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Subject

Secure Medicine Return Regulations annual implementation report.

Summary

In June 2013, 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.  This staff report summarizes implementation activities over the past year, with a focus on stewardship plan review and approval, including:

2015

	February
	Two proposed stewardship plans were submitted for review.


	May
	Each initial plan submitted for review was rejected with the opportunity 
to submit a revised plan.


	October
	One revised plan was granted approval as the Standard Plan.  One revised plan was rejected with the opportunity to submit a third and final revised plan for review.


	December
	Third and final revised plan was submitted for review and approval as an independent plan.



Stewardship Plan Approval
 
Following adoption of King County’s Secure Medicine Return Regulations (regulations), two stewardship organizations, ReturnMeds, a subsidiary of Call2Recycle, and King County MED-Project, a subsidiary of the Pharmaceutical Product Stewardship Working Group, submitted proposed stewardship plans for review on behalf of the drug companies they represent. Each initial plan submitted was rejected with the opportunity to submit a revised plan. 




ReturnMeds  
On second review, the revised plan submitted by ReturnMeds was approved as the Standard Plan in October, 2015. The Standard Plan is the plan that all drug producers must participate in unless they are participating in an approved Independent Plan. The plan represents 12 participating drug producers and is expected to begin collecting unwanted medicines no later than June 18, 2016.

King County MED-Project
On second review, the revised plan submitted by King County MED-Project was rejected, with the opportunity to submit a third and final revised plan for review. The stewardship plan represents 372 participating drug producers. 

A third revised plan is currently under review for approval as an Independent Plan.  Approval or rejection of the revised plan will be no later than March 18, 2016.  If approved, the King County MED-Project stewardship plan is expected to begin collecting unwanted medicines no later than June 18, 2016.  If the plan is rejected, the participating drug producers are required to join the approved Standard Plan to remain in compliance.  

Participating Drug Producers
There are 384 drug producers participating in a stewardship plan including trade association members from the Pharmaceutical Researchers and Manufacturers of America (PhRMA), Generic Pharmaceutical Association (GPhA), Biotechnology Industry Organization (BIO) and the Consumer Health Care Products Association (CHPA) and drug producers that are not members of a trade association. 

Convenient and Equitable Collection 
There are 139 pharmacy and law enforcement locations that have expressed their interest in participating in a stewardship plan as a voluntary collector. The regulations require a minimum of one drop-box in each city, town and unincorporated community service area in the county.  One additional drop-box is also required for every 30,000 residents within each city, town and unincorporated area.  Homebound and differentially-abled residents will be able to dispose of their unwanted medicines using a mail-back envelope.  Periodic collection events will also be provided.  

Service to Residents
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. Medicine collection is expected to be available starting in mid-June. Information on how to find a drop-box location, collection event or to request a mail-back envelope will be available on the approved stewardship plan’s website or by using their call line.     



Ongoing Operations and Oversight
Public Health-Seattle & King County and the Local Hazardous Waste Management Program (LHWMP) in King County will oversee the program for safety and for compliance with the requirements and standards of the Regulations.  Notifications will be sent to obligated drug producers that are not participating in a stewardship plan.  

[bookmark: _GoBack]Cost reimbursement for up to 400 drop-boxes will be provided by LHWMP to the approved Standard Plan.  Marketing the new medicine collection program to King County residents will be provided by the approved stewardship plan operator(s).  LHWMP will also provide outreach to the King County residents.  

