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Subject

The King County Board of Health’s Subcommittee on Secure Medicine Return has proposed a Rule & Regulation establishing an industry-funded product stewardship model to collect and safely dispose of unwanted household medicines from County residents.
Summary

The misuse of medicines used in the home has emerged as a national epidemic over the last decade. Amounts of prescription drugs dispensed have increased overall; in particular, the quantity of prescription painkillers sold to pharmacies, hospitals, and doctors' offices quadrupled between 1999 and 2010. The rise in the amount of prescription and over-the-counter drugs available has led to an increase in the number of drug-related fatalities as well as non-fatal poisonings, nationally and here in King County. Child Death Review data from King County (2008-2010) found that 7 out of 10 deaths of children aged 10-17 years were due to a drug or multiple drugs, with 86 percent involving prescription drugs and 29 percent involving over-the-counter drugs.
  

Large amounts of prescription and over-the-counter medicines go unused for a variety of reasons. Unused, expired, and leftover drugs that accumulate in homes increase risks of preventable poisonings, drug abuse, and overdoses.  
A comprehensive system for safe disposal of unneeded prescription and over-the-counter drugs from residents does not yet exist in King County or nationally. A limited number of voluntary take-back programs in King County are collecting large amounts of medicines while demonstrating secure protocols. But these programs are not available in enough locations to adequately serve all County residents. Convenient and permanent drop-off locations and disposal options would help solve the problem, but developing a sustainable financing model is one of the barriers.
Background

Medicine take-back programs provide secure collection and environmentally sound destruction of unwanted medicines to protect public health and the environment. 
The White House Office of National Drug Control Policy, the Drug Enforcement Administration, the Food and Drug Administration, and the Environmental Protection Administration all recommend medicine take-back programs as a more secure and environmentally safe disposal method than throwing medicines in the trash.
  
Voluntary take-back programs at 24 pharmacies and 11 law enforcement offices in King County are collecting large amounts of medicines:

· Voluntary law enforcement take-back programs, including semi-annual take-back days coordinated by the DEA, have collected more than 20,000 pounds of medicines since 2010.

· Voluntary pharmacy take-back programs at Group Health and some Bartell Drugs stores have collected more than 48,000 pounds of medicines since 2010.
Use of these limited medicine take-back programs and collection events demonstrate a desire by King County residents to safely dispose of their leftover medications, but there are not enough drop-off locations to serve all county residents. 

Barriers to a comprehensive secure medicine return system in King County.

1. Convenience and access.  The voluntary medicine take-back sites are too limited in number and geographic distribution to meet the needs of the county’s residents.  There are no ongoing collection sites for narcotics and other controlled substances in the County’s largest cities. Access to the existing voluntary take-back sites is particularly limited for County residents with limited mobility or access to transportation, such as seniors or disabled residents.

2. Financing.  A dedicated and adequate source of funding is a key barrier to providing a comprehensive take-back system. Over-stretched local law enforcement and local government budgets cannot absorb the costs of providing a take-back system, leaving most of our communities without secure and environmentally sound options for disposal of leftover medicines.  Existing voluntary programs lack funds for adequate education and promotion to increase effectiveness.  

3. Lack of an efficient system.  Without a comprehensive system, each law enforcement unit, municipality, or pharmacy has developed and implemented their medicine take-back program independently.  The Local Hazardous Waste Management Program (LHWMP) has provided technical assistance and some limited resources, but take-back sites lack coordination and any efficiency of scale for transportation, disposal or program promotion.  Anecdotally, community partners and take-back locations report that residents are frustrated when they look for, or hear about medicine take-back programs then discover there is no convenient collection site in their neighborhood.

Board of Health response to the problem.

On May 17, 2012 the Board of Health heard a briefing about safe disposal of unused and expired medicines as part of its ongoing interest in protecting the health and safety of King County.  As a follow up, a subcommittee was convened to further study the issue.  Subcommittee members included Chair McDermott, Board Member Conlin, Board Member Baker, Board Member Nicola and Director and Health Officer of Public Health David Fleming.  The work of the Subcommittee had two phases: (1) hearing from interested stakeholders and (2) policy discussion and decisions, for a total of 11 meetings between July 2012 and May 2013.  A draft Rule & Regulation was presented to the full Board of Health at its May 16, 2013 and public testimony was heard.  Twenty-four members of the public provided comment, three in opposition, 21 in support.  The Subcommittee met following the public hearing and changes were incorporated, summarized below.  
Additional information on meeting proceedings and background materials are available online at the website created to provide access to the work of the Subcommittee:  http://www.kingcounty.gov/healthservices/health/BOH/MedicineTakeback.aspx.
Stakeholder and community engagement summary.

Outreach was conducted to engage a variety of stakeholders during the Subcommittee’s process. These stakeholders included those who are currently involved in providing or regulating medicine take-back activities; the pharmaceutical industry; organizations representing impacted residents; and organizations that have historically supported medicine take-back including substance abuse professionals, health and medical organizations, community organizations, and environmental groups.  
Notifications about the Subcommittee’s activities have also been made to the Sound Cities Association; the City Managers/City Administrators group; hazardous waste and recycling coordinators in King County; the King County Police Chiefs Association; the Coalition of Small Police Agencies; Solid Waste Advisory Committees for both King County and Seattle; the Metropolitan Water Pollution Abatement Advisory Committee (MWPAAC); and the Water Resource Inventory Areas in King County (WRIAs 8 and 9).  

Comment letters received during the Subcommittee process.

The Subcommittee received letters of support from the King County Take Back Your Meds Coalition; the Association of Northwest Pharmacies; the King County cities of Covington, Kent, Kirkland, SeaTac and Shoreline; the King County and Seattle Solid Waste Advisory Committees; the Creeks, Drainage, & Wastewater Advisory Committee (CDWAC); and Zero Waste Washington.  Letters of opposition have been received from Johnson & Johnson; the Consumer Healthcare Products Association; and PhRMA.
Overview of the proposed secure medicine return system.
Under the proposed Rule & Regulation, residents will be encouraged to bring leftover, expired, and unneeded medicines to secure drop boxes in retail pharmacies or law enforcement offices throughout the county.  These collection sites will participate voluntarily, and if a medicine drop-off site is not available in a specific area then periodic collection events or pre-paid return mailers will be provided.  Prepaid return mailers can be requested for residents who are home bound or disabled. Drop-off site locations and other collection services will be promoted to the community through a toll-free telephone line, a website, and print materials.  

Collected medicines will be securely handled, transported and disposed of according to federal and state laws, including policies of the Drug Enforcement Administration (DEA) and the Washington State Board of Pharmacy.  The drugs will be destroyed at properly permitted high temperature incineration facilities.

Drug producers selling medicines for residential use in or into King County are required to finance and provide the secure medicine return system.  Residents cannot be required to pay a specific fee for secure medicine return when they purchase medicines or return them.  Public Health - Seattle & King County will oversee the drug producers’ medicine return system to ensure safety and compliance with the Rule & Regulation.

Medicines accepted for return (“covered drugs”) and exempted drugs.

Prescription and over-the-counter medicines that residents use in their homes or in other residential settings will be accepted by the secure medicine return system.  Medicines in any form, e.g. pills, liquids, creams will be accepted, including legally prescribed controlled substances, such as OxyContin, Vicodin, Valium, Ritalin, and stimulants.  Current DEA regulations restrict return of controlled substances to law enforcement drop-off sites or collection events; however, new regulations the DEA is developing will authorize drug manufacturers, retail pharmacies and others to operate drop-off and mail-back programs.  

Some specific categories of medicines are exempted from “covered drugs” and instructions will direct residents not to return these medicines. These categories include: 

· Over-the-counter drugs that are also regulated as cosmetics under the federal Food, Drug, and Cosmetics Act, such as sunscreens, toothpastes, and antiperspirants;

· Pet pesticide products like flea collars;

· Vitamins and supplements, herbal-based remedies and homeopathic drugs, products, or remedies; 

· Drugs that have an established take-back system provided by the drug producer as mandated by the Food & Drug Administration;

· Drugs that are biological products if the producer already provides a take-back program. 
Operation of the system by drug producers.
The proposed Rule & Regulation defines requirements and standards, but allows drug producers to develop their own stewardship plan for providing an efficient medicine return system.  Every drug producer selling medicines for residential use in or into the county must participate in the “standard” stewardship plan.  If a producer or group of producers prefers to form a different partnership, they may propose an “independent” plan.  Both the standard plan and the independent plan must meet system requirements and standards, and be approved by Public Health before initiating operations.  If multiple stewardship plans are approved, the plans must coordinate their promotional activities to ensure residents can easily understand and use the collection services of any plan.  
A drug “producer” is defined as the company that “manufactures” a covered drug sold in or into King County, including brand name or generic drugs.  The definition of “producer” does not include: 
· Compounding pharmacists preparing drugs for an individual patient, or 
· Retailers whose store label appears upon a covered drug, unless it is not possible to identify the manufacturer of the store brand drug.

System requirements & standards.
The primary collection method will be secure drop boxes at retail pharmacies and law enforcement offices. The Rule & Regulation defines a “service convenience goal” to ensure convenient and equitable access for all residents. Any retail pharmacy or law enforcement agency that volunteers to be a drop-off site must be included in the collection system to ensure as many drop-off sites as possible.  Any areas lacking a minimum number of drop-off sites will be served through periodic collection events and/or through mail-back programs.  Prepaid, preaddressed mailers can be requested for home bound or disabled residents.  Handling of all drugs must conform to all applicable federal and state laws and regulations, including those of the DEA and the Washington State Board of Pharmacy. Collected medicines must be disposed of at a properly permitted hazardous waste facility, unless permission is granted to use a large municipal waste combustion facility (e.g. a Waste-to-Energy facility) because of cost or logistical barriers.  Use of alternative disposal technologies that provide superior environmental and human health protection may also be approved if specific criteria are met.

Promotion and evaluation requirements.
Drug producers are required to promote safe storage of medicines and how to use the medicine return system to residents, pharmacists, retailers, and health professionals; provide materials to pharmacies, health care facilities, and others; and provide a website and a toll-free number.  Drug producers must work with collectors to develop clear instructions on use of secure drop boxes and a readily recognizable, consistent drop box design.  Drug producers must report annually on the pounds of medicines collected, annually evaluate the effectiveness of program promotion, and conduct surveys to measure awareness and program convenience after the first program year, and again at years five and nine.
The LHWMP will develop template educational materials for use by pharmacies, law enforcement, health care providers and local governments, and provide targeted education to key populations.
Oversight and enforcement.
Public Health will oversee the program to ensure compliance and safety. Public Health oversight authority includes: review and approval of the stewardship plan(s) from drug producers, monitoring of plan operations, inspections as needed, review and approval of substantive changes to the approved stewardship plan(s), and review of annual reports.  Drug producers who are not in compliance with the Rule & Regulation are subject to written warnings and civil penalties of up to $2,000 per day.  Public Health oversight costs will be recovered through plan review and annual operating fees from producers.

Timing of stewardship plan submission, review and implementation.  

The Rule & Regulation defines a detailed implementation schedule for drug producers to comply with, including deadlines for stating intent to participate in the standard stewardship plan or to propose an independent stewardship plan, identifying a plan operator as an official point of contact for the standard plan or any independent plan, notifying every retail pharmacy and law enforcement agency in the county of the opportunity to participate as a drop-off site, and submitting a proposed stewardship plan for review no later than one year after the Rule & Regulation is adopted.

The Rule & Regulation defines Public Health’s process and timing for review of proposed stewardship plan(s), including actions producers must take if their proposed stewardship plan is rejected as insufficient that ensure an approved stewardship plan will be created.  No later than three months after a stewardship plan is approved, the plan must begin operations.  Annually, drug producers shall submit a report on the activities and results of their stewardship plan.  At least every four years, drug producers shall update their stewardship plan.

Changes to the proposed Rule & Regulation.
An initial public hearing on the proposed Secure Medicine Return Rule & Regulation was held on May 16, 2013.  Following that hearing, the Subcommittee on Secure Medicine Return directed staff to make some adjustments to the policy, and authorized correction of minor technical issues identified by staff.
Summary of changes, in order as they occur in the proposed Rule & Regulation:

1.   Section 1.H. - added language to Findings on Board’s intent not to preclude producers from recouping their costs of providing the program. 

2. Section 5.T. - added a definition for “unincorporated community service area” which is used in Section 8.D.3.
3. Section 6.C. - added language clarifying timing for when a producer that initiates sale of a covered drug in or into the county must notify Public Health of intent to participate in a stewardship plan.
4. Section 7.H. - clarified that stewardship plans must consider the activities described in subsections 1. and 2. through deletion of the word “voluntarily” from “will voluntarily consider”.
5. Section 9A.5. - expanded requirements for surveys that must be conducted by the stewardship plan(s) after program years one, five, and nine to assess awareness of the medicine take-back system, convenience of drop-off sites and other collection methods, and knowledge and attitudes about risks of poisoning, abuse, and overdoses from medicines used in the home. 
6. Section 11.C. - reworded language specifying that no person or producer may charge a specific fee on medicines at point-of-sale or point-of-collection to recoup costs of a stewardship plan.
7. Section 16.F.  - added provision that the director may assess civil penalties for violations of Section 13.  
8. Section 17.C. - expanded requirements for Public Health’s annual report to the Board of Health to include an evaluation of the secure medicine return system, summarize available data on medicine abuse and misuse trends,  and review comprehensive prevention strategies to reduce risks of medicine abuse, overdoses, and poisonings.
Estimated costs of a county-wide secure medicine return system. 
Costs to drug producers for providing a county-wide secure medicine return system would depend on their selections in stewardship plan design to meet the proposed Rule & Regulation’s requirements and standards and on variable costs depending on the amount of medicines collected, the number of collection sites and methods utilized, and other factors.

Start-up expenses would include development of the stewardship plan, promotional materials and a website.  For the standard stewardship plan, the start-up expense of purchasing secure drop boxes for drop-off sites would be supported by the LHWMP which would ensure provision of up to 400 base-model boxes.   Producers who are approved to operate an independent stewardship plan must purchase secure drop boxes for drop-off sites participating in their plan.

Ongoing variable expenses would include collection supplies for drop-off sites, prepaid mailers, transportation and disposal of collected medicines.  These costs are dependent on the number of drop-off sites, the amount of medicines collected, and other collection methods utilized. 

Ongoing fixed expenses would include program promotion, evaluation, and administration.  Depending on stewardship plan design, fixed expenses may also include warehouse rental for consolidation and secure storage of collected medicines prior to transport to final disposal.

Because costs of the secure medicine return system are dependent on stewardship plan design and the amount of medicines collected, annual costs can only be roughly estimated.  Two estimates of annual operating costs of the standard stewardship plan based on requirements and standards of the proposed Rule & Regulation are provided below.  Assumptions used for the number of drop-off sites and pounds of medicines collected per capita were selected to create a low and high estimate of plan expenses. These estimates are not meant to imply a direct relationship between number of drop-off sites and pounds of medicines collected, i.e. the lower number of drop-off sites could collect a larger amount of medicines per capita.  Both estimates include substantial expenses that may not be required, such as law enforcement escort during transportation of all collected medicines and warehousing of drugs prior to final disposal.

Estimate 1:  approximately $600,000 annual operating expense to drug producers collectively.  Assumes operation of 85 drop-off sites and collection of 50,000 pounds of medicines per year (0.0255 pounds per capita).

Estimate 2:  approximately $1.3 million annual operating expense to drug producers collectively.  Assumes operation of 400 drop-off sites and collection of 300,000 pounds of medicines per year (0.1533 pounds per capita).  

Comparison of estimated costs of secure medicine return to annual medicines sales.

Analysis of the pharmaceutical industry finds over 53,000 prescription drugs and over 17,000 over-the-counter drugs approved for sale in the U.S. by the Food & Drug Administration.
 Pharmaceutical sales in King County are estimated at more than $1.17 billion per year according to available industry information on prescription and over-the-counter drug sales.

Estimated dollars spent on prescription drug sales in 2011
 

$ 1,055,605,327

Estimated dollars spent on over-the-counter medicines in 2011


$    110,531,520

Estimated total dollars spent on medicines in 2011 in King County
$ 1,166,136,847

Drug producers whose products are sold for residential use in Washington state include at least 167 companies, based on a list of pharmaceutical manufacturers provided to Public Health by Cardinal Health, a large local distributor of prescription and over-the-counter medicines.
  Sixty-three of these manufacturers produce both prescription and over-the-counter medicines; 78 produce prescription medicines only; and 26 manufacturers produce over-the-counter medicines only.  This list does not include store brands for over-the-counter medicines, but includes manufacturers who make store branded over-the-counter medicines.

When compared to annual sales amounts, estimated annual operating costs of $600,000 to $1.3 million per year (see above) to drug producers collectively for providing the secure medicine return system would be less than or roughly equal to 0.10 percent of annual medicines sales. Or expressed per unit of medicines sold in the county, the costs to drug producers would be roughly 1.8 to 3.8 pennies per container of prescription or over-the-counter medicines sold.
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� Drug Disposal Guidances from Federal Agencies:  (1) The White House Office of National Drug Control Policy encourages citizens to “take advantage of community drug take-back programs or other programs, such as household hazardous waste collection events, that collect drugs at a central location for proper disposal.”  The ONDCP recommends trash disposal only if no take-back program is available, in its Federal Guidelines for Proper Disposal of Prescription Drugs (October 2009), see � HYPERLINK "https://www.ncjrs.gov/pdffiles1/ondcp/prescrip_disposal.pdf" �https://www.ncjrs.gov/pdffiles1/ondcp/prescrip_disposal.pdf� ; 


2) The Drug Enforcement Administration states “Unused prescription drugs thrown in the trash can be retrieved and abused or illegally sold….Take-back programs are the best way to dispose of old drugs.” – materials for DEA National Prescription Drug Take-back Day, April 27, 2013. See: � HYPERLINK "http://www.justice.gov/dea/take-back/images/PDFs/2013/Handout-English-042713.pdf" �http://www.justice.gov/dea/take-back/images/PDFs/2013/Handout-English-042713.pdf�;


3) The Food and Drug Administration encourages the use of medicine take-back programs and currently advises that throwing specific drugs in the trash is so dangerous that they should be “flushed down the sink or toilet…when they cannot be disposed of through a drug take-back program.” See: � HYPERLINK "http://www.fda.gov/Drugs/ResourcesForYou/Consumers/BuyingUsingMedicineSafely/EnsuringSafeUseofMedicine/SafeDisposalofMedicines/ucm186187.htm" �http://www.fda.gov/Drugs/ResourcesForYou/Consumers/BuyingUsingMedicineSafely/EnsuringSafeUseofMedicine/SafeDisposalofMedicines/ucm186187.htm�; and (4) The Environmental Protection Agency “encourages the public: to take advantage of pharmaceutical take-back programs or household hazardous waste collection programs that accept pharmaceuticals. If there are no take-back programs near you contact your state and local waste management authorities (the disposal of household waste is primarily regulated on the state and local levels) with questions about discarding unused pharmaceuticals, whether or not these materials meet the definition of hazardous waste” See: � HYPERLINK "http://www.epa.gov/ppcp/faq.html" \l "how" �http://www.epa.gov/ppcp/faq.html#how� .





� USFDA – National Drug Code Database.  Available online at: � HYPERLINK "http://www.fda.gov/Drugs/InformationOnDrugs/ucm142438.htm" �http://www.fda.gov/Drugs/InformationOnDrugs/ucm142438.htm�.  Data downloaded on July 30, 2012; FDA - Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations. Available online at: � HYPERLINK "http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm" �http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm�; Physician’s Desk Reference for Nonprescription Drugs.  2012. PDR Ed. 33. Online reference drug database, available online at: � HYPERLINK "http://www.Drugs.com" �www.Drugs.com� 





� Data for prescription medicine sales were obtained from the Kaiser Family Foundation’s statehealthfacts.org website, see 2011 Washington State data for prescriptions filled and sales dollars available online at: http://www.kff.org/state-category/health-costs/budgets/?state=WA. Available data is only for prescriptions filled at retail pharmacies, which includes chain pharmacies, independent pharmacies, food stores and mass merchandisers.  Prescriptions filled by mail order are not reported. Analysis by Pembroke Consulting found that 17.5 percent of prescriptions were purchased through mail-order pharmacies in 2009, see http://www.drugchannels.net/2010/08/new-data-on-pharmacy-industry-market.html. �Data for the U.S. and Washington State is taken directly from the Kaiser Family Foundation website.  They report Washington State is 2.1 percent of U.S. for the total number of retail prescriptions filled at pharmacies, and 1.6 percent of U.S. for total retail sales for prescription medicines sold.  King County figures were calculated on a per capita basis from the state data:  King County’s population is 28.8 percent of Washington’s total population.





� Data for over-the-counter (OTC) medicines sales were obtained from the Consumer Healthcare Products Association’s website, see � HYPERLINK "http://www.chpa-info.org/pressroom/Retail_Sales.aspx" �http://www.chpa-info.org/pressroom/Retail_Sales.aspx� for 2011 data.  The data reported is total dollars spent on OTC medicines in the U.S., which includes personal care products that are regulated as OTC medicines such as toothpaste, sunscreen, and medicated shampoos. The 2011 data reported by CHPA does not include Wal-Mart’s sales for OTC medicines.





� “Drug Companies Whose Products Are Distributed in Washington State by Cardinal Health”.  Pharmaceuticals Project, Local Hazardous Waste Management Program in King County. November 12, 2012.  Available online at: � HYPERLINK "http://www.kingcounty.gov/healthservices/health/BOH/~/media/health/publichealth/documents/boh/MTB/DrugDefinitionsNov2012.ashx" �http://www.kingcounty.gov/healthservices/health/BOH/~/media/health/publichealth/documents/boh/MTB/DrugDefinitionsNov2012.ashx�.
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