the “No” response if your intention was to
leave the question blank. If necessary, you can work with Westat to update the information at a
later time.

Click on radio buttons to record
response.

Cocyte Embryo Sour an answer for each source listed):

b
L]

PATIENT: Irtent to use patiert's oocytesiembryos, fedilized with partner ar donor zperm

© OO0

() DOHOR OOCYTE: Intent to use cocytes from donor
O

DOHOR EMBRYO: Intert to uze embryos donsted from another couple's ART

1.13 Collapsed/Open Questions

As you enter information on a patient, based on the responses you enter, some follow-
up questions may not apply and you should skip those questions. The NASS system has been
designed so that sections that do not apply based on earlier answers will remain hidden or
collapsed. If the questions do apply, than the sections will be open and available for data entry.

Look at the example below. Based on the responses shown, the Oocyte/Embryo Source
is from a donor, not a patient.

Goeyvte Embryoe Source (Select an answer for each source listed):
Yes Ho
{:} {5" PATIENT: Irtent to use patient's oocytesiembryos, ferilized with partner ar donor sperm
& O DOHOR OOCYTE: Intert to use cocytes from donor

) & DOHOR EMBRY®: Intert to use embryos donated from another couple's ART

In this case, when navigating to a follow-up question asking about medications (see
below), you will see that the Patient Medication Section remains collapsed (i.e., responses to
questions in this section are not necessary), but the Donor Medication Section is open for
responses.
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Pt &

Donor Medication:

Donor medicated to stimulate fallicular development: O Yes {:} Mo

Donor medications containing o v O N Donor clamiphens dosage (Taotal
) Mes L MNo

clomiphene: mgsl;

Donor medications containing Donor FEH medication dosage

FSH: Oves OMNo (Tatal IU=):

Donor GnREH Protocol (Select only one, If applicable):
[T GnRH Agonist Suppression
[T GnRH Agonist Flare

[T GnRH Antagonist Suppression

IMPORTANT: If you believe that a collapsed set of questions should be answered,
then you must go back and change a previous answer. In this case, if the patient
was the oocyte/embryo source, you would need to change that answer to “Yes”.
Then come back to the Patient Medication Section, which would now be open
instead of collapsed.

1.14 Maneuvering Between Screens

The NASS system is designed to allow you to maneuver from screen to screen using a
combination of three different approaches:

n The Menu and Sub-Menu on the left-hand side of the screen: You can switch
between different system functions by clicking on a menu item.

[ The screen tabs near the top of data entry screens: Using the tabs allows you to
quickly view data you have already entered, or jump to a particular screen (e.g. to
enter birth outcomes).

] The Next Screen and Previous Screen buttons at the bottom of the screen: It is
best to use these buttons when entering data on consecutive screens since data
is automatically saved when you click on either of them.

The NASS system has been organized to enter data moving across the tabs in order
from left to right. However, the system allows you to enter data out of order to some degree.
That is, you will need to answer some questions before being able to respond to others,
particularly in the Treatment screen, so that relevant collapsed sections can open. NOTE: If
you enter data out of order there is a possibility that you will trigger more edit checks (see
Section 1.15 for detailed description of edits), which could slow you down.

At the bottom of most data entry screens there will be the following three choices:

[ Clicking on the Next Screen button will save your data, and take
you to the next screen (moving across the tabs from left to right). The data you
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have just entered will automatically be saved when you select Next Screen, and
there is no need to select the Save Data button also (unless you want to stay on that
screen). For example, if you have just entered the patient’s Treatment information,
the Next Screen button will take you to the Medications and Complications tab.

] Clicking on the Previous Screen button will save your data and take
you to the previous screen (going across from right to left). The data you have
just entered will automatically be saved when you select Previous Screen and there
is no need to select the Save Data button. For example, if you have just entered
Outcome data, the Previous Screen button will take you back to the Transfer screen.
Note that the previous screen might not be the screen that you were previously
working on if you have been using the tabs out of sequence.

- Click on the Save Data button to save and review data on the
screen. Selecting Save Data will save the data that you have just entered and return
you to the top of the screen where a message will be displayed confirming your data
have been saved. To move to another screen, you will need to use the tabs at the
top or the menu on the left.

You may also exit any screen by clicking on any of the tabs at the top or the menu on
the left-hand side, which will take you to that data entry screen. If you have not saved the data
on the current page, the system will warn you that navigating away from the page will
result in a loss of any additions or updates made on that page (see below). To save the
data entered you should select Cancel and then the Save Data button. Once you have
clicked on the Save Data button you will not see the message again.

NOTE: When you see the message box below, you should only select the OK
button if you do _NOT want to save the data on the screen that you are leaving.

Microsoft Internet Explorer @

"_\ Are you sure you wank ko navigate away fram this page?
Your current changes will nok be saved,

Press OF to continue, or Cancel ko stay on the current page,

(] 4 ] ’ Cancel

1.14.1 Using the Back and Forward Buttons

When entering data, you should not use the back and forward Web browser arrows at the
top left-hand corner of the screen. When you use these arrows the data that you entered on the
screen may be lost. Instead, utilize the three maneuvering approaches listed above. NOTE:
You will need to use the back and forward Web browser arrows if you have opened a PDF
file or other document from the left-hand side menu. These types of documents include
the User’'s Manuals, FAQs, Reports and Memos. When you are linking to one of these
documents, (and therefore are not entering data) you will need to use these Web browser
arrows.
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Refer to the following figure that illustrates the Web browser back and forward arrows.

Al NASS Patient Demographics DONOTUSE
TO MOVE FROM
File Edit ‘“iew Favortes Too SCREEN |
G SS
DATA ENTRY.
QEiacT-fT* q;i* |1t I ]

115 A Word About Edit Messages

When you exit a screen using the Next Screen, Previous Screen or Tabs, the system
will take you to the appropriate screen, assuming that there are no inconsistencies in the data. If
inconsistencies are found, you will receive an edit message.

There are two types of edit messages:

m  “Unlikely” edit messages and

m  “Inconsistent” edit messages

You will receive an “unlikely” edit message when the information you have entered is

out of the usual range of expected answers, but is still possible. The main purpose of this edit
message is to confirm that the information entered is accurate and to reduce data entry errors.

I T N e e
unknown
1 12 = |:|| o7 r] D

Live birth b ale w I

MOTE: Enter either pounds and ounces, or grams

In the example above, an “unlikely” edit message would be displayed because it is very
uncommon that a newborn would weigh 12 Ibs. See the figure on the next page for an example
of the edit message that would appear on the screen in this situation.
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Unlikely data tetected. Review description(s) below, and correct if necessary

Edit ID Description
The total weight specified in poundzs andior ounces should not be less than 2 pounds or greater than 11 pounds.
E0257
[E02:aT)
Edit ID
number o
Description of

unlikely data

If the response of 12 Ibs, 0 oz. was entered correctly, you can click on at
the bottom of the screen to indicate that this is the data that you intended to enter.

If the response was entered incorrectly, fix the response and click on at

the bottom of the screen.

With an “inconsistent” edit message, there is inconsistent data that need reconciling
before you can move away from the screen. The only way to correct an “inconsistent” edit
message is to change a response(s). The inconsistent edit screen will provide an explanation
for the inconsistency in the data. In the example below, the inconsistent edit message has
popped up because the date that the cycle was canceled is before the date that the cycle was
started. You may proceed to the next screen once you have fixed inconsistencies in responses.

Inconsistent data have been entered as described below, Please resolve and save data.
The date that a cycle is canceled must be later than the cycle start date. {Edit ED192)

N

An “inconsistent” edit message
indicates that erroneous data are
found. This must be reconciled before
you can continue.

Numerous “unlikely” and “inconsistent” edit checks have been programmed into the
system to help reduce errors in data entry or inconsistencies in data. In most instances, you will
be able to reconcile the reason for the error message. However, if you need assistance with
understanding an edit messages, please call the NASS Help Desk at 1-888-650-0822. You
should reference the edit number (e.g., E0192) to allow the NASS Help Desk to focus on your
problem.
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2. Help and Documents Menus

>)
>

2.1 About This Chapter
This chapter discusses help available to facilitate using NASS. Areas of help include:

m FAQs;

m Data Definitions;

m  User’s Manual;

m Contacts;

m  Worksheet;

m  What's New in NASS;
= Memos; and

m Milestones.

2.2 Using Bookmarks

Several of the menu items (e.g., FAQs, Data Definitions and User's Manual) utilize
bookmarks to help you locate information faster. The following describes how to use

bookmarks.

When you first open a document the bookmarks may not be displayed. To display
bookmarks click on the “Bookmarks” tab.

Click here to
display
bookmarks.

NASS Data Definiti

Definitions are listed in the same order that the data elements are displayed on the NASS
screens/sections.

[ Thumbnail= \f Bookmarks

SELECT REPORTING YEAR MENU
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The bookmarks are essentially a Table of Contents that are linked to sections and
chapters of the document.

1) As with the NASS left-hand side menu, to expand a bookmark menu click on a
plus (+) sign. To collapse a menu, click on the minus (-) sign.

2) To see the complete set of bookmarks you can scroll up and down (see below).

3) To widen the bookmarks screen so that you can read the full name of each
bookmark title, drag the thin line on the right-hand side of the menu to the right
with your cursor (see below).

4) To get more information on a particular bookmark, click on the bookmark.

By clicking on a specific bookmark, you are sent to the section of the document dealing
with that topic. For example, if you click on the Patient Residency Section bookmark, you will
see the screen below. As you will note, by selecting the Patient Residency Section bookmark,
you are directed to the portion of the Data Definitions document covering the items in this
section.

Scroll bar

B Bookmark =

=[] Update/Add Cycle Menu Section
E]D ey / Dmngnﬂinﬁum::hduﬂﬂumr

WlFatient Residency Section

D Partf\er Saction Primary residence In U.S.: Use the dicg-down lisl to indicale whether ihe pallent's main
resiclenze bs in the Uniled States or e lerionies (regardiese of legel resldeney slatus). Prinary

[_]D Histary| \creen residenze refers o the place where the person usuglly ves. U5 temilories thal should be
. considered include: Pusro Rice, Guam, U5 Virgin lslends, American Samea, Marthern

i D Patl \t Histnry | Section Mariang lalends, Weke leland, and Johnston Aloll. I primary residence of he patient s

unknon, select “Nol ascertained by dinic” from he drop-down menu.

SCrEEn W.S. elly of primary resldence: |f the patient's primary residence iy [he LS. enter the cily
of her primary or main residence. Il unknown, leave blank.

Patient Residency
Section located in the Data Definitions in the
Update/Add Cycle Menu Primary Residency Section
on the Demographics
Screen

2.3 FAQs

To find answers to FAQs (Frequently Asked Questions), click on the FAQs sub-menu
located under the Help menu.
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What's Hew in HASS
Select Reporting Year
Select/Add Patient
Clinic

E xporting/Importing
Reports

Documents
Uszer's Manual Click here to
System Utilities display FAQs.

Help

MASS Cluick Start
MPL Quick St
Fals
Data Definitions
Contacts

L ogoff

UnpomnoponYE®BDEEEFD O

FAQs address both operational and technical issues. Some of these answers will be in
one of the three user’'s manuals (i.e., NASS, NPL or Import), but the FAQ section is offered for
ease of locating an answer to a specific question.

Click on either a bookmark listing the topic of interest, a topic section heading, or the
question itself to link to the answer for that question. The following is an example of an FAQ and
a response.

How do | unlock or open a section that has been collapsed?

To make data entry easier for the user, sections that are not applicable have been collapsed
ibased on the treatment intent recorded in the Treatment Detail screen). Clicking on the two
down arrows on the collapsed section heading will open up the section so that you can see
the variables, but the user is still locked from data entry. If you feel that you need to enter
data into these sections, review the dala recorded in the Treatment Detail screen. If the
actual treatment is different than the intended treatment recorded, update this screen to
reflect the current treatment plan. The appropriate sections should then be opened for data
entry.

2.4 Data Definitions

Data definitions describe in detail each data point or field in NASS. If you want to learn
more about what is meant by a question, or what is covered by a question, click on a specific
data definition.

To access “Data Definitions”, click on the Data Definitions sub-menu located under the
Help menu.
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What's Hew in HASS
Select Reporting Year
Select/Add Patient
Clinic

E xporting/Importing
Reports

Documents

Click here to
display Data
Definitions.

Uszer's Manual
System Utilities
Help

MASS Cluick Start
MPL Quick Start
Fals

Data Definitions
Contacts

Logoff

Data definitions are divided into two groups, Patient/Cycle Data Items and Clinic Data
Iltems. You may look up data definitions either alphabetically or by screen/section order. For a
specific definition, click on one of the links that best meets your needs. For example, if you
wanted to look up a data definition for “moderate ovarian hyperstimulation” you would either
click on the Alphabetical NASS Data Definitions for Patient/Cycle Data ltems and go to the
definitions beginning with “M”, or you could click on Listing of NASS Data Definitions for
Patient/Cycle Data Items for Screen/Section and go to the Complications Section within the

Medications/Complications screen.

Help == Data Definitions

Alphabetical Listings

Alphabetical HASS Data Definitions for Patient'Cycle Data ltems

Alphabetical NASS Data Definitions for Clinic Data Items

Listings by ScreenfSection

Listing of HASS Data Definitions for Patient'Cycle Data by Screen/Section

Listing of NASS Data Definitions for Clinic Data by Screen/Section

Data Definition Documents For Patient{Cycle and Clinic Reporting Year Data ltems

Click on & link below to access the data definition document you wish to view or print. v'ou may ook up
data definitions either alphabetically as the data item appears on the screen, or by screenfsection order.

Diata definitions are also splitinto two types of documents that either explain clinic reporing wear
wariables (e.g. “Current Clinic Mame™, laboratary accreditation) ar define patient/cycle data items
(“Granidity, “GnRH Frotocal™, reason for canceling cycle),
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The data elements are listed as they appear on the NASS screen and are sorted
alphabetically. The data definitions are also located in the NASS User’'s Manual in Chapter 4
and 6, but we also offer them separately under the Help menu for your convenience.

2.5 User’s Manual

To access an online version of this user's manual (i.e., NASS User’s Manual), click on
the User’s Manual sub-menu located under the Help menu. This manual is a step-by-step
description of how to work in NASS.

What's Hew in HASS
Select Reporting Year
Select/Add Patient

Clinic ) ) Click here to display
Exporting/Importing the link to the NASS
Reports User's Manual.
Documents

Uszer's Manual
Syztem Utilities
Help

Logoff

00 & FH FHFEOMKBGBOMGD

2.6 Contacts

To find contact information, click on the Contacts sub-menu under the Help menu.

What's New in HASS
Select Heporting Year
Select/Add Patient
Chmic
Exporting/Importing
Reports
Documents

Uzer's Manual
Syztem Utilities
Help

MASS Cluick Start

MPL Cluick Start

Click here to
display Contact
Information.

Contacts
Logoff

UnponomME®EOEERFD O
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NASS Help Desk Contact Information
Please contact the NASS Help Desk if you cannot find answers or clarifications to your
questions in the FAQs, Data Definitions, Milestones, Memos, or User's Manual links in
this NASS website.

YYou may contact the NASS Help Desk at:

Toll free number: 1-888-650-0822
E-mail address: NASS@Westat.com

The NASS Help Desk is staffed from the hours of:

8:30 am- 10:00 pm Eastern Time, Monday through Friday
2:00 pm- 8:00 pm Eastern Time, Saturday and Sunday

The NASS Help Desk is closed on the following major holidays: Memoarial Day, Fourth of
July, Labor Day, Thanksgiving, Christmas and New Year's Day. NASS Help Desk staff
will be able to respond to your messages on the following business day after a major
holiday.

The NASS Help Desk Contact Information screen gives you the toll-free number for the
NASS Help Desk at 1-888-650-0822 as well as an e-mail address. In addition, the hours of
operation for the NASS Help Desk are listed. The NASS Help Desk is available to help you with
any questions that you may have. In many cases the NASS Help Desk will be able to help you
on the spot. If they do not know an answer, they will direct the question to someone who can
provide an answer.

2.7 Worksheet

When you open up Documents from the list on the left-hand side of the screen you will
find sub-menus for the following three items: Worksheet; Memos; and Milestones.

What's New in HASS
Select Heporting Year
Select/Add Patient
Chmic

Click on Documents to display the

. . sub-menu.
Exporting/Importing

Reports
Document
Worksheet
Memoz

Milestones
Uszer's Manual
Syztem Utilities
Help

Logoff

DHHEpmmUOEEHEHDOD

A worksheet has been developed for clinic staff to use if they wish to record the data
required for entry into NASS onto a hard-copy document first. Prior to entering data into NASS,

NASS User’s Manual 2-6 V.1 June 2005



clinic staff have the option of recording patient information onto this worksheet from the patient’s
medical records. The worksheet has been designed to mirror the NASS screens. Using the
worksheet to abstract information from medical records could facilitate data entry into NASS and

reduce the risk of error. Please note that the use of this worksheet is optional.

To access the worksheet, click on the sub-menu item Worksheet and a PDF file of the

worksheet will display. Print this file to get a hardcopy of the worksheet.

2.8 Memos

Formal communications from CDC and/or Westat will be posted under Memos. In some
instances the memos will be a copy of a communication that was already mailed to clinics.
Federal Register Notices and other official reference documents will also be posted here.

What's Mew in HASS
Select Reporting Year

Select/Add Patient
Clinic communications.
E xporting/lmporting
Heports

Documents

Click on Memos to display

YWorksheet
Memoz
Milestones
Uzer's Manual
System Utilities
Help

DHEHEpmmpD0EEEDOD

L ogoff

The memos will be sorted with the most recent documents listed first to aid you in

determining if there are any new postings.

2.9 Milestones

Milestones is a listing of schedules for meeting reporting deadlines. To access a listing

of Milestones, click on Milestones in the sub-menu.

NASS User’s Manual 2-7

V.1 June 2005



What's Mew in HASS
Select Reporting Year
Select/Add Patient
Clinic

E xporting/l mporting
Heports
Documents
Wiorkzheet
Memos
Milestones
Uzer's Manual
System Utilities
Help

L ogoff

DHEHE MO HE DD

Click on
Milestones.

For each reporting year, several different schedules will be posted. Click on the
schedule of interest to you and you will see a schedule of key events for the item you selected.

210 What’s New in NASS

From time to time new information will be posted in the What’s New in NASS menu.
Iltems posted under this menu offer the ability to communicate with all of the centers about
updates in the system, deadline reminders, as well as other information that will be helpful to the
user of NASS. Periodically you will want to click on What’s New in NASS to obtain up-to-date
information. We will also post a notice for a period of time on the login screen to alert users to
check in the What’s New in NASS menu item for updates.

To access What’s New in NASS click on the menu item on the left side of the screen.

What's New in HAS
Select Reporting Year
Select/Add Patient
Clinic
Exporting/Importing
Heports
Documents

Uszer's Manual
System Utilities
Help

Logoff

I 3 3 3 O = 3 N

Click on What’s New in NASS
to display updated information.
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3. Selecting a Reporting Year

>)
>

3.1 About This Chapter

This chapter explains how to select the reporting year for which you wish to enter data.
No data entry activity can take place in NASS until you enter a reporting year.

The reporting year refers to the year in which a patient’s cycle begins regardless of the
year the cycle ends. For example, even though a cycle may begin in December of 2005 and
continue into 2006, the cycle should be reported under the 2005 Reporting Year.

The same patient may have cycles in more than one reporting year. The first cycle may
begin in 2005 and continue into 2006. As noted above, the reporting year for this cycle would be
2005. A second cycle for the same patient may begin in 2006. The reporting year for the second
cycle would then be 2006, regardless of when the cycle ended.

3.2 Selecting the Reporting Year at Log In

Upon logging in, the Reporting Year screen will be displayed (see below).

National ART Surveillance System (NASS)

Clinic 1D: 1007 User: Tom Bosworth

What's Mew in NASS Select Reporting rear
Select Reporting Year
Documents

User's Manual Select Reporting Year:

System Utilities
Help

OHHEHBRKBEOMG

Logoff

Select the reporting year from the drop-down list shown, and click on the Go button.
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Relect Reporting Year

Select Reporting Yea

|H

--5 elect--

Select the Reporting
Year from the drop-down
listand...

...click on the Go
button.

3.3 Selecting the Reporting Year During a Session

Should you want to change a reporting year during a session, you may do so by clicking
on Select Reporting Year in the menu on the left-hand side of the screen. This will take you to
the Select Reporting Year screen and allow you to select a new year.

00 F FH FHFEOMKBBKIOMG

What's Hew in HASS
Select Reporting Year
Select/Add Patient
Clinic

E xporting/Importing
Reports

Documents

Uszer's Manual
Syztem Utilities

Help

Logoff

T~

Click here to display the
Reporting Year screen.
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4. Clinic Information

>)
>

4.1 About This Chapter
This chapter explains how to:

m Enter and update information about the clinic; and

m  How to submit the annual report.

4.2 How to Enter and Update Information About the Clinic

You must enter clinic information for each reporting year. The only way to record clinic
information is first to select a reporting year (Chapter 3).

At the beginning of each reporting year, enter the clinic information requested.
Throughout the year, it is important to update the clinic information should there be any changes
in the clinic name, address, key personnel, etc. Below you will find step-by-step instructions for
entering clinic information.

4.2.1 Accessing the Clinic Screens

To access the data entry screens for Clinic information, click on Clinic in the NASS
menu on the left-hand side of the screen.

What's Hew in HASS
Select Reporting Year
Select/Add Patient

Clinic

E xporting

Heportz Click here to expand the
Documents sub-menu choices for

Uszer's Manual Clinic.

Syztem Utilities

Help
Logoff

0 FFFKOKMBFD G

This will display two options as shown on the next page.
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What'z Mew in HASS
Select Reporting Year
Select/Add Patient
Clinic

Enter Cliniz Profile
Subrmit Annual Bepart

E xporting/lmporting
Heports

Documents

User's Manual
System Utilities

Help

Logoff

ODHEHHBIOMEG G OEID

The Enter Clinic Profile screens pertain to basic information, such as the name and
address of the clinic. Tabs across the top of the screen enable you to display screens to enter:

m  Name and address of the clinic;

m Information about key staff;

m Information about the clinic’s services and profile; and
m Information about the clinic’s labs and certifications.

The Submit Annual Report menu offers a checklist of the actions you need to take
before submitting an annual report for your clinic.

4.2.2 About the Name and Address Screen

Cliniz == Enter Clinic Praofile == MamefAiddress

MamesAddress Hey Staff ServicesProfile Lab&Cerification

As you can see from the screen trail and the darkened tab, you are at the
Name&Address screen under the Enter Clinic Profile menu item.

Reporting year clinic name:

Thig iz the name as it iz going to appear &t the top of the COC clinic report:
Mame 1:
Mame 2

City: State: | —-Select-- w
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Reporting Year Clinic Record the name of the ART program as it was known during
Name 1 and Name 2: the reporting year. This name will be printed at the top of the
clinic table in the annual success rate report. Two lines have
been provided since some clinic names are long, or are
associated with a university or medical center, for example:

Name 1: The ART Program of Chicago
Name 2: lllinois University Hospital Center

\ Note: The current clinic name will be printed at the bottom of
the clinic table.

Reporting Year Clinic City: | Record the city where the clinic’s office was located during the
reporting year. If your practice has several office locations that
report cycle data collectively, choose the city under which you
would like to be classified in the annual report.

Reporting Year Clinic From the drop-down list, select the state where the clinic’s office
State: was located during the reporting year.

Current Clinic Information:

MOTE: Reorganization is & change in two of three key staff -

Status: Same as reporting year name % | the Practice, Medical, or Lab Directar - or a change in clinic
owvniership ar affilistion.

Marme at time of data submizsion will reflect changes that occurred since the reporting yvear:

Marme 1:

Marme 2

Address 1:

Address 2

City: State; | --2Elect-—- % | Fin code (99999-9999)

Phone (9997 999-9999; Fax 9997 999-9999; |

E-mil: SARTID: 1177

For the status field, use the drop-down list to indicate if the name of the clinic is the
same as the name listed above for the reporting year, if the name has changed subsequent to
the reporting year, or if the clinic has reorganized.

As noted on the screen, reorganization is a change in two of the
three following key staff - the Practice Director, Medical Director, or
Lab Director - or a change in clinic ownership or affiliation.

Then complete the remaining fields by typing in the information requested in the
corresponding fields. If your clinic has a SART ID it should automatically appear at the bottom
right-hand corner of this section.

NASS User’s Manual 4-3 V.1 June 2005




Clinic Name Status:

From the drop down list, select one of the following choices to
describe the clinic’s current name status:

Same as reporting year name: Select this if the clinic name is
the same as it was during the reporting year. By choosing this,
Name 1 and Name 2 from the Reporting Year Clinic Name
Section will be copied down into Name 1 and Name 2 in the
Clinic Name Section.

Different from reporting year name: Select this if the clinic
name has changed since the reporting year. When this is
selected, it will allow you to type the new name into Name 1 and
Name 2 in this section.

Reorganized, enter current clinic name: Select this if the
clinic has reorganized since the reporting year. A reorganization
is defined as a change in two of the three key staff (Practice
Director, Medical Director, Lab Director), or a change in
ownership or affiliation. If a clinic has reorganized since the
reporting year, its name and profile information will not be
printed at the bottom of the clinic table in the annual success
rate report. However, the clinic’'s name and address prior to
reorganizing will be listed in the Appendix. The user should still
enter the reorganized clinic’'s name, address, and contact
information in the NASS Current Clinic Information fields since
this information will be used for mailing and contact purposes.

Current Clinic Name 1 and
Name 2:

If the name has changed since the reporting year, record the
current clinic name. The name recorded in this section will be
printed at the bottom of the clinic table in the annual success
rate report. The address and contact information will be printed
as part of a complete clinic listing by state in the appendix, and
will also be used to keep in regular contact with each clinic.
Two lines have been provided since some clinic names are long
or are associated with a university or medical center. For
example:

Name 1: The ART Program of Chicago
Name 2: lllinois University Hospital Center

Current Clinic Address 1
and Address 2:

Record the clinic’s current street address, using two lines if
necessary. List the street address instead of a P.O. Box, since
Westat will be using the address entered here for overnight
courier mailings that do not deliver to P.O. Boxes.

Current Clinic City:

Record the city where the clinic’s office is currently located.

Current Clinic State:

Select the state where the clinic’s office is located from the drop-
down list.
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Current Clinic Zip Code: You can enter either five digits or nine digits using a dash after
the first five (i.e., 43420-1345).

Current Clinic Phone: Enter the clinic’s main phone number. This is the phone number
that will be listed in the appendix of the annual success rate
report

Current Clinic Fax: Enter the clinic’s fax number. This is the fax number that will be

listed in the appendix of the annual success rate report.

Current Clinic E-mail: Enter the e-mail address that you would like Westat to use for
any e-mail correspondence. This e-mail address will not be
listed in the annual success rate report.

SART ID: If the clinic has a SART ID, it will be automatically posted in this
field. If one is listed, confirm that it is correct and notify the
NASS Help Desk if it is not. This ID will be used solely for clinic
tracking purposes.

4.2.3 About the Key Staff Screen

This screen enables you to enter information about the following key clinical staff:
m  The Practice Director;
m  The Medical Director;
m The Lab Director; and

m The Data Manager

Clinic == Enter Clinic Profile == Key Staff

Mamesaddress Hey Staff Serviced&Profile Lab&Cedification

As you can see from the screen ftrail and the darkened tab, you are at the Key Staff
screen under the Enter Clinic Profile menu item.

Chooze the key =taff role to update by clicking on the azsociated key staff title underlined in the first column of boxes.

I Practice Director " " " " "
Medical Director " " " " "

I
I Lab Director " " " " "
I

Data Manaqger " " " " "

Previous Screen Mext Screen
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To enter information about the key clinical staff, click on the underlined title in the first
column of the screen shown above. For example, to record information on the Practice
Director, click on the words Practice Director to display a screen with fields to record information
on that person (see below).

Hey Staff Information:

Practice Director

First Mame:
M.

Last Mame;

Degree:
Phone (9997 999-9999;
Fax (9997 999-9999;

E-mail:

Mote: Pleaze enter staff member degree(s) using the following format: (MO, PRDO.
Lizt each degree abbreviation including periods, with multiple degrees separsted by commas.

John

Smith

h.D0.

(8007 555-5555

FPrevious Screen

Key Staff:

Westat plans to include the staff identified in this tab in their
correspondence. Choose the key staff role to update by clicking
on the associated key staff title underlined in the first column of
boxes.

V' Note: Only the Medical Director will appear on the annual
success rate report.

Staff Name:

Enter the First Name, Middle Initial (M.l.) and Last Name in the
corresponding fields.

Degree:

Enter the key staff member’s degree(s) abbreviated, including
periods, with multiple degrees separated by commas (e.g.,
“M.D., Ph.D.").

Staff Phone:

Enter the phone number where Westat can reach this staff
member.

Staff Fax:

Enter the fax number where Westat can reach this staff
member.

Staff E-mail:

Enter the e-mail address where Westat can reach this staff
member.
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NOTE: You need to click on the Save Data button after entering information on each key
staff member. Clicking on the Save Data button will keep you in the Key Staff screen. You will
notice that the data you entered regarding a particular staff member now appears in the
corresponding fields in the table at the top of the screen.

Repeat this process by clicking on each title in the first column of the table, and record
the information in the fields provided. Updates can be made at a later date by clicking on an
individual key staff’s title.

4.2.4 About the Service&Profile Screen
This screen collects data about the services that are available at your clinic.

Cliniz == Enter Clinic Prafile == ServicekPrafile

Mames&Address Hey Staff Serviced&Profile Lab&Cedification

As you can see from the screen trail and the darkened tab, you are at the
Service&Profile screen under the Enter Clinic Profile menu item.

Services and Profile:

SART membet: OYES O Ma
Do ART =ervices include gestational carriers?  (Oives (O No
Are ART services availakle far single
WOmen’? {:} Tes {:} No
Does clinic have a donor ey program? ---Select--- b
Dioes clinic have a donor embryo program? C,‘l Yes O Ma
Dioes clinic offer freezing extra embryos? Cives O No
SART member: Click on “Yes” or “No” to indicate the current SART membership

status of your clinic.

Do ART services include | Click on either “Yes” or “No” to indicate if your clinic provides

gestational carriers? services to couples considering using a gestational carrier. A
gestational carrier is a woman who carries a child for another
woman.

Are ART services available | Click on either “Yes” or “No” to indicate if your clinic provides
for single women? fertility services to single women.
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Does clinic have a donor
egg program?

Some clinics have programs for ART using donor eggs. Donor
eggs are oocytes that have been retrieved from one woman (the
donor) and then transferred to another woman who is unable to
conceive with her own oocytes (the patient). Policies regarding
sharing of donor eggs vary from clinic to clinic. Select one of
the following choices from the drop-down list:

Yes, single donor/single recipient: Select this choice if the
clinic has a donor egg program, but does not allow sharing of
eggs between multiple recipients.

Yes, single donor/single and multiple recipients: Select this
choice if the clinic has a donor egg program that allows for both
single egg donor to single patient agreements, and single egg
donor to multiple patient agreements. For example, one woman
may donate six eggs with the intent of giving two eggs to each
of three recipients.

No: Select this choice if the clinic does not have a donor egg
program.

Does clinic have a donor
embryo program?

Click “Yes” or “No” to indicate if the clinic offers patients the
option of using an embryo donated by another couple who has
undergone ART treatment and has extra embryos available.

Does clinic offer freezing
extra embryos?

Click “Yes” or “No” to indicate if the clinic offers patients the
option of cryopreserving extra embryos that may be available
from another patient’s ART cycle.

4.2.5 About the Lab&Certification Screen
In this section you will be entering embryo lab information about the lab(s) that your

clinic is currently using.

Mame&sddress

Clinic == Enter Clinic Profile == Lab&Certification

Hey Staff Service&Profile Laka&Cetification

As you can see from the screen trail and the darkened tab, you are at the
Lab&Certification screen under the Enter Clinic Profile menu item.

Add Mew Lah

Mew Lab

Embryo Lab Information:

Total number of embryo labs:

MOTE: Enter the total number of embrya labs currently used by your ART prodgram,
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First you will enter the total number of embryo labs that are currently used by your ART
program. In many cases this will be one lab.

Adding a New Lab

Lab Summary:

Mo labs have been added for this reporting year.

Prior to entering any information about a lab, your lab summary section of the screen
will look like the above. To enter information about a new lab click on the Add New Lab button
toward the top of the screen, and the Current Embryo Lab Information screen will appear (see
below).

Hew Lab

Current Embryo Lab Infformation:

Mame 1.
Mame 2
Address 1:
Address 2

City: State; | --belect-—- % | Fip Code (99999-9999);

Phione (999) 999-9999; Fax (9997 999-9999;
E-mail:

Current Emibryo Lab Certification Status (Select a status for each acerediting body below):

College of American Pathologists Reproductive Laboratory
Accreditation Program (CAPY.

Joint Commizsion on Accreditation of Healthcare Organizations
[JCAHOY:

Mewe Y ork Tizsue Bank Program (MNYSTEY:

---Select---

---Select---

---Select---

Total number of embryo
labs:

Enter the number of labs that your clinic currently uses for
embryology services.

Lab Name 1 and Name 2:

Enter the lab name, using two lines if necessary.

Lab Address 1 and
Address 2:

Enter the lab street address, using two lines if necessary.

Lab City:

Record the city where the embryology lab’s office is currently
located.
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Lab State: From the drop-down list, select the state where the embryology
lab’s office is located.

Lab Zip Code: You can enter either five digits or nine digits using a dash after
the first five (i.e., 43420-1345).

Lab Phone: Enter the lab’s main phone number

Lab Fax: Enter the lab’s fax number.

Lab E-mail: Enter the e-mail address that you would like Westat to use for
correspondence

Current Embryo Lab Select one of the following choices from the drop down-list for

Certification Status: each of the three accrediting bodies listed (i.e., CAP, JCAHO
and NYSTB):

Yes (Submit documentation of status): Select “Yes” if
the embryology lab is certified by this accrediting body at
the time of data submission. Proof of certification status
must be submitted to Westat on or before the reporting
year submission deadline.

No: Select “No” if, at the time of data submission, the
embryology lab is not certified by this accrediting body.

Pending (Submit documentation of status): Select
“Pending” if the embryology lab has submitted an
application for accreditation by this accrediting body at
the time of data submission. Proof of such application
must be submitted to Westat on or before the reporting
year submission deadline.

Updating Information on an Existing Lab

Once contact information about a lab has been entered and saved, that lab will appear
in the Lab Summary Section.

Lab Summany:
Choose the lab to update by clicking on the relevant underlined lab name.

Lab Name Lab Address Lab City Lab State |Delete Lab

X¥Z Clinie Wilson Blvd. Arlington VA,

In the example above, the XYZ clinic is an existing lab. To change contact information
for this lab, click on the lab name, XYZ Clinic, and the current contact information will be
displayed. Correct the contact information as necessary and click on the Save Data button to
store the new information.
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Deleting an Existing Lab

The only labs that should be included are those labs that the clinic is using at the time of
data submission. Therefore, if your clinic stops using a lab, you will want to delete the
information on that lab before submitting your data.

Lab Summany:
Chooze the lab to update by clicking on the relevant underlined lakb name.
Lab Name Lab Address Lab City Lab State |Delete Lab

X¥Z Clinic Wilzon Blve. Arlington WA

This can be done by clicking on the Delete button on the line of the lab that you want to
delete. You will see a screen confirming that you want to delete this lab. Click OK if you want to
proceed with the deletion or “Cancel” if you do not want to proceed. You will see a message
toward the top of the screen that reads, “Data deleted successfully”. You will also see that the
deleted lab is no longer on the list of labs in the Lab Summary Section.

Submitting Documentation of Lab Accreditation

If you selected “Yes” or “Pending” as the current embryo lab certification status, then
you must submit proof of this status to Westat on or before the reporting year submission
deadline. If you selected “Yes”, you must send a copy of your certificate of accreditation. If you
selected “Pending”, send a copy of the application for accreditation. You should send all
documentation to:

NASS Processing Center
Westat

1650 Research Blvd., TC 2074F
Rockville, MD 20850-3195

Phone number: 1-888-650-0822

4.3 How to Submit the Annual Report

Detailed instructions on how to submit an annual report will be available at least 90 days
in advance of the reporting year deadline. When these instructions are available, a notice will be
posted under the left-hand menu item What’s New in NASS.
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5. Adding New Patients/ Finding Existing Patients

>)
>

5.1 About This Chapter

This chapter explains how to:
m Add a new patient to NASS; and

m Find an existing patient.

5.2 Adding a New Patient

The only way to add a new patient is first to select the reporting year (see Chapter 3).
Once you select the reporting year, you will see the Select/Add a Patient screen, which is where
you will be able to enter a new patient into NASS. You will see the following section on the
right-hand portion of the screen:

Add New Patient

To begin the process of adding a patient, enter the
patient's date of birth.

Date of Birth (mm/ddiyyyy):

Add Clear Field

To add a new patient you must know her date of birth. If the patient’s date of birth is
unknown, no other information about the patient can be entered. Enter the date using the format
mm/dd/yyyy. The date of birth must include all 8 numbers. For example, a date of birth of April
5, 1970 would be recorded as 04/05/1970.

Unacceptable ways of entering this date include 4/5/1970 or 4/5/70.

If it is easier, you can enter the date of birth without the slashes (e.g., 04051970).

Once you have entered the date of birth click on the Add button. This creates a patient
record that can be accessed from any reporting year. Note that it is NOT necessary to add the

same patient in multiple reporting years. For example, if you add a patient who has her first
cycle in 2004, and she comes back for another cycle in 2005, you will be able to find her NASS
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patient record under either the 2004 or 2005 Reporting Years (see Section 5.3 for instructions
on how to find an existing patient).

5.2.1 Duplicate Date of Births

NASS has a safeguard to help prevent you from entering an existing patient into the
system as a new patient. If you enter a date of birth that is the same as one previously entered

for a patient, NASS will display the following screen:

Select/ddd Patient

Pozsible duplicate patient recards have heen found. Please review the patient recards listed helowe to canfirm they do not
match the patient vou are attermpting to add. If vou find the patient in the list, simply click on the patient's NASS Do begin
warking wwith their cycle data. If the patient iz not on the list, press the "Continue Adding Patiert” button to complete the process

of adding a patient.

Page 1 of 1 Records 1 - 2 of total 2
Optional Optional
NASS Patient ID | DateofBirth | T | R
Avor-10001-3 || 11451983 b || |
| 1007100025 || 11151983 || sih Il |
| Back To Selectisdd Patient | | Continue Adding Patient |

Follow the instructions written in the tan box on the above screen.

m If you accidentally were attempting to enter an existing patient as a new
patient, click on the NASS Patient ID number and you can begin working with

her cycle data.

m If this is indeed a new patient, select the Continue Adding Patient button and
proceed.

m |f you want to go back to the original patient selection screen and start over,
select the Back to Select/Add Patient button.

5.2.2 New Patient: Patient Information Screen
For a new patient, the next screen displays two sections to enter the patient’s profile.

Select/Add Patient

Patient Optional Identifiers:

Optional Idertifier 1: | Optional Idertifier 2:
[max. 3 digits or characters) [max. 4 digits or characters)

Optional Identifiers: To protect the patient’s privacy, no patient names, Social Security
Numbers, or other confidential identifiers are permitted in NASS. For tracking purposes, NASS
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automatically assigns each patient a unique NASS Patient ID. As an additional way of tracking
patients within the system, NASS allows you to enter up to two optional identifiers. The optional
identifiers allow you to use other methods for locating patients within the system. The first
optional identifier can only be three digits or characters long. You may want to use this field to
record the patient’s initials. The second optional identifier can only be four digits or characters
long, so you may want to consider using this field for the last four digits of her medical record
number or Social Security Number. As long as you are consistent, this information may make
accessing a patient’s record easier. As indicated by the title, it is not required that you assign
these IDs, but it is suggested.

Patient Profile: Next you will enter information about the patient’s race and ethnicity.

Patient Profile:

Date of Birth (mmdddhyyyy) |020281970

Ethnicity: | —-5elect- L
Race (based on patient self report):
Select all that apphy: Select reason race not reported:
] white [] Refused
[] Black ar African American [] Patiert doesnt know
] Asian [] Mot ascertained by clinic
[] Mative Hawaiian or ather Pacific lslander
[] Ametican Indian or Alaska Mative

Date of Birth: The date of birth will be pre-filled in with the date of birth you just entered.

Patient Ethnicity: Using the drop-down list, select one of the following:
NOT Hispanic or Latino;
Hispanic or Latino;
Refused:;

Patient doesn’t know; or
Not ascertained by clinic.

SO

Hispanic or Latino ethnicity should be self-reported by the patient, and
refers to anyone born in or having ancestors from Spain or one of the
western hemisphere countries or territories where Spanish is the primary
language (e.g., Mexico, Puerto Rico, Nicaragua, El Salvador, Dominican
Republic, Columbia, Peru, Chile).

Patient Race: Check the box(es) of the patient’s self-reported race here.

\ Note: One or more race categories may be selected.
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If the patient refuses or does not know her race, or if this information was
not obtained at the time of her visit, then check the appropriate box on
the right side of the screen under “Select reason race not reported”. If
you do not have a self-reported race to enter, do not enter the race as it
may have been observed by clinic personnel.

Patient Race:
(continued)

Once you have completed this section, click on the Save and Next Screen button. This
will take you to the Update/Add Cycle screen (Section 5.4).

5.3 Finding an Existing Patient

The only way to find an existing patient is to have already selected the reporting year
(Chapter 3). Once you select the reporting year, you will see a screen with the following box on
the left-hand side, which will allow you to find an existing patient.

Find Existing Patient

Ta find an existing patient, search by entering any
combination of Date of Birth, Optional ID 1 or Optional 10 2.
For alizt of ALL patiertz, leave zearch fieldz blank and
click Find button.

Date of Birth: i I

M ol Y
Optional ldentifier 1:

Optional ldentifier 2:

HASS Patient 1D:

[ Find ] [ ClearFields |

There are 3 ways to find an existing patient:
1. Narrow your search by entering one or more of the following pieces of information:
m Date of Birth;
m  Optional Identifier 1; and/or
m  Optional Identifier 2.
2. Enter the NASS Patient ID; or

3. Show all patient records by selecting “Find”. This will display a complete listing of
all patients entered.
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After entering in one or more pieces of information, select the Find button to display all
the patients that match the selection criteria. In many instances you will find just one patient is
listed as a match. Howevers, it is possible that your identifiers may match more than one patient.
If that is the case, be particularly careful that you choose the correct patient. For example, in the
case below there are two patients with the same date of birth (11/15/1968). However, the
patients have a different Optional Identifier 1 (bbb vs. sjh).

Based on the added information of the Optional Identifier 1 you can select the correct
patient. To select a patient, click on the NASS Patient ID for the desired patient. This is the
number in blue that is underlined.

There are 2 patients found.
Page 1 of 1 Records 1 - 2 of total 2
Optional Optional
NASS Patient ID | Date of Birth dentifier 1 | Identifier 2
007100018 || 11151968 b || |
| 1007100025 || 111501983 || sjh | |

If you enter an identifier and the patient is not located, you have either entered the
identifying information incorrectly or this patient has not been added to the system yet. This
could be because you accidentally mistyped the identifying information or you have inaccurate
identifying information.

Click the Back to Select/Add Patient button. This will take you back to a screen where
you can re-enter the identifier information or select “Find” to display all patients.

54 How to Add a New Cycle

Once you have selected a patient, you must now create a new cycle for that patient. To
add a new cycle, click on the Add New Cycle button.

Patient IC: 1007-10016-6 Date of Birth: 0661 37S Crational 10 1: jmc Ciptional 102 53685

Click here to add a new cycle.
Add Mew Cycle™

| cycle | Cycle StartDate | Cycle Complete | Delete Cycle

A pop-up message will display, asking you to confirm that you wish to add a cycle for
the NASS Patient ID and reporting year contained in the message.
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Microsoft Internet Explorer

'?/ You are adding a new treatment cycle for patient 1009-10020-2 in Reporking Year 2004,
e

Continue?

O l [ Cancel

If the information is correct, click on OK, and the top portion of the Demographics
screen with tabs will be displayed. (This screen will be discussed in Chapter 6).

If the information in the pop-up box is incorrect, click on Cancel, and you will be returned
to the screen.

m If the information is incorrect because you are in the wrong reporting year,
click on Select Reporting Year from the menu on the left-hand side of the
screen. This will allow you to select a different year.

m If the information is incorrect because you have the wrong patient, click on
Select/Add Patient from the menu on the left-hand side of the screen. This
will allow you to select a different patient.

You will notice that the NASS Patient ID has been assigned and that the date of birth
and optional Identifiers (if any) that you entered have been displayed in the gray box at the top
of the screen as shown in the figure below.

M o
SelectAtdd Bat afesAdd Cocle == Demographics

Patient & Cycle:
MASS Patient ID: 1007-10024-5 Date of Bitth: 12151973 Crptional 0012 =kl Ciptional 1D 2 4597
Crycle 10 1 Cwcle Start Date:

This box will continue to be displayed at the top of the screen as you enter cycle data,
so that you can verify that you are entering data under the correct patient’s record.

5.5 How to Change/Update Data for an Existing Cycle

To update information for a patient in an existing cycle, click on the cycle number you
wish to update.

Click here to update or change
information about an existing
file.

Add Mew Cyile

m _ Cycle Complete Delete Cycle
1/' Delete Cycle
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5.6 Updating the Patient Profile

Should you want to change the Patient Profile click on the Update Patient Profile sub-
menu on the left-hand side of the page.

What's Hew in HASS
Select Beporting Year
Select/Add Patient
Ipdatetidd Cucle / Click here to update the patient
Update Patient Profile profile.

Chmc

Exporting/Importing

Reports

Documents
Uszer's Manual
System Utilities
Help

Logoff

DHEHHEOBHE OO0

Updating the Patient Profile will allow you to add or change the Optional Identifiers, as
well as the patient’s Date of Birth and Race/Ethnicity information in the screen shown below.

Patienmt Optional Identifiers:

Optional ldertifier 1: prs Cptional Idertifier 2: 4579
(mazx. 3 digits or characters) (max. 4 digits or characters)

Patient Profile:

Date of Birth (mmdddhyyyyy 010219635

Ethnicity: | MOT Hizparic or Lating | %

Race (based on patient self reportj:

Select all that apphys: Select reason race not reported:
White [] Refuzed
[] Black ar African American [] Patiert dossn't know
] Asian [] Mot ascertained by clinic
[] Mative Hawaiian or other Pacific slander
[] Ametican Indisn or Alaska Mative

5.7 How to Delete a Cycle

If for some reason a cycle has been entered in error, you can delete that cycle. This
may happen if you enter a cycle for the wrong year or if you enter a cycle for the wrong patient.

On the Update/Add Cycle screen, click on the Delete Cycle button.
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Click on the Delete Cycle
button.
| Cycle | Cycle StartDate | Cycie Comlete | _belete Cycic Sl
ER

You will see a confirmation screen that verifies which reporting year and cycle you are
about to delete. Click OK if you want to proceed with deleting the cycle. If not, click Cancel.

Microsoft Internet Explorer f'5_<|

P | Are you sure you want ko delete cycle 1 for MASS Patient ID 1009-10020-2 For reporting
\-‘Q/ wvear 20047

Ok l [ Cancel

5.8 Conclusion

You are now ready to enter specific reporting year cycle data for the selected patient.
Chapter 6 will describe in detail how to enter patient information.
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6. Patient Information

>)
>

6.1 About This Chapter

This chapter explains how to enter and update patient cycle information for either a new
or an existing patient. We will go over every screen in detail.

1t Tip: If you are entering a batch of records with cycle start dates in different years, you should
sort the records by reporting year so that you can enter all records associated with a
reporting year together.

The information about a patient’s cycle is organized around seven tabs shown across
the top of the screen.

m  Demographics. This section contains questions on the patient’s residency
and the partner’s race/ethnicity.

m History. This section includes the patient’s reproductive history information.

m  Treatment. This section deals with the treatment received by the patient for
the current cycle as well as any special techniques related to the treatment.

m  Medication/Complications. This section covers ART medications received
by the patient and/or donor, complications a patient might experience, and a
place to indicate whether the cycle was canceled.

m Retrieval/Manipulation. This section includes patient and donor retrieval
information, information about semen source and method of collection, as
well as manipulation techniques.

m Transfer. This section asks a series of questions about the transfer of
embryos and oocytes.

m  Outcome. This section covers the treatment and pregnancy outcome, and
information about the birth, when applicable.

6.2 The Demographics Screen

As you can see from the screen trail and the darkened tab (refer to screen shot on next
page), you are at the Demographics screen. This screen shows the profile that has been
entered previously for the patient, which is now linked to this cycle.
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Select/ddd Patient == Update/ddd Cucle == Demographics

Patient & Cycle:
MASS Patient I0; 1007-10024-5 Drate of Birth: 1251973 Cptional 101 skl Optional ID 2 4597
Cyile D 1 Cycle Start Date:
Medications Retriesal
Demographics History Treatment Tranzfer Outcome
Complications hanipulation

6.2.1 Patient Profile

Patient Profile:

Thiz iz a read-only display of patient date of hirth, ethnicity and race. If you need to make updates to any of these fields for
this patient, please go to the menu bar on the left side of this screen and choose Update Patient Profile.

Date of Birth (rmmidcfyyyy )

Ethnicity:

Race (based on patient self report):

Select all that apphy: Select reason race not reported:
Wit Refuzed
Black or African American Patiert doesnt know
AEiEn Mat ascertained by clinic

Mative Hawaiian or other Pacific Izlander

American Indian or Alazka Mative

This is a read-only display, which means you cannot change the information on this
section of the screen. If the information is incorrect, you need to follow the instructions at the top
of this screen to implement a change.

6.2.2 Patient Residency for Cycle

Patient Residency for Cycle:

Primary residence in LS ---Select-- »

LS. city of primary residence;

1.5, state of primary residence: —~-Select- W
LS. zip code at primary residence: MOTE: Erter sither 5 digits 99999 ar 9 digits 99993-5999
Country of primary residence: ---Select-- b
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Primary residence in U.S:

Use the drop-down list to indicate whether the patient's main
residence is in the United States or its territories (regardless of
legal residency status). Primary residence refers to the place
where the person usually lives. U.S. territories that should be
considered include Puerto Rico, Guam, U.S. Virgin Islands,
American Samoa, Northern Mariana Islands, Wake Island, and
Johnston Atoll. If primary residence of the patient is unknown,
select “Not ascertained by clinic” from the drop-down menu.

U.S. city of primary
residence:

If the patient’s primary residence is in the U.S., enter the city of
her primary or main residence. If unknown, leave blank.

U.S. state of primary
residence:

If the patient’s primary residence is in the U.S., select the state
of her primary or main residence using the drop down menu of
states listed in alphabetical order. If unknown, leave the ---
Select--- box as is.

U.S. zip code at primary
residence:

If the patient’s primary residence is in the U.S., enter the US
Postal Service zip code of her primary residence. You can
enter either five digits or nine digits using a dash after the first
5 (i.e., 43420-1345). If unknown, leave blank.

Country of primary
residence:

If you entered “Yes” for Primary residence in U.S., then “United
States” will be automatically entered into the Country of
primary residence field. If you entered “No” in the Primary
residence in U.S. field, you must use the drop-down list to
select the country where the patient resides. The drop down
list of countries is arranged alphabetically. If unknown, leave
the ---Select--- box as is.

i+ Tip: Select “United Kingdom” for patients whose primary
residence is England or Great Britain.

6.2.3 Partner Race/Ethnicity

Partner Race/Ethnicity:

Select all that apphy:
White
Black ar African American

Asian

OO0 KO R

Ethricity: | —5elect-— "
Race (based on patient/partner self reporty:

Mative Hawvaiian or other Pacific Izlander

American Indian or Alaska Native

Select reason race not reported:
[] refuzed
[] Patient doesnt know
[] Mot sscertained by clinic
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Partner Ethnicity:

We are interested in the race and ethnicity of the partner even
if he did not provide sperm for this cycle. Using the drop-down
list, select one of the following:

NOT Hispanic or Latino;
Hispanic or Latino;
Refused;

Patient doesn’t know; or
Not ascertained by clinic.

SO

Hispanic or Latino ethnicity should be self-reported by the
partner, and refers to anyone born in or having ancestors from
Spain or one of the western hemisphere countries or territories
where Spanish is the primary language (e.g., Mexico, Puerto
Rico, Nicaragua, El Salvador, Dominican Republic, Columbia,
Peru, Chile).

LiTip: If the patient does not have a partner, then select
“Patient doesn’t know”.

Partner Race:

Check the box(es) of the partner's race here, based on
patient/partner self report, even if he did not provide sperm for
this cycle.

\ Note: One or more race categories may be selected.

If the patient/partner refuses, or the patient does not know her
partner’s race, or if this information was not obtained, then
check the appropriate box on the right side of the screen under
“Select reason race not reported”. If you do not have a
reported race to enter, do not enter the race as it may have
been observed by clinic personnel.

LiTip: If the patient does not have a partner, then select
“Patient doesn’t know”.

6.3 History

Selectitdd Patient == Updatedddd Cycle == Higtary

Patient & Cycle:

MASS Patient ID; 1007-10024-5 Date of Birth: 12151973 Optional I001: =kl Optional ID 2 4597
Cyle D 1 Cyile Start Date:
hedications Retriewal
Demographics Hiztory Treatment Tranzfer Outcome
Complications Manipulation

As you can see from the screen trail and the darkened tab, you can move on to the
History screen next. This screen is divided into two sections: Patient History | and Patient

History II.
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6.3.1 Patient History |

This section contains reproductive history information for the patient. If information
regarding the patient’s reproductive history is not known, leave the fields blank.

Patient History |:

Gravidity (Total number of priar pregnancies);

Mumber of priar full term kirths (== 37 weeks)
MOTE: This includes live kbiths and stillbirths.

Mumber of prior preterm hirths (==20 & =37 weeks .
MOTE: Thiz includes live hirths and stillkbirths.

Mumber of prior sportaneous sbortions (=20 weeks):

Surgical Sterilization-patient or partner; ---select--- b

Gravidity is defined as the total number of prior pregnancies a
woman has had. This includes ectopic pregnancies, and
pregnancies that ended in therapeutic (or induced) abortion,
spontaneous abortion, stillbirth, or live birth.

Gravidity:

Number of prior full term Enter the total number of prior live and stillbirths a patient has

births (>=37 weeks): had that reached 37 completed weeks gestation. Births are
counted by birth events (e.g., triplets would be counted as one
birth).

Enter the total number of prior live and still births a patient has
had that were at least 20 but less than 37 completed weeks
gestation. Births are counted by birth events (e.g., triplets
would be counted as one birth).

Number of prior preterm
births (>=20 & <37 weeks):

Number of prior This is the total number of prior clinical pregnancies ending in
spontaneous abortions spontaneous loss of the entire pregnancy prior to completion of
(<20 weeks): 20 weeks of gestation (or 18 weeks from the date of transfer if

the pregnancy was achieved using ART). These are also
known as miscarriages.
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Surgical Sterilization —
Patient or Partner:

Select the appropriate response from the drop-down list based
on the guidelines below.

Neither patient nor partner: Neither the patient nor the
partner has undergone an operative procedure for the purpose
of termination of fertility without reversal.

Yes, patient: The patient has undergone an operative
procedure for the purpose of termination of fertility without
reversal.  Surgical sterilization includes tubal ligation or
hysterectomy, for the purpose of termination of fertility, without
reversal.

Yes, partner: The partner has undergone an operative
procedure, such as a vasectomy, for the purpose of termination
of fertility, without reversal.

Both patient and partner: Both the patient and partner have
undergone operative procedures for the purpose of termination
of fertility without reversal (described above).

Patient does not know: The patient cannot recall the reason
for undergoing a procedure resulting in termination of fertility,
and/or does not know if her partner has undergone a
procedure described above.

 Note: Sterilization of either the patient or partner occurring
as a result of surgery to treat cancer, fibroids, etc.,
should not be included here.

6.3.2 Patient History Il

The top portion of this section (shown below) contains information about previous cycles

and FSH values.

Patient History II:

Patient maximum FSH (U=

Mumber of prior fresh ART cycles:
Mumber of priar frozen ART cycles:

FSH unknown: [

Lab upper narmal FSH unknown: [

Lab upper normal FSH (IUs):
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Number of prior fresh ART
cycles:

Enter the number of fresh ART cycles started before the
initiation of this cycle. ART is defined as all treatments or
procedures that include the handling of sperm or embryos for
the purpose of establishing a pregnancy. This includes but is
not limited to IVF, transcervical embryo transfer, GIFT, ZIFT,
and TET. ART does not include assisted insemination. A
prior ART cycle is defined as any cycle in which:

¢ ART has been used;

¢  The patient has undergone ovarian stimulation or
monitoring (i.e., performance of sonogram, serum
estradiol, or LH measurements) with the intent of
undergoing ART; or

¢ In the case of donor oocytes, a patient began
medication for endometrial preparation with the intent
of undergoing ART.

\ Note: Include ALL previous fresh ART cycles, even those
started at other clinics.

Number of prior frozen
ART cycles:

Enter the number of frozen embryo transfer procedures a
patient underwent prior to the initiation of this cycle.

Y Note: Include ALL previous frozen ART cycles, even those
started at other clinics.

FSH unknown:

FSH (follicle stimulating hormone) is a gonadotropin hormone
produced and released from the pituitary that stimulates the
ovary to ripen a follicle for ovulation. Check this box if FSH
testing for this patient was never performed, or if the FSH level
is unknown.

Patient maximum FSH:

If laboratory reports are available, review them to determine
the maximum FSH level observed on Day 2, 3, or 4 of the
patient’'s menstrual cycle or Day 10 of a clomiphene challenge
test.

v Note: You must have documentation of the FSH test results.

Lab upper normal FSH
unknown:

Check this box if the laboratory upper normal FSH level is
unknown. If you indicated that FSH is unknown, the system
will automatically lock this field from data entry since it would
not be relevant.

Lab upper normal FSH
(IUs):

Enter the upper limit of the laboratory's normal range if known.

The bottom portion of the Patient History Il screen lists possible reasons for ART

treatment (shown on next page).
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Reason for ART (Select all that applyk: MOTE: Move cursar over the choices and click on wwording to show hide
definitions.

.
.

I O I I

-

Male infertility

History of endometriosis
The prezence of tizsue resembling endometrium in locations outside the uterus such as the ovaries, fallopian
tubes, and abdominal cavity.

Tubal ligation {not reversed)

Tubal disease (hydrosalpinx)
Move cursor over the choices and click
Other tubal disease (not hydrosalpingg on wording to show data definition.

i Repeat process to hide definition.
Owulatory disorders PCO

Diminished ovarian reserve
IHerine factor

Other causes of infertility
Infertilty due ta other factorz such az immunologic, chromaszomal, cancer chemotherapy, or systemic dizeaze.

Unexplained infertility

Reason for ART (Select all
that apply):

Check the box next to all reasons that apply that make the
patient (and partner) a candidate for ART. For on-screen
definitions, click on the labels to show/hide the definition.

Male infertility: This is infertility due to abnormal semen
parameters, abnormal sperm function, or surgical sterilization
(vasectomy). If surgical sterilization of partner has been
selected in the Patient History | section, the box for Male
infertility should be checked.

History of endometriosis: This is the presence of tissue
resembling endometrium in locations outside the uterus such
as the ovaries, fallopian tubes, and abdominal cavity; a history
of all stages of endometriosis (minimal to severe) whether
treated or not, may be a reason for ART.

Tubal ligation (not reversed): Sterilization of the female by
constricting, severing, or crushing the uterine tubes;
constriction may be with an encircling plastic ring or other
ligature.

Tubal disease (hydrosalpinx): An accumulation of watery
fluid in a fallopian tube that usually results from damage to the
tube.

Other tubal disease (not hydrosalpinx): Any other tubal
disease, including, but not limited to, pelvic or peritubal
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Reason for ART
(continued)

adhesive disease, prior tubal surgery, prior ectopic pregnancy,
or tubal occlusion (partial or complete without hydrosalpinx).

Ovulatory disorders/PCO (polycystic ovaries): This
includes one or more disorders causing reduced fecundity
associated with structural, anatomic, or functional impairment
of one or both ovaries; includes multiple ovarian cysts affecting
fertility, oligo-ovulation (<6 cycles per year), anovulation (of
hypothalamic or non-hypothalamic causes).

Diminished ovarian reserve: A condition of reduced fecundity
related to diminished ovarian function; includes high FSH or
high estradiol measured in the early follicular phase or during a
clomiphene challenge test; reduced ovarian volume related to
congenital, medical, surgical or other causes; or advanced
maternal age.

Uterine factor: A factor causing reduced fecundity that is
associated with structural, anatomic, or functional injury to the
uterus whether repaired or not; includes septum, myoma,
Diethylstilbestrol (DES) exposure, intrauterine adhesions, or
congenital anomalies.

Other causes of infertility: Infertility due to other factors such
as immunologic, chromosomal, cancer chemotherapy, or
systemic disease.

\ Note: If this category is selected, type in the other cause of
infertility in the space provided.

Unexplained Infertility: Infertility in which no etiology (male
infertility, endometriosis, tubal factor, ovulatory disorders/PCO,
diminished ovarian reserve, uterine factor, or other factors
(such as immunologic, chromosomal, cancer chemotherapy,
systemic disease) has been identified.

6.4 The Treatment Screen

The next screen in the process to enter cycle data is the Treatment screen. As you can
see from the screen trail and the darkened tab, you are at the Treatment screen.

Selectiddd Patient == pdate/ddd Cecle == Treatment

Patient & Cycle:

MASS Patiert IDv 1007-10024-5 Date of Birth: 124151973 Optional I001: =kl Optional ID 2 4597
Cyicle D 1 Cycle Start Date:
Medications Retriewal
Demographics History Treatment Transter Ctcorme:
Complications hanipulation
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The Treatment screen is divided into the following two portions:
m  Treatment Detail; and

m  Special Techniques.

6.4.1 Treatment Detail

Treatment Detail:

MOTE: This section must be completed for all cycles started. Al responzes must be based on fntention to treat at cycle
start.

Date current cyele started (mmiddhseyy

Embryo or oocyte hanking cycle: Oves O MNa
MOTE: Banking cycles include oycles inttisted with the intent of cryaprezerving ALL embryos or oocytes far later uze.
Oocyte Embryo Source (Select an answer for each source listed):
Yes Ho
{:} PATIENT: Irtent to use patient's oocytesfembryos, fertilized with partner or donor sperm
3 O DOHOR OOCYTE: Intert to use cocytes from donar
3 DOHOR EMBRYO: Intert to use embryos donated from another couple's ART

Oooyte Embryo State (Select an answer for each state listed):
Yes Ho
{:} {:} FRESH: Intert to tranzfer fresh oocytesiembryos retrieved during this cycle
{:} {:} FROZEN: Intent to transfer thawwed embryos from & previous cycle
Intended Transfer Method (Select all that apphy):

ZIFT: Zygotes to tubes
| IVF: Tranzcervical | GIFT: Gametes to tubes [ ar
TET: Tukal embryo transter

Gestational carrier: () Yes (O No

Enter the start date of the current cycle using NASS date
reporting conventions as indicated on the screen. The cycle
start date depends on the type of cycle as described below.

Date Current Cycle
Started:

Fresh patient oocyte unstimulated cycles: First day of
natural menses or withdrawal bleeding.

Fresh patient oocyte stimulated cycles: First day medication
is given to stimulate follicular development.

Fresh donor oocyte cycles:

0 If exogenous sex steroids were used to prepare
the endometrium, then first day the patient or
gestational carrier receives exogenous sex
steroids to prepare endometrium; or
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Date Current Cycle Started
(continued)

¢ If no drugs were given to prepare the
endometrium, then first day of natural menses
or withdrawal bleeding.

Thawed embryo cycles:

¢ If exogenous sex steroids were used to prepare
the endometrium, then first day the patient or
gestational carrier receives exogenous sex
steroids to prepare endometrium; or

¢ If no drugs were given to prepare the
endometrium, then first day of natural menses
or withdrawal bleeding.

Embryo or oocyte banking
cycle:

Click on either “Yes” or “No” to indicate if the current cycle is
intended to be an embryo or oocyte banking cycle initiated with
the intent of cryopreserving all oocytes or fertilized embryos for
later use. This does not apply to cycles initiated with the intent
to transfer embryos, but for which all embryos were
subsequently cryopreserved (regardless of the reason).

Oocyte/[Embryo Source:

Click either on “Yes” or “No” for each of the following sources:

PATIENT: Intent to transfer embryos derived from patient
oocytes fertilized with either partner or donor sperm, or in
cases of GIFT, patient oocytes transferred with either partner
or donor sperm.

DONOR OOCYTE: Intent to transfer oocytes or embryos
derived from oocytes that were retrieved from a woman
serving as an oocyte donor.

\ Note: The sperm source may be either the patient’s partner
or a sperm donor selected by the patient.

DONOR EMBRYO: Intent to transfer donated embryos,
defined as embryos derived from oocytes previously fertilized
for another couple’s ART that were subsequently donated.

Oocyte/Embryo State:

Click either on “Yes” or “No” for each of the following states:

FRESH: Intent to transfer oocytes, or embryos derived from
oocytes, retrieved during the current cycle (from either the
patient or a donor).

FROZEN: Intent to transfer embryos that were cryopreserved
during a previous cycle, and will be thawed for transfer during
the current cycle. This applies to both donor and non-donor
embryos.
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Intended Transfer Method:
(Select all that apply)

Check the box next to each intended transfer method for the
current cycle.

IVF: In vitro fertilization is a method of assisted reproduction
that involves removing oocytes from a woman’s ovaries,
combining them with sperm in the laboratory, and after
fertilization and culture, placing the resulting embryo(s) into the
woman’s uterus.

GIFT: Gamete intrafallopian transfer involves removing oocytes
from a woman’s ovary, combining them with sperm, and
immediately transferring the oocytes and sperm into the
fallopian tube. Fertilization takes place inside the fallopian
tube.

ZIFT or TET: Zygote intrafallopian transfer is a procedure in
which the oocytes are collected and fertilized, and the resulting
zygotes are then transferred to the fallopian tube. Tubal
embryo transfer (TET) is the transfer of early stage embryos to
the fallopian tube.

Gestational Carrier:

Indicate “Yes” or “No” whether the intent is to use a gestational
carrier for the current cycle. A gestational carrier is a woman
who gestates an embryo that did not develop from her oocyte,
with the expectation of returning the infant to its intended
parents.

\ Note: A gestational carrier is sometimes referred to as a
gestational surrogate.

6.4.2 Special Techniques

For this section of the Treatment screen, you will check all of the special techniques that
apply. If none of them apply to this cycle, leave all responses blank and skip to the next screen.

Special Techniques Applicable To Current Cycle:

Select all that apply:

Cytoplasmic transter

currert cycle

Device study
Protocal study

Pharmacological study

1 111 171

Cther research

[ Round spermatid nucleic injection (ROSM)

IMMATIURE oocyte retrieval & fertilization OR thawing IMMATURE fetilized oocytes, with intert to transfer in
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Special Techniques
Applicable in the Current
Cycle:

Round spermatid nucleic injection (ROSNI): A method of
assisted fertilization in which precursors of mature
spermatozoa are injected into oocytes.

Cytoplasmic transfer: Cytoplasmic transfer involves the
injection of a small amount of cytoplasm (the viscous
semifluid inside an oocyte), taken from a donor oocyte,
directly into the patient’s oocytes. The transferred cytoplasm
is thought to contain components missing or abnormally
functioning in the recipient oocytes.

IMMATURE oocyte retrieval & fertilization OR thawing
IMMATURE fertilized oocytes, with intent to transfer in
current cycle: Immature oocyte retrieval with the intent to
fertilize and transfer during the current treatment cycle OR
thawing previously fertilized immature oocytes for transfer
during the current treatment cycle.

\ Note: Do NOT check the box for immature oocyte research
if the intent was to cryopreserve all retrieved oocytes
for use in a later cycle. Select “Yes” to embryo or
oocyte banking.

Device study: An investigational device is a medical device
that is the subject of a clinical study designed to evaluate the
effectiveness and/or safety of the device.

Protocol study: A study involving the evaluation of a new
procedure.

Pharmacological study: A study involving the evaluation of
a new drug or a new application of an existing drug.

Other research: Check this box if the cycle is being
performed under an approved research protocol that does not
fit into any of the above categories.

6.5 The Medications/Complications Screen

The next sections are in the Medications/Complications screen.

Select/tdd Patient == Updatestdd Cycle == Medications / Complications

Patient & Cycle:

Date of Birth: 120151 973

MASS Patient IC: 1007-10024-5
Cycle 1D 1

Cycle Star Date:

Cpdional I01: =kl

Optional 102 4397

Demogtaphics History:

Treatment

Medications

Complications

Retriesal
Manipulation

Tranzfer

Outcome
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As you can see from the screen trail and the darkened tab in the screen shot on the
previous page, you are at the Medications/Complications screen. The Medications/
Complications screen is divided into four sections:

m Patient Medication;

m  Donor Medication;

m  Complications; and

m Canceled Cycle Data

6.5.1 Patient Medication

The Patient Medication Section should only be answered if the patient was designated
as the oocyte/embryo source, and a fresh oocyte/embryo state was selected in the treatment
screen. Otherwise the section will be collapsed, and you should move on to the next section.

Patient Medication: ®

[ GnRH Agonist Suppression
| GnRH Agonist Flare

| GnRH Antagonist Suppression

Patient medicated to stimulste folicular development: Oives O Mo

Medications containing .O. Yex D Mo Clomiphene dosage
clomiphene: [Tatal mggs:
Medications containing Oive: O Mo F5H medication dosage
FSH: [ Total IU=:

GNRH Protocol (Select only one, if applicalile )

Patient medicated to
stimulate follicular
development:

Click on either “Yes” or “No” to indicate if the patient received
medication to stimulate follicular development.

Medications containing
clomiphene:

Click on either “Yes” or “No” to report clomiphene
administration in this cycle. Clomiphene citrate is an ovulation
induction medication with trade names such as Clomid®,
Serophene®, and Milophene®.

Clomiphene dosage:

Report the total clomiphene dosage in mgs the patient received
in this cycle.

i+ Tip: You can enter the clomiphene dosage with up to two
decimal places to the right of the decimal point, instead
of rounding up.
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Medications containing
FSH:

Click on “Yes” or “No” to report FSH administration in this
cycle. FSH is available in several types of preparations, some
of which also include luteinizing hormone (LH). Trade names
include Gonal-f®, Metrodin®, Fertinex™, Bravelle™,
Repronex®, Pergonal®, Humegon®, and Follistim™.

FSH medication dosage:

Report the total FSH dosage in IUs the patient received in this
cycle.

\' Note: If the FSH preparation included luteinizing hormone,
report only the FSH dosage.

1t Tip: You can enter the FSH dosage with up to two decimal
places to the right of the decimal point, instead of
rounding up.

GnRH Protocol

This should be answered if the patient was administered a
GnRH analog to control follicular development. Check the box
next to the one protocol that applies as described below.

GnRH Agonist Suppression: Select this box if a GnRH
agonist was used.

GnRH Agonist Flare: Select this box if a GnRH agonist was
used.

GnRH Antagonist Suppression: Check this box if a GnRH
antagonist was used.

6.5.2 Donor Medication

The Donor Medication Section will only be answered if a donor was designated as the
oocyte/embryo source, and a fresh oocyte/embryo state was selected in the Treatment screen.
Otherwise the section will be collapsed, and you should move on to the next section.

Donor Medication: @

Donor medications containing
clomiphene:

Dionor medications containing
FSH:

| GnRH Agonist Flare

Daonor medicated to stimulate folicular desvelapmert: 'C} Ve {:} Mo

Donor clomiphene dosage (Total
Oves OMNa ngs):

Donor FEH medication dosage
Otes ONo {Total IUs):

Donor GnRH Protocol {Select only one, if applicable):

[ GnRH Agonist Suppression

| GnRH Antagonist Suppression
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Donor medicated to
stimulate follicular
development:

Click on either “Yes” or “No” to indicate if the donor received
medication to stimulate follicular development.

Donor medications

containing clomiphene:

Click on “Yes” or “No” to indicate if the donor was administered
clomiphene to stimulate follicular development during this
treatment cycle. Clomiphene citrate is an ovulation induction
medication with trade names such as Clomid®, Serophene®,
and Milophene®.

Donor clomiphene
dosage:

Report the total clomiphene dosage in mgs the donor received
in this cycle.

2t Tip: You can enter the clomiphene dosage with up to two
decimal places to the right of the decimal point, instead
of rounding.

Donor medications
containing FSH:

Click on “Yes” or “No” to report FSH administration in this
cycle. FSH is available in several types of preparations, some
of which also include luteinizing hormone (LH). Trade names
include Gonal-f®, Metrodin®, Fertinex™, Bravelle™,
Repronex®, Pergonal®, Humegon®, and Follistim™,

Donor FSH medication
Dosage:

Report the total FSH dosage in |Us the donor received in this
cycle.

\' Note: If the FSH preparation included luteinizing hormone,
report only the FSH dosage.

11 Tip: You can enter the FSH dosage with up to two decimal
places to the right of the decimal point, instead of
rounding up.

Donor GnRH Protocol:

This should be answered if the donor was administered a
GnRH analog to control follicular development. Check the box
next to the one protocol that applies as described below.

GnRH Agonist Suppression: Select this box if a GnRH
agonist was used.

GnRH Agonist Flare: Select this box if a GnRH agonist was
used.

GnRH Antagonist Suppression: Select this box if a GhnRH
antagonist was used.

6.5.3 Complications

The Complications Section of the screen contains a list of complications a patient may
experience during the cycle. Check all that apply. If there are no complications, check “None”.

\ Note: Report only patient complications here, not complications that a donor or gestational
carrier might have experienced.
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Complications:

Complications related to ART (Select all that apply):

[~ Infection [T Anesthetic complication
[~ Hemorrhage [T Psychological stress
[T Moderste ovarian hyperstimulation [T Death of patient

[T Severe ovarian hyper stimulation [T Cther

[~ Medication side effect [~ Mone

Hospitalization relsted to & complication; | —-Select-

Complications related to
ART:

Infection: Check this box if the patient had a temperature >
38°C (100.4°F) due to pelvic infection.

Hemorrhage: Check this box if the patient experienced
bleeding that was sufficiently severe to require a blood
transfusion.

Moderate ovarian hyperstimulation: Check this box if the
patient had abdominal distension and discomfort as well as
nausea, vomiting, and/or diarrhea; ovaries enlarged 5-12 cm;
and ultrasonic evidence of ascites (i.e., fluid in the abdominal
cavity).

Severe ovarian hyperstimulation: Check this box if the
patient exhibited features of moderate hyperstimulation plus
clinical evidence of ascites (i.e., fluid in the abdominal cavity),
and/or hydrothorax (i.e., fluid in the chest) and/or breathing
difficulties; change in blood volume, increased blood viscosity
due to hemoconcentration, coagulation abnormalities, and
diminished kidney perfusion and function.

Medication side effect: Check this box if the medication
produced side effect(s) severe enough to necessitate the start
of a different ART procedure than the one originally planned, or
discontinuation of the originally planned ART procedure.

Anesthetic complication: Check this box if the patient
experienced complications from the anesthetic used during an
ART procedure. Common complications include nausea, sore
throat, dizziness, headache, and/or bruising or soreness
around the injection site (if applicable).

Psychological stress: Check this box if the patient was
treated by a mental health professional because of
psychological stress.
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Complications related to
ART (continued)

Death of patient: Check here if the patient’s death occurred
under circumstances that could be related to ART.

Other: Check this if the patient had a complication not fitting
into the categories above.

None: Check this box if no complications occurred.

Hospitalization related to a
complication:

Skip this entry if the patient did not experience any
complications. Otherwise, select the appropriate answer from
the drop-down list to indicate whether or not the
complication(s) resulted in a hospitalization.

6.5.4 Canceled Cycle Data

The last portion in the Medications/Complications screen pertains to Canceled Cycle
Data. Here you will indicate whether a cycle was canceled before oocyte retrieval.

Canceled Cycle Data:

Cycle canceled before oocyte retriesal: 'O' ez {:} Mo Date cycle canceled (mmiddisyyy T

Select reazon cycle was canceled:

—~-Select--- W

Cycle canceled before
oocyte retrieval:

Click on either “Yes” or “No”. A canceled cycle is one in which
ovarian stimulation or monitoring has been carried out with the
intent of undergoing ART, but which did not proceed to oocyte
retrieval, or in the case of frozen embryo cycles, to the transfer
of embryos.

Date cycle canceled:

Enter the month, day, and year the cycle was canceled using
NASS date reporting conventions as indicated on the screen.

Select reason cycle was
canceled:

Select the one main reason for canceling the cycle from the
following choices in the drop-down list.

\ Note: You may include reasons for canceling a cycle that
involve the patient, donor, or a gestational carrier here.

Low ovarian response: Check with your ART program to
determine its guidelines for classifying a low ovarian response
to follicular stimulation

High ovarian response: Check with your ART program to
determine its guidelines for classifying a high ovarian response
to follicular stimulation
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Select reason cycle was
canceled (continued)

Failure to survive thaw: Select this reason if embryos
cryopreserved in a previous cycle did not survive the thawing
process for transfer during this cycle

Inadequate endometrial response: This reason should be
selected if the endometrium is not adequately prepared for
transfer of embryos.

Concurrent illness: This reason should be selected if the
patient, donor, or gestational carrier manifests an illness that
prevents her from continuing the cycle.

Withdrawal only for personal reasons: This reason should
be selected if the patient, donor, or gestational carrier
withdraws from treatment due to personal reasons related only
to psychological, financial, or family matters.

Unable to obtain sperm specimen: This reason should be
selected if the cycle was cancelled because the sperm
specimen was not obtained.

You will see the message below when you cancel a cycle. You do not need to answer
any further questions in the Retrieval/Manipulation, Transfer or Outcome screens.

Microsoft Internet Explorer

-

2 You have canceled this cycle, IF all data entry For this oycle has been co
("‘ click QK ko sek the cvcle data entry to complete, Gtherwise cli

Click OK if you have
completed the Demographics,
History, Treatment, and
Medications/Complications
screens.

Cancel

Canceled Cycle Data:

Cycle canceled before cocyte retrieval: () ves (O Mo Diaste cycle canceled (mmiddissyy) | 120572004

By clicking on OK, Cycle Complete has been checked (as shown below).

Add Mew Cycle

| Cycle | Cycle StartDate | Cycle Complete

Cycle Complete has been
automatically checked.

12102004

[
Delete Cycle

12152004 v
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6.6 The Retrieval/Manipulation Screen

The next screen collects data on retrieval and manipulation. As you can see from the
screen trail and the darkened tab, you are at the Retrieval/Manipulation screen.

Selectdddd Patient == pdate/8dd Cycle == Retrieval & b anipulation

Patient & Cycle:

MASS Patient D 1007-10024-5 Date of Birth: 121321973 Cptional I01; =kl Optional 102 4597
Cyizle D 1 Cycle Start Date:
Medications Retriesal
Demographics Hiztory Treatment Tranzfer Outcome
Complications hanipulation

The Retrieval/Manipulation screen is divided into the four following sections:
m Patient Retrieval Data;
m  Donor Retrieval Data;
m  Semen Information; and
m  Manipulation Techniques.

6.6.1 Patient Retrieval Data

The Patient Retrieval Data Section will only appear if the patient is the oocyte/embryo
source, and if the oocyte/embryo state is fresh (as indicated in the Treatment screen).
Otherwise this section will be collapsed, and you should move directly to the next section.

Patient Retrieval Data:

Date patient oocyte retriesval performed (mmidd iy |

Mumker of patient ooctyes retrieved:

Record the date that oocytes were retrieved from the patient,
or when retrieval was attempted, whether successful or not,
using NASS date reporting conventions as indicated on the
screen. Oocyte retrieval is defined as a procedure to collect
the eggs contained within the ovarian follicles.

Date patient oocyte
retrieval performed:

Record the number of oocytes retrieved from the patient. If

Number of patient oocytes retrieval was attempted but not successful, record “0”.

retrieved:

6.6.2 Donor Retrieval Data

The Donor Retrieval Data Section will only appear if the donor is the oocyte/embryo
source and the oocyte/embryo state is fresh (as indicated in the Treatment screen). Otherwise
this section will be collapsed and you should move directly to the next section.
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Donor Retrieval Data:

Date donor oocyte retrieval performed (mmiddd by

Mumber of donar oocytes retrieved:

Were donor oocytes shared with muttiple patients? Cives O No

Date donor oocyte
retrieval performed:

Record the date that oocytes were retrieved from the donor, or
when retrieval was attempted, whether successful or not, using
NASS date reporting conventions as indicated on the screen.
Oocyte retrieval is defined as a procedure to collect the eggs
contained within the ovarian follicles.

Number of donor oocytes
retrieved:

Record the number of oocytes retrieved from the donor. If
retrieval was attempted but not successful, record “0”.

\ Note: When oocytes are distributed to more than one patient,
record the total number of donor oocytes collected,
no matter how many of these oocytes were used for
the patient whose cycle is being reported.

Were donor oocytes
shared with multiple
partners?

Click on either “Yes” or “No” to indicate if oocytes collected
from the donor for use in this cycle were also shared with other
patients.

6.6.3 Semen Information

Semen Information:

Source of semen used for fedilization:

Chiooze the method for abtaining zemen:

—--Select--- w

—--Select--- w

Source of semen used for
fertilization:

Use the drop-down list to select the source of semen used for
fertilization during this patient’s ART cycle.

Partner: Semen used to fertilize the oocytes is that of the
patient’s partner.

Donor: Semen used to fertilize the oocytes is that of a donor
(whether known or anonymous).

Mixed (donor and partner): Semen from both the patient’s
partner and a donor are used to fertilize the oocytes.

Unknown because embryos thawed from previous cycle:
This response should only be selected for frozen cycles where
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Source of semen used for
fertilization (continued)

the record does not provide the semen source. If the semen
source is known in a frozen cycle, it should be recorded in the
appropriate category above.

Choose the method for
obtaining semen:

Use the drop-down list to choose the method for obtaining
semen.

Ejaculation: Sperm is collected from a semen sample
obtained by ejaculation. Ejaculation is the release of semen
from the penis during orgasm.

Epididymal aspiration: This is a technique in which sperm is
aspirated and sampled percutaneously from the epididymis.

Testicular biopsy: Sperm are obtained from a biopsy of
seminiferous tubules.

Electroejaculation: This procedure is used in men who have
a neurologic ejaculatory disorder, such as spinal cord injury or
psychogenic anejaculation, without mechanical obstruction of
the excurrent ductal system. This procedure involves the use
of electricity to directly stimulate the ejaculatory organs.

Retrograde ejaculation: Ejaculation in which semen travels
up the urethra towards the bladder instead of to the outside of
the body. Sperm can be collected directly from the bladder or
from voided urine.

Unknown because embryos thawed from previous cycle:
This response should only be selected for frozen cycles where
the record does not show how the semen was collected. If the
method of semen collection is known in a frozen cycle, it
should be recorded in the appropriate category above.
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6.6.4 Manipulation Techniques

Manipulation Techniques: @

O ¥es
O Mo

O ves
O Na

O Yes
O No

[ Cther PGD
[ Unknowen

Intracytoplasmic sperm injection {IC51) performed on cocytes:

() Unknown because embryos thawed from previous cycle

Assisted hatching performed on embryos:

Pre-implantation genetic diagnoesis (PGD) performed on embryoes:

) Unknown because embryos thawed from previous cycle
PGD Reason (Select all that apply):

[ PGD for prevertion of genetic disorders

[ PGD screening of embryos for aneuploidy

Intracytoplasmic sperm
injection (ICSI) performed
on oocytes:

ICSI is the placement of a single sperm into the cytoplasm of
an oocyte by micro-operative techniques. Use the drop-down
list to select whether ICSI was performed on oocytes for this
cycle.

Yes: ICSI was performed on some or all of the oocytes in this
cycle.

No: ICSI was not performed on any oocytes in this cycle.

Unknown because embryos thawed from previous cycle:
This response should only be selected for frozen cycles where
the record does not show whether ICSI| was performed on the
oocytes. If you are able to look up this information, it should be
recorded in the appropriate category above.

Assisted hatching
performed on embryos:

Assisted hatching is a micromanipulation technique that
involves making a small opening in the zona wall of the embryo
in an effort to enhance implantation. Various methods of
assisted hatching have been utilized including chemical, laser,
and mechanical methods. Use the drop-down list to select
whether assisted hatching was performed on embryos in this
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Assisted hatching
performed on embryos
(continued)

cycle.

Yes: Assisted hatching was performed on some or all embryos
transferred in this cycle.

No: Assisted hatching was not performed on any embryos
transferred in this cycle.

Pre-implantation genetic
diagnosis (PGD)
performed on embryos:

Pre-implantation genetic diagnosis is a means to genetically
analyze a single cell from a 6- to 8-cell embryo (or the polar
body from an oocyte) to determine if it is free of select genetic
mutations or chromosomal abnormalities. This is performed
prior to transfer. Use the drop-down list to select whether PGD
was performed during this cycle.

\ Note: Include PGD performed on oocytes (i.e., polar bodies)
along with any embryo PGD.

Yes: PGD was performed on some or all embryos transferred
in this cycle.

No: PGD was not performed on any embryos transferred in
this cycle.

Unknown because embryos thawed from previous cycle:
This should only be selected for frozen cycles where the record
does not show whether PGD was performed on the embryos.
If PGD was performed on thawed embryos, or if you are able to
look up this information in a past cycle record, it should be
recorded in the appropriate category above.

PGD Reason (Select all
that apply):

Select all of the reasons for which PGD was performed. If
“Unknown” was checked for “PGD performed on embryos”,
then no reason should be specified.

PGD for prevention of genetic disorders: PGD was
performed to prevent the transfer of an embryo carrying the
gene for a severe genetic disorder (e.g., cystic fibrosis, x-linked
muscular dystrophy, sickle cell anemia, Tay-Sachs, Marfan’s).

PGD screening of embryos for aneuploidy: Aneuploidy is a
condition in which there is an abnormal number of
chromosomes, whether fewer as in Turner syndrome, or more
as in Down syndrome.

Other PGD: PGD was performed for some other reason.

Unknown: The reason PGD was performed is unknown (or not
recorded). If this box is checked, none of the other reason
choices should be selected.
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6.7 The Transfer Screen

The next section is the Transfer screen. The Transfer screen asks a series of questions
about the transfer of embryos or oocytes. As you can see from the screen trail and the
darkened tab, you are at the Transfer screen.

Selectdddd Patient == Updateédd Cycle == Transfer

Patient & Cycle:

MASE Patient ID: 1007-10024-5 Date of Birth: 124 5H 973 Optional I001: =kl Optional I0 2 4597
Cycle D 1 Cyile Start Date:
Medications Retriesal
Demographics History Treatment Tranzfer outcome
Complications hanipulation

The Transfer screen is divided into the following five sections:
m  General Transfer Information;
m  Embryos Thawed;
m Uterine Transfers;
m  Cryopreservation; and
m Fallopian Tube Transfers.

6.7.1 General Transfer Information

The General Transfer Information Section will only appear if the oocyte/embryo state is
fresh and the number of oocytes retrieved is at least one or if the oocyte/embryo state is frozen.
Otherwise the section will be collapsed and you should move to the next section to mark the
cycle as complete. (Note that if Transfer screen sections are collapsed, then the Outcome
screen sections remain collapsed, with the exception of the Cycle Complete Section, which is
available.)

General Transfer Information:

Tranzfer of embryos or oocytes attempted even if no embryos transferred: {:} Yes {:} Mo

Date of transfer (mmidoisyeyy:

Transfer of embryos or Click on either “Yes” or “No” to indicate if transfer was

oocytes attempted even if attempted.
no embryos transferred:

Date of transfer: Enter the date of transfer or attempted transfer using the
NASS date reporting convention as shown on the screen.
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6.7.2 Embryos Thawed

The Embryo Thawed Section will only appear if the oocyte/embryo state is frozen.
Otherwise the section will be collapsed and you should move to the next section.

Embryos Thawed:

Mumber of embryos THAWED with intent to transfer:

Number of embrvos Record the total number of embryos that were thawed with the
THAWED with ir?t,ent to intent to transfer to the patient’s uterus or fallopian tubes.

transfer:

6.7.3 Uterine Transfers

The Uterine Transfer Section will only appear if the intended transfer method is IVF and
a transfer was attempted. Otherwise, the section will be collapsed and you should move to the
next section.

UTERINE Transfers:

Mumber of embryos transferred to uterus:

Mumber of THAWED embryos transferred to uterus:

Enter the number of fresh embryos transferred to the uterus
Number of FRESH via transcervical transfer (IVF), or “0” to indicate that none

embryos transferred to were successfully transferred. Leave this variable blank

uterus: ONLY if the transfer of fresh embryos to the uterus was not
attempted.
Number of THAWED Enter the number of thawed embryos transferred to the uterus

via transcervical transfer, or “0” to indicate that none were
successfully transferred. Leave this variable blank ONLY if
the transfer of thawed embryos to the uterus was not
attempted.

embryos transferred to
uterus:

Y Note: This number should include both thawed patient and
thawed donor embryos.

6.7.4 Cryopreservation

The Cryopreservation Section (next page) will be collapsed if the only intended transfer
method is GIFT. Otherwise it is available for data entry.
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CRYOPRESERVATION:

Mumber of embryos cryopreserved:

Mumber of THAWED embryos that were cryopreserved (re-frozen:

Number of FRESH
embryos cryopreserved:

Enter the number of fresh embryos that were cryopreserved
(frozen), or “0” to indicate none.

Number of THAWED
embryos cryopreserved
(re-frozen):

Enter the number of embryos that were re-frozen (after thawing
for this cycle), or “0” to indicate none.

6.7.5 Fallopian Tube Transfers

The Fallopian Tube Transfer Section will only appear if the intended transfer method is
GIFT, ZIFT or TET and the transfer was attempted. Otherwise the section will be collapsed and
you should move to the next section.

FALLOPIAN TUBE Transfers:

Mumber of QOCYTES:

Mumber of EMBRY 0SS

Tranzfers to Fallopian Tubes: THAWED Transfers to Fallopian Tubes:

Number of OOCYTES:
FRESH Transfers to
Fallopian Tubes:

Fresh oocytes are transferred to fallopian tubes when GIFT is
chosen as the transfer method. Enter the number of fresh
oocytes transferred, or “0” to indicate that none were
successfully transferred. Do not leave this variable blank if the
transfer of fresh oocytes to the fallopian tubes was attempted.

Number of EMBRYOS:
FRESH Transfers to
Fallopian Tubes:

Enter the number of fresh embryos transferred to the fallopian
tubes, or “0” to indicate that none were successfully
transferred. Do not leave this variable blank if the transfer of
fresh embryos to the fallopian tubes was attempted.

\ Note: Include the number of zygotes transferred to fallopian
tubes if zygote intrafallopian transfer (ZIFT) was the
method of transfer for this cycle. Record the number
of early stage embryos transferred if tubal embryo
transfer (TET) was used in this cycle.

Number of EMBRYOS:
THAWED Transfers to

Enter the number of thawed embryos transferred to the
fallopian tubes, or “0” to indicate that none were successfully
transferred.
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Fallopian Tubes:

Number of EMBRYOS:

THAWED Transfers to
Fallopian Tubes
(continued)

v Note:

Include the number of thawed zygotes transferred to
fallopian tubes if zygote intrafallopian transfer (ZIFT)
was the method of transfer for this cycle. Also include
any zygotes that were produced from thawed oocytes
and sperm. Record the number of thawed early stage
embryos transferred if tubal embryo transfer (TET)
was used in this cycle

6.8 The Outcome Screen
Selectitdd Patient == Update/ddd Cycle == Outcome

Patient & Cycle:

MASE Patient ID: 1007-10024-5
Cyicle D 1

Date of Birth: 121 515973 Crptional 1012 skl Cptional [0 2 4557

Cycle Start Date:

Demographics History

Treatment

Medications Retriesal
Tranzfer outcome

Complications hanipulation

As you can see from the screen trail and the darkened tab, you are at the Outcome
screen. The Outcome screen is divided into the following four sections:

m Treatment Outcome;

m  Pregnancy Outcome;

m Birth Section; and

m  Cycle Complete

6.8.1 Treatment Outcome

Treatment Outcome: @

Outcome of treatment cycle:

--Select---

If pregnant, wasz ultrasound performed: 'O Yes 'C} Mo
Date ultrasound with mae. number of fetal hearts observed (mmfiddisyyyy

Maximum fetal hearts on utrasound prior to reduction, if any:

v

Outcome of treatment
cycle:

From the drop-down list, select the one appropriate outcome of
this treatment cycle.

Not pregnant: No indication of pregnancy from either Beta-
hCG or ultrasound.

Biochemical only: Select this response if the patient’'s serum
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Outcome of treatment
cycle (continued)

pregnancy test (Beta-hCG) result was positive without
ultrasound confirmation of a gestational sac within the uterus,
and without diagnosis of an ectopic pregnancy.

Ectopic: Select this response if a pregnancy was confirmed in
which the fertilized oocyte implanted outside the uterine cavity.
Ectopic pregnancies can be diagnosed either through an
ultrasound that confirmed the gestational sac(s) outside the
uterus, or by high serial serum Beta-hCG values in the
absence of intrauterine gestation (i.e., Beta-hCG levels are
indicative of ectopic pregnancy rather than early biochemical
pregnancy).

Clinical intrauterine gestation: Select this response when an
ultrasound confirms the presence of a gestational sac within
the uterus. In the case of missing ultrasound data, this may be
confirmed by documented occurrence of a birth, spontaneous
abortion, or induced abortion. Ectopic pregnancies should not
be counted here.

\' Note: Clinical pregnancies include all gestational sacs
regardless of whether or not a heartbeat is
observed or a fetal pole is established.

Heterotopic: This response should be selected in cases of a
clinical intrauterine gestation in combination with an ectopic
pregnancy.

Unknown: Select this response only if the patient was lost to
followup.

If pregnant, was
ultrasound performed:

Click on either “Yes” or “No” to indicate if an ultrasound was
performed.

Date ultrasound with max.

number of fetal hearts
observed:

Enter the earliest date that the maximum number of fetal hearts
were detected on ultrasound using NASS date reporting
conventions as indicated on the screen.

Maximum fetal hearts on
ultrasound prior to
reduction, if any:

Record the highest number of fetal hearts noted during
ultrasounds after the date of transfer. If the number of fetuses
was reduced, record the highest number of fetal hearts
observed on ultrasound before the number of fetuses was
reduced.

NASS User’s Manual

6-29 V.1 June 2005




6.8.2 Pregnancy Outcome

Pregnancy Outcome: @

Outcome of pregnancy; | -5 elect--

—-Select--

Murmber of infants born; | -Select-

Date of pregnancy outcome (mmiddbeyyy )

MOTE: If multiple kirths cover more than one date, enter date of first born.
Zource of infarmation canfirming pregnancy outcome:

W

b

MOTE: This number includes live-barn and stillkorn infants.

Outcome of pregnancy:

Select the appropriate outcome from the drop-down list. In the
case of a multiple birth event with a combination of live born
with any other outcome (e.g., one twin stillborn, one twin live
born) select “Live birth”.

Live birth: A live birth includes a birth (delivery) in which at
least one fetus showed signs of life after the complete
expulsion or extraction from its mother. Signs of life include
breathing (not fleeting gasps), beating of the heart (not
transient cardiac contractions), pulsation of the umbilical cord,
or definite movement of the voluntary muscles. Any birth event
in which an infant shows signs of life should be counted as a
live birth, regardless of gestational age at birth.

Stillbirth: For pregnancies achieved by using ART, stillbirth is
defined as occurring at 18 weeks or later from the date of
transfer, in which no fetus showed signs of life after the
complete expulsion or extraction from the mother.

Spontaneous abortion (Miscarriage): For pregnancies
achieved by using ART, a spontaneous abortion is defined as
a clinical pregnancy ending in spontaneous loss of the entire
pregnancy prior to completion of 18 weeks from the date of
transfer.

Induced abortion: This is defined as an operative procedure
to electively terminate the entire pregnancy (no gestational age
limit).

Maternal death prior to birth: If one or more infants can be
classified as a live birth (i.e., the physician was able to extract
a live infant from the deceased mother), then record the
outcome as Live birth.

Outcome unknown: Select this choice if the patient was lost
to follow-up before the pregnancy outcome was reported.
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Date of pregnancy
outcome:

Enter the date of the pregnancy outcome using NASS date
reporting conventions as indicated on the screen. In cases of
more than one birth during a single pregnancy that spans more
than one date, enter the birth for the first live-born infant.

Source of information
confirming pregnancy
outcome:

From the drop-down list, choose the source of information for
outcome of pregnancy.

v/ Note: A birth certificate, birth announcement, or letter from
the patient, physician, or the hospital in which the
outcome occurred would be classified as valid written
documents.

For each birth reported to the surveillance system, the clinic
should retain evidence of the birth in the patient's medical
record. If the reporting of a birth and supplemental data
pertaining to that birth is based on an oral communication from
either the patient or her obstetric provider, that information
should be recorded in ink in the patient’'s medical record and
signed by a licensed medical provider. Clinics that use
electronic medical records or clinics that have records that are
stored offsite should also record information in an onsite
patient medical record with a notation of where they obtained
the information.

Verbal confirmation, patient: The patient only reported the
pregnancy outcome verbally.

Written confirmation, patient: The patient submitted a written
document confirming the pregnancy outcome.

Verbal confirmation, physician or hospital: The pregnancy
outcome was reported verbally by the patient's attending
physician or the hospital in which the outcome occurred.

Written confirmation, physician or hospital: The attending
physician or hospital submitted a written document confirming
the pregnancy outcome.

Number of infants born:

The number of infants born should include the total number of
live born and stillborn infants.

6.8.3 Birth Section

Mumber of infants born; | O

hd MOTE: Thiz number includes live-born and stillborn infants.

Birth Section:

Mo births currently reported for this cycle.
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If the number of infants born is “0”, as in the example on the screen on the previous
page, the Birth Section will be closed with the message “No births currently reported for this
cycle”. However, if one or more infants are reported born, the Birth Section will be open and
allow you to report on each infant born.

Birth Section: B

W Birth Outcome
1 -5 | i f--- PR

JEIE

Mo kirths currently reported far this cycle.

e[ o | omr | e 250
unknown
fukd i |:|

—-Select-- (W Iz

MOTE: Enter either pounds and ounces, ar grams

Birth #:

This item will be pre-filled with a consecutive number of infants
born, matching the number entered into “Number of infants
born”.

Birth Outcome:

Using the drop-down list, select a choice for each birth
outcome.

Live birth: A live birth is a birth (delivery) in which the
fetus showed signs of life after the complete expulsion
or extraction from its mother, regardless of gestational
age at birth. Signs of life include breathing (not fleeting
gasps), beating of the heart (not transient cardiac
contractions), pulsation of the umbilical cord, or definite
movement of the voluntary muscles.

Stillbirth: For pregnancies achieved by using ART,
stillbirth is defined as occurring at 18 weeks or later
from the date of transfer, in which the fetus showed no
sign of life after the complete expulsion or extraction
from the mother.

Unknown: Select this choice if the birth outcome is
unknown for an infant reported in the birth event.

Gender:

Using the drop-down list, select “Male”, “Female”, or “Don’t
know” for each infant included in the birth event.

Birth Weight:

If unknown, check “Weight unknown” for each infant born. If
known, enter either pounds and ounces, or only grams for
each infant born. Do not attempt to convert weight
measurements to other units (e.g., grams to ounces).

\ Note: In the case of a multiple birth event, do not attempt to
convert the weights of infants to the same unit(s). For
example, if the weight for one twin was reported as
grams, and the other twin’s weight was reported in
pounds and ounces, enter the respective weight
measurements as is, for each infant.
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If you want to update information about a live birth after you have initially saved the
data, click on the Birth # button and update the information.

Birth Section:
Birth Outcome Pounds Ounces Weight | Delete
unknown Birth
s Click here to add or
correct information
about a birth.

Upon clicking on the Birth #, the Birth Section for that infant will open and allow you to
add or correct information about the birth.

Birth Section:

Birth Outcome Pounds Ounces Weight | Delete
unknown | Birth

hale Ibs |5 o [ [Delete]

6.8.4 Cycle Complete Section

If you have entered data for all the tabs, you should click on the box in this section.
Remember, since you can enter data using the tabs out of sequence, you may not have
completed filling in all the data for this patient’s cycle.

Click here if data entry is
complete for the patient cvcle.

Cycle Complete:

Pleaze check this box to indicate that data entry is complete for this patient cycle:

A checkmark will appear next to this cycle on the Update/Add Cycle screen for this
patient (see below). Please note that Edit Reports can only be generated on cycles that you
have marked as complete.

Add Mew Cycle
| cycle | Cycle StartDate | Cycle Complete | Delete Cycle
1 111 562004 v

A checkmark will appear to
indicate data entry is complete
for this patient and cycle.

6.8.5 Where to Go Next?

After completing a cycle or entering data through the end of the Outcome screen, you
have the following options as to what to do next.
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Previous Screen Save Data

| select Different Patient | | Select dnother Cycle for Same Patient | | Log OFf MAss

Previous Screen: If you want to go back to the previous screen, click on this button and
the information you entered on this screen will be saved and you will move to the previous
screen.

Save Data: By clicking on the Save Data button, the information on the screen will be
saved and you will move to the top of the Outcome screen. From there you can move to another
tab.

Select Another Cycle for Same Patient: You will move to the Update/Add Cycle
screen by clicking on this button. At that point, you can add a new cycle for that patient. The
data entered on the Outcome screen will be saved.

Select Different Patient: You will move to the Select/Add Patient screen by clicking on
this button. The data entered on the Outcome screen will be saved.

Log Off NASS: You will log off of NASS by clicking on this button. You will see a
screen asking you to confirm that you want to exit NASS. Click on the OK button. At that point
you will have to log back in to begin using the system again.
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7. Importing/Exporting Data

>)
>

71 About This Chapter

This chapter explains how to:
m Export to NPL; and

m Import to NASS.

7.2 Exporting to NPL

The following are instructions on how to Export to the NASS Patient Link (NPL)
application. Due to confidentiality issues, NASS does not allow for information such as patient
name, Social Security Number, medical record number or other identifying information to be
entered. NPL is an application that enables patient information collected in NASS to be
associated with patient identifying information on the clinic’s computers. Please note that the
NPL application does not have to be used if your clinic has some other system in place to link
NASS Patient IDs to patient identifying information. However, this linkage is essential for
validation purposes.

The NASS Patient Link (NPL) application must be installed locally before exporting
patient data. This installation only needs to be done once. Directions for installing the NPL
application can be found in the NPL User's Manual, located under the User’s Manual menu
choice on the left-hand side of the screen. Quick start step-by-step installation instructions are
also available on a leaflet inside the front cover of the NPL installation CD jewel case.

What's Mew in HASS

Select Heporting Year

Select/Add Patient

Chimic

Exporting/lmporting

Esport to HPL

Irmpart to MASS

Reports Click here to display the NPL
Documents User’'s Manual.

Users M 1
System Utlities

Help
Logoff

OHEHBDN G 0EBEDLD

Once you have installed the NPL application, you may proceed with the following steps.

1. Log in to the NASS website.
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2. Click on the Exporting/Importing menu choice on the left-hand side of the
screen.

3. Click on the sub-menu choice Export to NPL.

What's Hew in HASS

Select Heporting Year

Select/Add Patient Click here to display directions
Clinic to export to NPL.

E xporting/l mporti
Ewport to HPL
Irmpart to MASS
Reports
Documents

Uszer's Manual
System Utilities
Help

Logoff

OEEHHEENS G0 EEDD

4. The following set of instructions will be displayed. Click on the Proceed
button at the bottom of the instructions.

E wporting /| mporting == Export to MPL

NOTE: Ifyou use multiple computers to enter MASS data, be sure to perform this export procedure an the one
computer anwhich you have already installed the KPL application.

Instructions:  (Click here to open a POF file and print these instructions)

1. Click Proceed.

2. Click Save on the File Download information box

3. Inthe Save As dialog box, go to the CNASSPatiemtLink import' directaory.

4 Do not change the suggested file name (MNASSImMportData td). Click Save. Ifthe file already exists, click'Yes to

replace it.
Click here to

5. Click Save on the File Download information box.
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File Download X

] Some files can harm pour computer. IF the file information below
\_‘:r/ looks sugpicious, or wou do nob fully trust the source, do not open or
save this file.

File name: MassImportData, bk

File type:  Text Document

From: vy, artreporting.arg Click here to save.

,i\, Thiz type aof file could harm your computer if it
malicious code.

Wiould you like ko open the file ar zave

[ Open ] [ Save /H Cancel ] [ kdare Info

6. In the Save As dialogue box, use the Save in: drop-down to find the
following directory: C:\NASSPatientLink\Import\. Please note that this
directory was created at the time you installed the NPL application locally.

[ Desktop ~
|D My Documents

-j by Cormputer

a — ﬁ, 3% Floppy [#:]

BREEA 1 e Local Disk T3]
I MASSPatientLink.
nen, arkreporting, orgfScripts/E =

,:;. CD Drive [D:)
=% Inztall an 'RBk27" [F:]

g Generaluze on ‘Rk22 nstall [G:]
g Loughlin_k on 'Rk ol27054N ser' [H:]

7. Do not change the file name (NASSImportData.txt). Click on Save.
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Save in: |Ei vl € G

‘E_ [Z] NaSSImportData.txt

ky Fecent
Dacuments

F“_'-'
[
Desktop

9

by Documents

by Computer

File name:

455 mpartD ata. ket b | Save

by Metwork, Save ag Text Document W I‘
Do not change the file Click on Save
name. button.

'\ CAMASSPatientLink! Inport MASSImpartData, bk already exisks,
L

Do ywou wank to replace ik?

Click on Yes. |
Yes ] [ Mo l

If this is the first time you are exporting data to NPL, you will not see the
message above. If you have previously exported data to NPL, click “Yes”.

Your data have now been exported to your local drive and are ready to be imported into
NPL. For instructions on how to import NASS data into NPL, go to Section 4.2 of the NPL
User’s Manual.

7.3 Import to NASS

For instructions on creating import files and sending the files to Westat, go to the NASS
Import User's Manual. This manual can be found at the sub-menu under User’s Manual.
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8. Reports

—

—

>

8.1 About This Chapter

This chapter explains how to select and produce reports available in NASS. These
reports are intended to assist you in preparing for the submission of the annual report. The three
currently available reports are:

m Alist of all patients with a cycle record added during the reporting year.

m Alist of all variables entered for a specific patient and cycle.

m Alist of all variables entered for the Clinic profile by reporting year.

To access the report function, click on Reports from the menu on the left-hand side of

the screen.

OHEHEHOKRGEBIMD

What's New in HASS
Select Beporting Year
Select/Add Patient
Chmc
Exporting/lm
Reports
Documents

Click Reports to display a
list of reports.

Uszer's Manual
System Utilities
Help

Logoff

There is a Report Title and Report Description to assist you in selecting the report you

wish to produce.

Click on the desired

Reports report number to
iChoose the report you wizh to produce and print by clicking on the azzociated report name ynesss display options for that
howes: report.
_ Report Description
Al Cycles Added During Lizt of all patients with & cycle record added during the reparting year.

Beport-001 Feparting ear Crder by patient ID or cycle start date.

Report-002 g:;:bles Ul o Liztz all variables entered for & specific NASS patient ID and cycle.

Report-003 "CIinin:: Priofile Variables "Lists all variables entered for Clinic Profile and reporting year .
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8.2 Reports

8.2.1 Report-001: All Cycles Added During Reporting Year

This report generates a hard copy document of all patient cycles added during a
specified reporting year. This report may be helpful in determining which cycles are awaiting
further data entry (i.e. ‘Open” cycles). After clicking on “Report-001”, the following report
options will display:

Reporting ‘Year: 20049 W

Cycle Complete: QOpen hd

Sort By: MASS Patient ID b
Output Farmat: PDF b

Use the drop down boxes to create the report desired.
1) Select the reporting year.

2) Select whether you want a report of patients only with an “Open” or “Completed”
cycle, or select “All” to include every cycle.

3) The report can be sorted by “NASS Patient ID” or “Date Cycle Started”.

4) Select either “PDF”, “RTF”, “HTML”, or “EXCEL” for the Output Format. The RTF file
will create a Word Document and EXCEL will create an Excel document. PDF and
HTML can be saved as separate documents. For illustrated instructions on how to
create reports in these different formats, see Section 8.3.

Click on | Generate Report |

A report like the one below will be generated based on the specifications you
entered for the report.
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Listing is ordered by Patient 1D

Open Patient-Cycles for Clinic 1008 in Reporting Year 2004
Reporting Name:

Report=001 (3/18°2003): ANl Cycles Added During Reporting Year

8.2.2 Report-002: Variables for a Patient and Cycle

This report generates a hard copy document of all the responses entered for a specific
patient for a specific cycle. The report may be useful in reconciling inconsistent data or as a
quality control check between NASS cycle data and cycle data contained in your medical
records. After clicking on “Report-002”, the following report options will display:

Reporting Year:

Patient ICx

Cyile:

2004 |

-Select--

Report-002: Variables for a patient and cycle

Output Farmat:

FOF

Output Options:

Use the drop-down boxes to create the desired report.

1)  Select the reporting year.

Patient Date Cycle Cycle
Date of | Optional | Optional | Cycle Cycle Cycle Start | Completion
Patient 1D Birth | 1D1 ID2 | Number| Initiated | Complete | Date Date
1008-10001-9 | 11/25/1959 | dih 2| 024072005 Open | 02/152004
1008-10003-3 | 01,/28/1982 | sha Open
1008-10004-0 2/30/1960 21 02/03,2005 Open | 12/12/2004
1008-10004-0 | 12/30/1960 3| 02:07.2005 Open | 06/06/2004
1008-10005-7 | 11/28/1980 | DG 1 000 1 | 02/07.2005 Open | 01/012004
1008-10005-7 | 11/28/1980 | DG 1 000 2| 02082005 Open
1008-10006-4 | 05/05/1976 | MIA | ] 02/07,2005 Open | 10/10/2004
1008-10007-1 | 12/25/1963 | Zoe 1234 [ ] 04/18,2005 Open | 05/05/2004
1008-10008-8 | 05/15/1984 | ZZZ Top | ] 02/07,2005 Open | 01/02/2004
1008-10009-5 | 03/03/]19383 | ] 02/08,2005 Open | 03/03/2004
Tnne Than £ 11 NED g e

2) Select the NASS Patient ID from the list of all patients in the reporting year.

3) Enter the Cycle Number.
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4)

Select either “PDF”, “RTF”, “HTML”, or “EXCEL” for the Output Format.

For

illustrated instructions on how to create reports in these different formats, see

Section 8.3.

Click on | Generate Report |

A report like the one below will be generated based on the specifications you entered for
the report. The report will show the Data Element (i.e., question) and the response. If you
chose to generate the report in PDF format, you can move quickly to a specific variable by
utilizing the Bookmarks on the left-hand side of the screen.

Click on a Specific Data
Element to move quickly

to that response.

[ Thumbnailz Y Bool

Bookmark =

-

Set WORK.ALLWVARS
creenMame=Demographics
reenflame=0emaographics
entame=Demographics
nilame=History Section
Mame=History Section
ame=Treatment Sect
me=5Stimulation Medi

------ [ Screeniarme=Stimulation Medi—
------ [ ] ScreenMame=Stimulation Medi
------ [ Screenhame=Retrieval Manipu
------ [ Screenbame=Retrieval Manipu
""" [ Screeniame=Retrieval Manipu

Report-M02 (208 N850 Variables for a Patient and Crele

Clinie: 1007

Patient Iy: KNT-10001-8 Date of Birth: 117 579%8
dptional Mentifier 1: bbb Optiomal Identifier 2:
I Cycle Stari Dite:

Cyele 10X

SereenNume=Demogruphivs  Section™ame=Patient Pra file

Reporting Dula Element | Response

Dtz of Birth 1115198 LIStlng of Data
Ethnicity [Patient) BOT HEponic of Latno

Remson moe not reporied Elements and
Rice (Patint) Whiie responses.

Reporting Duln Element

Bipom:

Primary residence in 15

SereenMName=Demogruphics  Seetion™ame=Palj dency for Cyele

LS city of pimory residerce 4

7

ULS sinbe of primary resdence

U1LS zip oode of pimary residence

Comtry of primary residence

SereenNume=Demogruphics  SectionName=arine r RoceE thnicily

8.2.3 Report-003: Clinic Profile Variables

This report generates a hard copy document of the information entered on the Clinic

Profile screens, including full address information and information on key personnel.

After

clicking on “Report-003”, the following report options will display:

Reparts

Reporting Y ear: 2004w

Report-003: Clinic Profile variables

Output Farmat:

Output Options:

FOF v

Use the drop-down boxes to create the desired report.

1)

Select the reporting year.
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2)  Select either “PDF”, “RTF”, “HTML”, or “EXCEL” for the Output Format. For
illustrated instructions on how to create reports in these different formats,

see Section 8.3.

Click on | Generate Report |

A report like the one below will be generated based on the specifications you entered for
the report. The report will show the Data Element (i.e., question) and the response. If you
chose to generate the report in PDF, you can move quickly to a specific variable by utilizing

the Bookmarks on the left-hand side of the screen.

Bookmark =

=[] Print =
-] Data Set WORK ALLVARS
—{_] ScreenMarme=Name&Address
-] Screenhame=Name&Address
-] ScreenMame=Key Staff  Secti
-] ScreenMame=Senvice&Profile
me=Lab&Cerificatior

| Thumbrailz ] Bookmarks

=] Print
—| ] Data 5§ WORK ALLVARS
] ClinicL 41 ScreenMame=L

—{_] ClinicLy 42 ScreenMame=L

Click on a Specific Data

Element to move quickly to that

Repor-i3 (218205 Clinic Prafile Variagbles

Clinic II: NMIT SARTID: TITT Repo

Listing of Data

SereenMame=MNomef Addres SeclionName Elements and

Reporting Duta Element | Response responses.
Reporting mme | X¥E Clinic

Reporting mme 2

City furlington

Sl VA

SereenMume=MNomed Addres Secl

Reporting Dutn Element ylﬁus:

Cumen! mme satus / S1me 1% reporting year rame

ne=Current Clinic Information

Cumeni mme | XYZ Clinic

Curmeni reime 2

Cumeni address 1 1500 Muin Sireat
Cumeni aiddress 2 Suile 220
Curreni city Arlington
Curren| dale YA

Cumeni zip code [S90005500) | 22222

Cumeni [\ll-'l'».'l"':':'l':"':'-"':":" W51 34

Curment fax (S99 5595959 AL SASETE

Current email

response.

8.3 Output Format Options

8.3.1 PDF Format

If you choose to generate a report in PDF format, you will see the following instruction

after clicking on the Generate Report button:

Microsoft Internet Explorer

browser,

X]

"f If wou see a blank page when vou run a report, please click the Refresh button in the
L

Click here
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If you see a blank page, click on the Refresh button (pictured below), which can be
found in the Internet Explorer menu bar:

s | \ﬂ . g A Click here to Refresh.
= Sy =

Depending on your browser security settings, you may get the message below. It is
OK to click Yes.

Security Information [E|
_This page containg both secure and nonzecure
?. items. — —
i g ick Yes to display the
Do pow want to display the nonsecure items? A report play
e .

[ YES/H‘/ND ][ More Info ]

The report will display in the Internet Explorer window as an Adobe Acrobat file. You
can then either print or save the report (or both) using the Internet Explorer menu or the Adobe
Acrobat toolbar. To return to NASS, you must use the back button in the upper left-hand corner
of the screen (shown below).

A SAS Output - Microsoft Internet Explorer Click here to return to
il NASS.
e

a Back -

Edit  Wiew Fawvorites  Tools

P —
_l\J pi ! Sear

8.3.2 RTF Format

If you choose to generate a report in RTF format, you will see the following warning
twice after you click on the Generate Report button:
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File Download

| Some files can harm paur computer. [F the file infarmation Belaw
Q) looks zugpicious, or you do nok fully trust the source, do not open or
zave thiz file.

File name: temp.rtf
File type:  Rich Texk Format

From: wiea, arkreporking. org

&, Thiz type of file could harm pour computer if it containg
maliciousz code.

Click the Open button

Wwiould you like to open the file or 2

Computer?

[ Cancel ][ More Info

Always azk before opening this type of file

You may then see the following message box:

Convert File 7| x|

Rich Text Format (RTF)
HTML Dacurnent

Click OK to display the
Flain Text -] report. pay
Encoded Text ’7

Web Archive

Lotus 1-2-3

Microsaft Excel Waorksheet
M3-D05 Text with Layout

The report will be opened in Microsoft Word, from which you can either print or save.

8.3.3 HTML Format

If you choose to generate a report in HTML format, the report will display in the Internet
Explorer window after clicking on the Generate Report button. You can then either print or save
the report (or both) using the Internet Explorer menu. To return to NASS, you must use the
back button in the upper left-hand corner of the screen (shown below).
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‘2 SAS Output - Microsoft Internet Explorer ’(\llg\cslghere to return to

File Edit Miew Favarites  Tools

@ Back - -. ) Seart

7

8.3.4 Excel Format

If you choose to generate a report in Excel format, you may see the following warning
twice after you click on the Generate Report button:

File Download r5_(|
P Some files can ham pour computer. |f the file information below
Yt laoks sugpicious, or yau do not fully trust the source, da not open ar
zave thiz file.

File name: ktemp.xls
File type:  Microsaft Excel Warksheet

Frorm: wiey, artreporting.arg

,"i\, Thiz type of file could harm your computer if it contains
malicious code.

WWwhould pou like to open the file or zave it to your computer? L_’J Click Open to display the

report.
[ Open ANCE kare Info

The report will be opened in Microsoft Excel, from which you can either print or save.

8.4 Additional Reports

Over time, additional reports will be created to help with the reporting process. Any new
reports will be announced in the “What’'s New in NASS” menu.
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APPENDIX A.
NASS-Compatible Computer Software and Hardware

Computer Specification Category Minimum Configuration Requirements

Computer Equipment Personal computer using an 800 MHz

processor or higher for NASS, and CD
reader if using the NASS Patient Link (NPL)

application

Operating System Microsoft Windows 2000 or Microsoft
Windows XP

RAM 256 MB or higher

Disk Space NASS: none (web-based)

NPL application: 7 MGs for the initial
download of system, and a projected 25 MGs
for database growth over five years

Internet Connection Optimal: high speed Internet connection (T,
DSL, cable)
Alternative: 56 KB or higher modem
connection

Web Browser Internet Explorer 6 Service Pack 1 (SP1) with

128 bit encryption.*

Adobe Acrobat Reader Most documents will be available from NASS

in Adobe Portable Document Format (PDF).
To view and print these documents, you will
need Adobe Acrobat Reader 5.0 or higher.**

Screen Resolution The system was developed for an 800X600

screen resolution. If using a higher screen
resolution, NASS screens may not use the
entire screen.

%

*%*

Internet Explorer 6 SP1 can be downloaded for free from Microsoft Download Center at
http://www.microsoft.com/downloads. Explorer 6 SP1 should be listed under “Most Popular
Downloads”. If it is not listed, you can search by choosing “Internet Explorer” in the
Product/Technology drop-down list. Note that you may lose NASS functionality with other
web browsers.

Adobe  Acrobat Reader can be downloaded free from the  website
http://www.adobe.com/products/acrobat/readstep2.html.
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ENABLING COOKIES AND JAVASCRIPT

To view the website the browser needs to be set to accept cookies and enable JavaScript.
Cookies are small pieces of information that a website puts on your hard disk to remember
something about you at a later time. JavaScript is a technology built into a browser that allows
validating the data entered.
To turn on cookies follow these steps:

1) Open Internet Explorer

2) Click Tools, and then click Internet Options.

3) In the Internet Options dialog box, Click the Privacy tab.

4) a) Select a security level of Medium or lower or, b) Click Advanced, and enable
Accept First-Party and Accept Third-Party Cookies

To enable JavaScript follow these steps:
1) Open Internet Explorer.
2) Click Tools, and then click Internet Options.
3) In the Internet Options dialog box select the Security tab.
4) Click Custom Level button at bottom. The Security Settings dialog box will pop up.
5) Scroll down until you reach the Scripting category. Under Scripting category enable
;r;;) ;g;lgwing: Active Scripting, Allow paste options via script and Scripting of Java

6) Click OK twice to close out.

7) Hit Refresh.
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