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12-26-2004

Types of drug return

: Six Reasons for Paying attention to consumer drug

THE ATHENS DECLARATION as unanimously voled on August Jrd,
2007 al the 2nd Intemational Conference on Environment in the City
of Athens Cuftural Cenler Is as foltows:

We, an international group, euppord the folowing six reasons to address cizen unused

drug :

1. Townaadlhmdaverdosu

2. To restrict household drug th

3. Toﬁndacamjabonoldmgsbymeebem

4. To protect our physical envronment

5. To restrain impoper Intemational drag donations

8. To eiminale wasle in the Inlernational health care systems of all countries.

We cal upon governments, HGO's, and cilizens everywhere {o commect po&aesand
wamaﬁmlbﬂaw&hhmmmmmsﬂmﬁﬂm endanges
humang, animals, and our physical emironment

We calf upon al countries lo renew their support of WHO Guidedines on Drug Donations
and the WHO Guidefings oh Drieg Disposal, and sbive o Improve on these,

We call upon health care providers worldwide 1o appropriately preseribe medidines lo
pabients in the most effective form: and quantity,

‘We cal upon heatth care organizations bo refrain from poficies that promote excessive
dispensing.

We cal upon pabients workhwide to recognize the need for maedicing 1o bo isken a3
Intended # it Is to be eflective.

We call upon governments, HGO's, and cilirens workdwide lo refrain Immediately fom
mproper deug donations eaher a3 humaniarkan ald foBowing disasters of in general
peactice.

We cal upon others o endorse thesa printiples with us for the belterment of the heatth
of tho emi 2 and patients workdwid

D
actrn, EE f
[y g

b B iz wd
Athens, o
Greece ey sy e Caup st
August3rd, DRUG ERFEinET
2007 e
Lol JI-HI0M]
AW il o)

There are four methods of coliecting unused drugs from the community: drop off, event driven, pickup,
and mailback. Maine leads the nation in the mailback area and serves as a model for hoth Federal
legislation and replication under appropriate Federal regulations and law. Maine has led the nation for




amount collected by weight per capita during each of the three DEA-sponsored community collections
too. From these data, this is an issue that requires attention in order to create a permanent solution for

proper medication disposal.

Community Event and Drop off

A reguest for medication collection activities was made among contacts from the Healthy Maine
Partnerships throughout Maine. The table below shows a sample of activities taking place in the state
although not every coalition is represented here. There may be additional actions going on in other
geographic regions that are not highlighted below. The funding source for Community Events is noted in
the column to the right of the event for the geographic locations providing these activities since
additional resources were needed prior to the National DEA-sponsored collections that included costs of
disposal. It is understood the National DEA covers the disposal costs associated with drop-off and pick-
up activities and the local law enforcement agencies provide in-kind services of staff time and storage of
medications. The mail-back envelope program is described in more detail in a subsequent section.

At present, medication disposal costs have been shifted to the DEA. Prior to this arrangement, a few
communities cobbled together funds from grants provided to local Councils of Governments, applied
small amounts of funds from Federal Drug Free Communities Grants {in the Maine communities that
receive these grants), obtained small grants, and solicited local businesses and citizens for donations to
cover costs associated with disposal. This is a precarious set-up because staff who do the work to piece
together these funding schemes are typically grant funded and may not be in these positions from year-

to-year.
Service Area | Community Event | Collection/Disposal | Drop-Off (at LEA) | Pick-Up | Mail-back
A Funding Source {by LEA) | Envelopes
Healthy Spring/Fall Fall 2007, Spring 2008~ | Since 2010 DEA- Yes
Androscoggin: | Community Collection | donations from sponsored events
Androscoggin Events In Lewiston; businesses, DFC
County 3 DEA-Sponsored Grant; Fall 2008-
Events at LEA’s Spring 2010-55HS
Grant + starting in Fall
2010 DEA paid for
disposal
Choose to be 3 DEA-Sponsored DEA paid for disposal Since 2010 DEA- Yes
Healthy: Events at LEA’s sponsored events.
Berwicks, Eliot, Plans to purchase
Kittery, 4-5 secure boxes
Lebanon, for locail police
Ogunquit, depts (DFC funds
Wells, York for boxes)
Bangor Region | 3 DEA-Sponsored DEA paid for disposal | Since 2010 DEA- Yes
Public Health Events at LEA’s sponsored events.
and Wellness: Secure boxes at

Bangor Police
Dept, Veazle Police
Dept, Orono Police




Service Area | Community Event - | Collection/Disposal - | Drop-Off (at LEA) | Pick-Up | Mail-back
S e Funding Source - (by LEA) | Envelopes
{continued) Dept, Brewer
Police Dept
Healthy Lincoln | 3 DEA-Sponsored DEA paid for disposal | Since 2010 DEA- Yes
County: Events at LEA’s sponsored events:
Lincoln Sheriff's
Office &
Damariscotta
Police Dept. coilect
medications during
business hrs
Partnership for | 3 DEA-Sponsored DEA paid for disposal | Since 2010 DEA- Yes
a Heaithy Events at LEA’s sponsored events.
Northern Secure boxes at
Penobscot: Lincoln Police
Dept, E.
Millinocket Police
Dept, Millinocket
Police Dept
Healthy 2008 & 2009 Grant funds covered Since 2010 DEA- Yes— Yes
Aroostook & Medication Disposal costs of 2008-2009 sponsored events, | Carlbou
Power of as part of Household | events {not fundedin | all police depts.in | Palice
Prevention: Hazardous Waste 2010); starting Fall the county accept | Dept
Aroostook Coliection Events; 3 2010, DEA paid for unused
County DEA-Sponsored disposal medications {store
Events at LEA's until DEA event for
disposai)
Access Health: | 2005: First Grants obtained to By late 2011, Yes
Sagadahoc community take-back | help with disposal secure boxes will
County, {Topsham, Brunswick, | costs 2005-2010; be available at:
Harpswell, W Bath); 2006-2010: | starting in Fall 2010, Topsham Police
Brunswick area | annual evenisin June | DEA paid for disposal Dept, Brunswick
& November Police Dept, Bath
(Topsham, Brunswick, Police Dept, and
W Bath; Richmond Sagadahoc
joined in 2007, Sheriff's Office.
Phippsburg joined {funds from DFC &
2010); 3 DEA- Davenport Trust to
Sponsored Events at purchase boxes)
LEA's {all sites listed +
Harpswell joined
2011)
Planned 2008-2010: Grants from Kennebec | Since 2010 DEA- Yes— Yes
Approach To Medication Disposal Valley Council of sponsored events; | Kennebec
Community as part of Household | Governments and DFC | Secure boxes Sheriff's
Health Hazardous Waste to help with disposal located at Augusta | Office
{PATCH), Collection Events costs 2005-2010; Police Dept,
Healthy annually in Augusta, starting in Fall 2010, Gardiner Police
Communities Jackman, Pittsfield, DEA paid for disposal | Dept, Kennebec
of the Capital Skowhegan, Sheriff's Office,
Area; Healthy Waterville, Unity; 3 Qakland Police




Service Area

Community Event

| Funding Source

‘Collection/Disposal -

Drop-Off (at LEA)

. Pick-Up
(by LEA)

Mail-back
Envelopes

{continued)}

Sebasticook
Valiey, &
Greater
Somerset
Public Health
Collaborative:
Kennebec and
Somerset
Counties

DEA—Sponsored
Events at LEA's

Dept, Waterville
Police Dept,
Winslow Police
Dept, Winthrop
Police Dept,
Fairfield Police
Dept, Madison
Police Dept,
Pittsfield Police
Dept, Skowhegan
Police Dept,
Somerset Sheriff's
Office {2011 DPS
funds to purchase
boxes)

In Androscoggin County, people dropping off medications at community collection events are asked to
complete a short, anonymous survey about why they are disposing of the medications. The chart below

shows responses from participating community members from the two events held in 2011.

Oct. 2011

WHY WERE DRUGS RETURNED
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Top 10 Therapeutic Class,
Wastage by Pill Count

Hormone & Hormene
_Replacement 4201 2601 61.9

‘Diuretic:

Ar_:ticonvulsant

Antibiotic -

_Anti@epress_ant

Antineoplastic
Anticoagulant
‘Gastrointestinal

NSAID 962 572 59.5
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What was returned in Maine during the April 2011 DEA Take Back statewide by sample:



Environmental hazard of drugs collected (all were assessed)

» No controlled drugs were hazardous wastes

m Seven OTC drugs were RCRA hazardous or
potentially hazardous (alcohol content not
documented)

e Of Rx drugs, only 15 were RCRA hazardous
waste

*Analysis performed manually by PharmEcology Services, WM Healthcare
Solutions, Inc. based on available data

Controlled

PharmE o 25 o 25 4%
Hazardous
Non
Total 75 324 202 601 100%

Manual analysis performed by PharmEcology Services, WM Healthcare Solutions, Inc,
PharmE Hazardous® is a proprietary category developed by PharmEcclogy Services to
Identify drugs that are potentially as hazardous as wastes currently “listed” under RCRA,
but are not RCRA hazardous wastes (i.e. many chemotherapy drugs).




Wastage by Schedule:

Percent Returned from Dispensed,
by Medication Class

Non-controlled drug wastage for comparison:

Non-controlled Medication,
Therapeutic Category by Unit

Count*, Percent Waste

“capsules, tablets, mitliliters, patches, orgrams




CITY OF
LCARIBOU, MAINE
PiCkUp THE I-!OS.T. .Hé);?TIHE.A.S'I:'ER.H ;;lrlv i THe‘ u.sg.

The third method, pickup, is exemplified by the Chief of Caribou Police and the Kennebec County
Sheriff’s Office (KSO). A consumer makes a call to the station and a car is dispatched to retrieve the
unused medication and brought to the station. In 2010, deputies from the KSO started asking citizens if
they had any unused medications in their homes to dispose of during all calls to homes for any law
enforcement need.

It is understood the National DEA covers the disposal costs associated with drop-off and pick-up
activities and the local law enforcement agencies provide in-kind services of staff time and storage of
medications. This funding stream will end after the tast scheduled DEA-sponsored collection.

Mailback

www.benzos.une.edu

www.safemeddisposal.com

Unused medication of consumers and long term care facilities falls under a number of different Federal
and State agencies with no harmonization between any States and varying recommendation across
Federal agencies. Maine was the first state to enact enabling fegislation in 2004 (see:
http://www.maine.gov/legis/opla/drugrpt.pdf } to facilitate the return of consumer medication. This
enabled application for a 2007 US EPA Grant # CH-83336001-0 now completed, see

www.epa.gov/aging/RX-report-Exe-Sum/ . Data from that project was instrumental in formulating
the MaineCare 15-day rule which limited first prescriptions of opiates, some antidepressants and some
antipsychotics, nicotine replacement, and anti-spasmodics to an initial fill of 15 days. Savings has been
made and potentiat for waste diminished. Further review of other drugs based on known adherence
and wastage may lead to improvements in pharmacy management and patient outcome. CMS is
currently calling for comment based in part on experience in Maine.

The current mailback program in Maine is the only authorized mailback program able to handle
controlled drugs from the consumer. Failure of any program to address controlled drugs is simply
ineffective,
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Initially four colleges, now five [University of Maine Center on Ageing, Husson University College of
Pharmacy, UNE College of Pharmacy, UNE College of Osteopathic Medicine, and Marshall University
College of Pharmacy] created the International Institute for Pharmaceutical Safety to address all aspects
of safe medicine use and disposal from cradle to grave. The Institute is responsible for the oldest
continuous prescription drug abuse conference in the State and the oldest continuous drug disposal
conference in the world. Stemming from this are models for long term care facility drug disposal which
have been demonstrated to various officials in Maine in the past month. In addition the institute is
engaging in exploring methodology for real time fraud detection which in turn might simplify the
stability of MaineCare payment systems, not just for pharmaceuticals. An International Association is
under formation to improve best practices in all communities dealing with drug disposal. By providing
research that compares the relative rate of controlled drug return from event driven takebacks and
mailback the institute was able to present to the Central DEA Office of Diversion that events brought
back 8% and mail brought back 17% controlled drugs.

During the period of October 2009 — November 2011, approximately 29,833 envelopes have been
distributed to individuals and distribution sites.

During the period of October 2009 — November 2011, approximately 17,095 envelopes containing
medicines have been returned through the program.

From 2008 — November, 2011, approximately 21,993 envelopes containing medications have been
returned through the program.

Total pounds of medicines disposed of from 2008 to November, 2011, have been approximately 7,170.

Reasons given on survey for medications being waste:

Participant Survey Results: Top Reasons for

Medication Collection in Patient Homes

= A physician told the patient to stop taking the
medication or gave the patient a new
prescription. (27.3%)

» Medicine belonged to a deceased family
member. (19.6%)

« The person felt better or no longer needed the
medicine. {18%)

» The person had a negative reaction or allergy
to the medicine. (11.9%)

10
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What was returned:

Marketing Status of Returned Medication

(Total=11382 ltems)

UNKNOWN
228 (2%)

OVER-THE-
COUNTER
MEBICINES
1413 {12%)

UNKNOWN marketing status was
predominantly associated with
missing or insufficient data (e.g. no
match for drug name).

Future events and proposals

At some point in the next few months, the US DEA will be issuing proposed final regulations in response
to $3397 which directs the US DEA to promuigate regulations to make it easier for the public to dispose
of their unused medication. These Federal regulations will supersede State regulations and so there is a
nhatural hold period for initiating any new program other than those above which we have been told will
all be permitted to continue.

In addition CMS currently has a request for comment pending and open:
(see lower left column below)

http://www.gpo.gov/fdsys/pke/FR-2011-10-11/ndf/2011-25844.pdf

11
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of an enrolles’s medications upon his or
her request, and we seek specific
eommant as o 1kis possibllity, as well
as to any issues we may need to address
to facilitate this possibilily, For
instanca, in order for sponsots {o b able
to monilor the prevalence and
approptialencss of the dispensing of
prescriplicns in shorfer than 20 days
aupply lo ensure that a phanmacy does
not dispense a 30-day prescription In
stages in order to increase dispensing
fees, we urga the industry to develop
coding to be used by network
pharmaries to communicale lo sponsors
whether a less Ihan 30 day fill is to align
relill dates, or for that matfer, is an
[nitial fil of a new medication, of In the
Gasa of the LTC selting. Islo
communicate the dispensing
methodology enployed.

We believe that realized savings from
the daily DoslAsharEnE rale requirement
may ba partly offset by additional
dispensing fees, adminlstralive and
Fro?nmmln costs, and addjtlonal
nitlal fills of nyora expensive drugs. We
assume addiilonal dispensing fees
would result when a trial fillof a
medicatien is dispensed and the
enrolles returns 1o the pharmacy for the
remainder of the monih’s supply (or
mere} if the medicaticn were successful,
or when an enrolles cheoses to
synchronlze medicatiens. Thus, over a
year, there would boup fo 13
dispensing events for a medication
continued after a trial fill as opposed lo
up o 12, Pait B sponsors may also Jocur
soma costs to pro; their systems Lo
esiablish and apply a dally eost-shasing
ate to preseriptions dlspensed to
enrolless with less than a 30-day
supply, as wall as adminisirative costs
1o adminltster the trial il requiremant
wo prepose here. Finally, we expect
somo additional costs due te moro
{nitial fills of brand dnags that enrollees
provigusly declined to try due to the
cost of a full month’s supply when the
brand drugs are known for sigalficant
slde offects and/or 1o be frequently
poorly lolerated.

We ronsidered propasing a

uirement simélar to tha Fiftesn Day

inltlal Script program fnireduced in
Maine In the surmmer of 2008, In this
{xrognm, specific medications that wera
dantified by tha MalneCare program
with hlg,h side effect proflles, kigh
discontinuation rates, or frequent dose
adjustmaenis, wera phased n by elass
and must be dispensed [n a 15-day
tniial script to ensure cost effectiveness
wilhoul wasting or dlscarding of
dispensed, but unused, medications. We
haveo learned 1hrough representatives of
the program that MalneCare has
achleved overall savings for fwo

consecullve Stats fiscal years with
respact to both brand and generlc dmgs
through this program, despite the
additional dispensing fess. The
reprasentalives have alsp raparted that
there has been very good 2cceptance of
the program and very lillle confusion
upon implementation, While we
acknowledge 1he savings benefits of the
mandatory MaineCare approach, we
believe tha! leaving the dacision to
cbtain lees than a month’s supply of 2
grescrlpl[on with Lhe entollee and his or
er prescriber and pharmaclsi may be a
better approach in light of the veluntary
nature of the Medicare Part I program.
A previous review of 2008 PDE dala
by CMS suggested that just under 32
conl of approximalely 78.6 mitlion
ger;t fills for maintenance medicatlons
are not refilled by Medicare Part I
enrollees, Maintenance medications are
used for diseases when 1he duration of
therapy can reasonably be expected to
exceed one year, and we assume for
purposes of estimating savings to the
Part D progzam that the fack of refilis
indicates the prescribed medications
were dlsconlinued. The estimated total
roat of these discontinued medications
was approximataly $1.8 biillon (70
percent for brands and 30 percent for
generics). However, this review did not
distinguish between comnsunity and
Institutional sedlings. Fhus, to estimate
tha costs of discontlnued medicalions In
community settings only, since the daily
cost-shartng rate requirement ﬁruposed
hete does not further changs the
dlspensing requirements n {he long-
term care setting effective fanuary 1,
2813, we reduced the total costs by
approximalely 12 percent In accerdance
with CMS data on gross drug costs in
the Part D program {n 2008 in the
communliy and fnstitutlonak settings to
1emove a propertion representing long-
term care expenses. Consequently, the
adjusted total estimated cost of 2004
communily-based discontinued flest
1ills of chronic medications was
estimated at roughly §1.4 billion.
Potential savings'of a datly cost-
sharing requirement on Part 1) sponsers
would coma from a reductton of thesa
costs which would be offset by soma
additlonal dispensing fees. In ordor to
estimate tha savings, we must make
assumptions about how many first fitls
will be %[?ensed in guantitlos of less
than a 30-Gay supply, end what the
average quaniity of such first fills will
ta, It should be polnted out that these
assumptlons ara highly unceriain,
because it {s very difficult to predict -
anrolleas’ behavloral responsa. Having
noted this caveal, wo assume 20 percent
of first fills In 2013 wilt be for a supply
of 1ess than 39 days, trending to 50

percent by 2018, and that the average of
such fills will bo for a 15-day supply.
Assuming 32 percent of (haese first fitls
are discontinued, we estimate the
polential savings to the Part D program
to ba $180 million in 2013 alone, and
over $2.5 billlon by 2018.

We recognize that cerlaln medicatlons
ars universally accepted in the health
cam tommunity as nol suitable e be
dispensed In amounts less than a A0-day
supply (fot example, lotions and other
drugs not i solld form). Therefore, we
proposa to furthes Hmit the requirement
that sponsors establish and apply a
daily cost-sharing rate to drugs similar
ta thosa te which {o the Medicare Part
B long-term care dispensing
requirements apply. That is, the daily
cost-sharing rata requirement would
apply to solld oral doeses of drugs,
except antlblotics or drugs which are
dlspansed in {heir original containers as
{ndicated in tho Food and Drug
Adminisiration Prescribing Informatlon
or &8 customarly dispensed {n their
otiginal packaging to assist palients
with compliance (for example, steroid
dosa packs). Howover, unllke the long-
term cars dispensing requirements
which 2pply only te brand drugs, we are
proposing here that the daily cost-
sharlag rata requirement svould apply to
both brand and generiec drugs,

We also understand that, while there
may be additienal wasle genorated by
multipla fills when medications are
centinued ar synchrontzed {for
example, more plastic bottles and paper
inserts, additional trips to pharmactes),
{ha harmful effects on the eavironment
from unused diugs, particularly the
blological fmplications, likely have a
much greater Impact on the
environment than addltfonal
recyciables. We seek specific comments
as to this assumption.

In light of the foregoeing, wo propose
o deﬁ%w *daily oos'ﬁ)hargins rfte";i?)
£423.100. “'Dailly cost-sharing rate”
would mean, as appllcable, the
established monthly—

+ Copaymen! under tho enrolleo’s
Part D plan divided by 30 or 31 and
roended to the nearest lower dellar
amount or 1o another amount but In no
ovent to an amount which would
require the enrolies 1o pay more fora
manlh's sugply of the prescription than
the earollee would have pald ifa
month's supply had been dispensed; or

» Colnsurance rate under the
enrollee’s Part D Plan applled to the
ingredlent cost of the prescription for a
n:onth's supply divided by 30 or 31, We
soliddt comment on whether we should
establish specific rounding rules so that
sponsors are consistently calculating
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Within the State however there are some clear and definite points that need to be addressed.

1.

Immediate reversal of DEP refusal to grant waivers for in-state as has been done in NH and
Wisconsin and which were presented to a previous Commissioner of DEP,

Rewrite of DHHS Licensing and Regulatory Affairs regulations regarding Long Term Care Facility
disposal of all drugs but particularly controlled drugs such that drugs are disposed of in a timely,
secure, and environmentally consclous way.

Consideration of development of a return program for sealed unused drugs from closed
distribution pharmacy sites for use within MaineCare, as has been done in Georgia since 1997,
and now passed in 38 states, see: http://www.ncsl.org/default.aspx?tabid=14425.
Identification of an agency or collaborative of agencies that follows through on the mission of
obtaining funds to continue the successful statewide mailback program. Leadership may be
provided by the International Institute for Pharmaceutical Safety or District Coordinating
Councils within Maine’s public health structure,

12
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5. OSA to encourage the private and community partners across the state to harmonize
approaches and best practices by providing support for meetings and communication.
6. DHHS o fund research in to the lessons to be learned from what drugs are returned, why, and

how to prevent the waste In the first place.

7. Recruit research academic to conduct evaluation studies of medication disposat patterns and
methodologies to bring notoriety, credibility, and on-going funding for the work being done in

Maine.

8. Support the coliaboration of State agencies local and regional coliaborative and universities to
identify resources to address the needed education for the public and professionals on the
changes the DEA pending regulations will bring to this complex field.,

9. DEPshould be encouraged to address certifying scientific claims regarding drug disposal.

Acknowledgement and Contact

This presentation includes information collected and compiled by the Pharmaceutical Collection
Monitoring Group through use of the Pharmaceutical Collection Monitoring System™

http://medicationcleanout.com/DataCollectionProject.aspx

Stevan Gressitt, M.D., Faculty Assaciate,
University of Maine Center on Aging

Academic Member, Athens Institute for Education
and Research Athens, Greece

Founding Director, International Institute for
Pharmaceutical Safety

University of New England, College of Pharmacy,
Department of Pharmaceutical Sciences

Assaciate Professor of Clinical Psychiatry,
University of New England, College of Osteopathic
Medicine

716 Stevens Avenue

Portiand, Maine 04103

Cell: 207-441-0291 Gressitt@gmail.com

www.benzos.une.edu www.safemeddisposal.com

Jayne Harper MS, MCHES

Drug Overdose Prevention Educator
The Prevention Center
MaineGeneral Medicai Center

9 Green Sireet

Augusta, ME 04330

direct: 207.621.3740

resource center; 207.872.4102

Check out the "Take As Directed" medication
safety video! www.tinyurl.com/rxsafety

“Save A Life" overdose prevention video has been
added to You Tube:www.tinyurl.com/savelife9

i3




