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Subject

A report on the status of implementation of the Secure Medicine Return Regulations.

Summary

In June 2013, the King County Board of Health passed Rule & Regulation 13-03 creating BOH Chapter 11.50 to protect the public’s health, safety and welfare from improper handling and disposal of unwanted medicines. The regulations require an industry-funded product stewardship program to collect and safely dispose of unwanted household medicines from residents of the county. When the program is in operation, 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. The program will be funded and operated by drug producers selling medicines for residential use in or into King County. Public Health-Seattle & King County and the Local Hazardous Waste Management Program in King County will oversee the program for safety and for compliance with the regulation’s requirements and standards. 

Key Implementation Dates
 
Notifications to drug producers
Following the adoption of the Regulations in 2013, potential drug producers were identified and notified of the requirements of the Regulations.  One hundred ninety-seven drug producers provided their intent to participate in a stewardship plan under the Regulations in compliance with the December 20, 2013 requirement.

Extension of implementation deadlines pending industry lawsuit against King County
In February 2014, certain implementation deadlines were extended as a result of an agreement in a lawsuit challenging King County’s regulations.  The lawsuit, which was filed by the Pharmaceutical Research and Manufacturers of America (PhRMA), Generic Pharmaceutical Association (GPhA), Biotechnology Industry Organization (BIO), and Consumer Healthcare Products Association (CHPA), is similar to a separate lawsuit against Alameda County, California.  Since the Alameda County lawsuit, which was under review by the federal Ninth Circuit Court of Appeals, would likely affect the King County lawsuit, King County agreed to extend the March 20, 2014 deadline related to notification of the stewardship plan operator and notification to potential collection sites, and the June 20, 2014 deadline related to submitting proposed stewardship plan(s) for review and approval, until after the Ninth Circuit decision (see change in extended implementation deadlines discussed below).  Drug producers were notified by certified letter of the extension in implementation deadlines. 

Rulemaking to adopt fees and rates
The Regulations require drug producers participating in a stewardship plan to cover King County’s costs of administering and enforcing the adopted regulations.  These costs are related to the review and approval of stewardship plan(s), any petition to use alternative final disposal technologies, annual operating fees and enforcement. A proposed schedule was developed and a notice of proposed rulemaking to adopt fees and rates was provided, including an invitation to comment to stakeholders. On May 15, 2014 the King County Board of Health adopted fees and rates as part of implementation of Secure Medicine Return Regulations (BOH 11.50.160).  

Drug Enforcement Administration (DEA) final rule
On September 9, 2014 the federal DEA published its final rule expanding how controlled substances can be collected from residents.  The rule went into effect on October 9, 2014. When implemented, the expanded methods of disposal are expected to benefit the public by decreasing the supply of controlled substances available for misuse, abuse, diversion, preventable poisoning and to protect the environment. The DEA’s final rule on secure and responsible drug disposal provides an opportunity to expand the number of potential collection locations available in King County.  In addition to law enforcement agencies that currently collect controlled substances from residents, expanded residential collection includes retail pharmacies, hospitals/clinics with an on-site pharmacy, narcotic treatment centers and long-term care facilities. The final DEA rule is consistent with the requirements under the King County Board of Health regulations and will allow for a full and robust collection system to be implemented locally.

Ninth Circuit Court of Appeals upheld Alameda County’s ordinance
On September 30, 2014 a decision by the federal Ninth Circuit Court of Appeals was issued that upheld Alameda County’s Safe Drug Disposal ordinance.  This decision allows implementation of King County’s extended deadlines to proceed.  However the lawsuit against King County is still in place. The timing of resolution of the lawsuit will depend, in part, on whether PhRMA, et al. file a petition asking the U.S. Supreme Court to review the Ninth Circuit’s decision in the Alameda case.

Notification of change in extended implementation deadlines
On October 30, 2014, certified letters were sent to participating drug producers notifying them of the new compliance dates established for extended implementation deadlines and of the requirements under the regulations (BOH Section 11.50.040.D.1 and 2.).  Established compliance dates include:

November 14, 2014 - By this date, producers are required to (a) identify in writing a stewardship plan operator, including contact information, and (b) notify all retail pharmacies and law enforcement agencies in King County of the opportunity to participate as a drop-off-site and the process to form an agreement with the stewardship plan. (BOH Section 11.50.040.D.1 and 2.) These two requirements are discussed below.

February 12, 2015. - By this date, producers are required to submit a proposed stewardship plan and plan review fee. (BOH Section 11.50.040.D.3 and 11.50.120.A.) 

Drug producer notification of stewardship plan operator
Two organizations have expressed their interest in the role of Product Stewardship Plan Operator and include (a) Pharmaceutical Product Stewardship Work Group (PPSWG), a stewardship organization created by pharmaceutical trade associations, submitting their proposed plan as King County MEDS-Project, LLC, and (b) Call2Recycle, an industry-funded stewardship program for portable battery and electronics industries, submitting their plan as ReturnMeds, LLC. 

Currently 253 drug producers have identified one of the interested organizations as their stewardship plan operator. The number of drug producers includes most of the 197 drug companies that provided their notice of intent by the December 2013 deadline and additional parent and affiliate drug companies who are newly participating as a drug producer under the regulations, all meeting the requirements of the November 14, 2014 compliance deadline.

Drug producer notification to potential collection sites
[bookmark: _GoBack]Potential collection locations in King County were notified of the opportunity to participate as a drop-off-site and the process to form an agreement with the stewardship plan.  Notification letters were sent by stewardship plan operators on behalf of the drug producers they represent to all retail pharmacies and law enforcement agencies in King County (400 total) meeting the requirements of the November 14, 2014 compliance deadline.

Next Steps
The implementation team anticipates receiving one or more draft stewardship plan(s) by the February 12, 2015 compliance deadline. Plan(s) submitted that meet the requirements of the regulations and approved during the first plan review period are expected to be operational in fall of 2015. The implementation team will continue to keep the Board of Health informed as implementation of the regulations continues in 2015. 
