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Introductions

» The stakeholders here today include trade groups &
business experts in long term care facilities in the U.S.:

(a) American Health Care Association (nursing homes)
b) LeadingAge (nursing homes)

c) Genesis (largest post-acute care provider)

d) Omnicare (largest U.S. long term care pharmacy)
e) Millennium Pharmacy (long term care pharmacy)
f) Partners Pharmacy (long term care _orm::;mni

g) National Community Pharmacists Association
independent community pharmacies)
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Long Term Care Industry

The LTC industry serves America’s senior citizens &
disabled individuals in facilities nationwide.

There are over 30,000 LTCF dnmn__:_mm across the U.S.
Very few have on-site pharmacy or pharmacist.

Most served by specialized “closed door” pharmacies
or LTC pharmacies — there are over 2,000 nationwide.

Medications are specially packaged & typically
delivered by independent contractor courier.

Unlike traditional pharmacies, LTC pharmacies do not
have front of house sales.



LTC Industry: The Current Practice for
Controlled Drug Management & Destruction

ecure
Workflow




DEA

316 Disposal of Controlled
Substances
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The Proposed DEA Drug Disposal Rule
in Long Term Care Facilities

The proposed rule articulates three methods for
“ultimate users” of Rx drugs to dispose of them:

(1) Take-Back events; (2) _<_m=,_wmn_A Programs; and
(3) Collection Receptacles.

The proposed rule articulates three more specific
methods for disposal in LTCFs:

(1) Self-Disposal by Patient through legal methods;
(2) Disposal through Legal Representatives (Family);
(3) Disposal via a Collection Receptacle installed and
managed at the LTCF only by a retail pharmacy.



The Problems with the Proposed Rule
in Long Term Care Facilities

* The disposal methods for LTCFs do not comply with
the Secure & Responsible Drug Disposal Act:

— “In developing regulations under this subsection, the
Attorney General shall take into consideration the public
health and safety, as well as the ease and cost of program
implementation and participation by various communities.
Such regulations may not require any entity to establish or
operate a delivery or disposal program. “ 21 U.S.C. s.
822(g)(2).

— Sponsoring Senators wrote DEA to express concerns over
LTCFs provisions and compliance with Act requirements.




The Problems with the Proposed Rule
in Long Term Care Facilities

The three proposed LTCF methods are not easily
implemented, do not decrease risk of drug diversion
risk and their costs outweigh their benefits:

(1) Self-Disposal — 9328_:\ ill & often mentally
incompetent seniors cannot self-dispose of drugs;

(2) Disposal through Legal Representatives (Family) —
will lead to more drugs in home medicine cabinets;

(3) Disposal through a Collection Receptacle - by
Only Retail Pharmacies — too costly because new
business for pharmacies & LTCF options eliminated.




- The True Cost of the Proposed Rule

* The cost of the proposed rule as written is not minimal
per DEA because it is not “voluntary” and it does not
reflect current business realities in LTCFs.

* The true cost of the proposed rule is between S100M
and S300M in the first year across the industry and it
is a “significant regulatory action.”

* The true cost of proposed rule - it will functionally
require LTCFs to install collection receptacles.

- Pharmacies not in the drug collection & disposal
business will have to make major capital expenditures
without major impact on diversion.
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The Proposed Solutions

The three proposed solutions include:

(1) LTCF Onsite Disposal — continue to allow LTCFs to
do onsite disposal & destruction of drugs;

(2) Reverse Distributors — allow these DEA registrants
currently in business of picking up drugs at LTCFs for
destruction to install & empty collection receptacles;

(3) National Mail-Back Program — create a true
national mail-back program through DEA & allow
LTCFs to coordinate mailing to central contractor
facilities for destruction of unused drugs.
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The Proposed Rule

The _QSUOmmo_ rule does not comply with the
Secure & Responsible Drug Disposal Act.

The proposed rule does not create easy to
implement options & imposes high costs
which outweigh benefits & increase risk.

The proposed rule is a “significant regulatory
action” with costs between S100M & S300M.

OIRA should ask DEA to consider changing the
rule considering actual implementation cost..
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Conclusions

* The Long Term Care Facility industry strongly
supports the efforts of Congress and DEA to
reduce drug diversion & protect Americans.

* The Long Term Care Facility industry supports

the effort to create new drug disposal options.

* The Long Term Care Facility industry wants to
work with the White House, DOJ and DEA to
change the proposed rule to make it easy to
implement, cost effective & mcnnmmwﬂnc_r
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The Secure & Responsible Drug
Disposal Act of 2010

The public policy goal is reducing drug diversion by
creating new drug disposal methods for “ultimate users.”

The law requires and empowers DOJ/DEA to create these
new drug disposal methods and that they be “voluntary.”

The law requires DOJ/DEA to take into account the
“public health and safety, as well as the ease and cost of
program implementation.” .

DOJ/DEA must balance these goals in this rulemaking.
This proposed rule does not strike the right balance.
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The Secure & Responsible Drug
Disposal Act of 2010

The authors of the legislation in the Senate and other
Senators — Klobuchar, Cornyn and Grassley wrote to DEA
on July 25, 2013 raising the concerns of this group that:

The proposed rule is not “voluntary;”
~ The proposed rule prohibits current disposal options;

Highlighting that Congress instructed that DEA consider
‘cost and ease of implementation in order to ensure that
it truly reduces diversion;

DOJ/DEA did not publicly respond to substance of Senate
comments, but cited APA law and DOJ policy.
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The Proposed DEA Drug Disposal Rule
in Long Term Care Facilities

e The proposed DEA Drug Disposal Rule provides for
three options in the LTCF context:

 Option # 1: Self-Disposal by LTCF resident - a senior
citizen or “ultimate user” at an LTCF can choose to
dispose of their own unused drugs through a

(1) Take-Back event;
(2) Mail-Back Program; or

(3) Collection Receptacle at the facility.
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- The Proposed DEA Drug Disposal xc_m
in Long Term Care Facilities

e Option # 1- Self-Disposal for a LTCF resident is
‘impractical because:

(1) Seniors are often mentally incompetent;
(2) Seniors are often chronically ill;
(3) Seniors are often not mobile;

(4) Seniors often don’t understand their own
drugs or when they need to be disposed of;

(5) Self-disposal by LTCF seniors increases the risk
of prescription drug theft or diversion.
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The Proposed DEA Drug Disposal Rule
in Long Term Care Facilities

 Option # 2: Legal Representative Removal - a legal
representative or “any person lawfully entitled to
dispose of a decedent’s property” can take the
unused prescription drugs from a deceased relative’s
LTCF room and walk out of the LTCF or nursing facility
with the unused drugs.

* The legal representative is then supposed to dispose
of the drugs through lawful means such as through a
DEA authorized collector or designated law
enforcement official.

i9



The Proposed DEA Drug Disposal Rule
in Long Term Care Facilities

e Option # 2:

(1) Increases the diversion risk because it puts
the drugs into the hands of someone who can
steal them, sell them or put them in a home
- medicine cabinet; |

(2) Has no record keeping requirement for a
family member who takes the unused drugs out
of the nursing home so neither DEA nor the
home can track them.

20



The Proposed DEA Drug Disposal Rule
in Long Term Care Facilities

 Option # 3: Collection Receptacle — LTCF staff can
put unused drugs in a “collection receptacle”
installed by a DEA registered retail pharmacy
authorized to be a “collector.”

* The collection receptacle can only be emptied by two
authorized full time employees of the installing retail
pharmacy who must be present at the LTCF to
“remove or supervise” removal of the inner liner
from the collection receptacle.
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The Proposed DEA Drug Disposal Rule
. in Long Term Care Facilities

* Option # 3 conflicts with the Act’s language on cost because:

(1) It requires retail pharmacies to install and empty the
collection receptacles, which is not their business, but
does not permit DEA registered “reverse distributors” to
empty receptacles alone, even though it is their business;

(2) Retail pharmacies do not have 2 full time employees
to send to LTCFs to install & empty collection receptacles;

(3) Retail pharmacies must hire hundreds of new
employees and buy hundreds of new trucks and
equipment to comply with this proposed rule because
they are not in the drug retrieval & destruction business.
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;m EOUOMmo_ DEA Drug Disposal Rule
in Long Term Care _umn___:mm

 DEA is eliminating current options for _.._.m_” drug
disposal and destruction at the facility.

* A LTCF is not permitted to deliver or transfer the
controlled substances off-site.

* If no collection receptacle, LTCFs are not otherwise
permitted to dispose of a controlled substance on
behalf of an ultimate user.
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The True Cost of the Rule

* The true cost of the rule is between $100 million and
S300 million in the first year based on an analysis
performed by Omnicare.

* The basic assumptions in the analysis include that:

(1) Pharmacies will have to hire 2 new
employees to install & empty collection
receptacles;

(2) Pharmacies will have to buy new trucks for
every pharmacy facility to collect drugs and pay
all related costs of maintaining them;
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The True Cost of the Rule

* The basic assumptions in the analysis include that:

(3) Pharmacies or LTCFs will have to purchase
thousands of new collection receptacles to install
at their LTCF customers across the U.S.

(4) Pharmacies or LTCFs will have to contract with
reverse distributors for the destruction of drugs.
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The True Cost of the Rule

One time costs: mNH.m._.. 69.5 million
— Container + collection vehicles

Repeating disposal costs: S39 — 70.3 3____03
— Liners + disposal

Collection costs: mbm.h — 169.7 million
— Labor + fuel/maintenance/insurance

Total: $102.9 — 309.5 million
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Conclusion

ne Long Term Care _:o_cm,:.< is asking that DEA make

changes to the proposed rule.

he Long Term Care Industry is asking that OIRA ask

DEA to do a true cost impact based on the fact that
the proposed rule as written is mandatory for LTCFs.

* The Long Term Care Industry _miz_m:m to work with
DEA to make the rule comply with the Act and be
easy to implement, cost effective & reduce diversion.
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