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Proposed Problem Statement 
Pharmaceutical products are ubiquitous in our lives; millions of pharmaceuticals become wastes each year as products pass their expiration date, become unwanted, or patients die. These chemicals reach the environment either through excretion or deliberate disposal of unused medications. According to a 2002 U.S. Geological Survey study, organic wastewater contaminants, such as drugs, hormones, steroids, and personal care product ingredients, were found in 80 percent of the 139 streams tested; antibiotics and prescription drugs were among the most frequently detected chemicals.   Ongoing studies reveal that pharmaceuticals are migrating into the environment and that some classes can act as endocrine disruptors, which have been linked to abnormalities and impaired reproductive performance in some species. Scientific studies suggest that some endocrine disruptors might also be associated with changes in immunity and behavior, and skeletal deformities.
Pharmaceutical wastes present water, wastewater, biosolid, public health, and solid waste management challenges, bringing together components of the waste management system that often do not work together.  Currently, there is a lack of understanding as to whether there are convenient, consistent, legal, and safe ways to dispose of unwanted pharmaceuticals.  This has led to an increased presence of pharmaceuticals in the environment (with little knowledge of their impact), as well as to unsafe storage practices that have resulted in accidental poisonings.  The problem is particularly visible among the elderly and at long-term care facilities, where outdated or unused medications accumulate, presenting safety and disposal concerns.  

Currently, residents are often instructed to flush unwanted pharmaceuticals down toilets, leading to potential contamination of surface waters, ground waters, and biosolids, and resulting in exposure to aquatic organisms.  When residents dispose of pharmaceutical products in the garbage, these products present potential safety risks to the general public and to solid waste collection workers. Leachate collected from lined landfills can potentially introduce pharmaceuticals to wastewater treatments systems and resulting biosolids.  In the small number of cases where waste is disposed of in unlined landfills, pharmaceuticals could leach into groundwater and enter the drinking water supply.  Another current collection option, special collection programs, may not be financially or legally feasible for local agencies, are unavailable in many parts of the country, and still do not necessarily address the issue of proper disposal. Finally, existing regulatory barriers also pose significant challenges for potential collection programs.
Proposed Project Focus 

This project will focus on unwanted or waste pharmaceutical products from households and long-term care facilities (e.g., nursing homes and hospice care).  The project will not focus on personal care products or non-pharmaceutical endocrine disruptors. PSI’s efforts will specifically address the proper management of unused pharmaceuticals that typically enter the municipal solid waste stream, municipal wastewater, or residential septic systems.  PSI will not attempt to solve any problems related to the use of pharmaceuticals, although the impacts of dispensing and use practices that are relevant to the generation of unwanted and waste pharmaceuticals will be explored.

Proposed Project Goals

Primary Goal

· Evaluate the need and opportunities for a nationally coordinated system for the management of unwanted/waste pharmaceuticals that allows for multiple solutions to reflect regional differences. 

· Increase the safe, legal, and environmentally protective collection and disposal of unwanted/waste pharmaceuticals through the development of best management practices.

Secondary Goal

· Identify opportunities for reducing unwanted/waste pharmaceuticals. 

· Evaluate the amount of unused/waste pharmaceuticals that are available for proper management.
Project Overview

PSI has begun the initial scoping for a national product stewardship dialogue on pharmaceutical wastes. This project phase will include the development of a concise report that PSI calls a Product Stewardship Action Plan, which includes a proposed problem statement, proposed project focus and goals, key issues, potential solutions, and existing efforts in the United States and abroad. This document will set the stage for four two-day multi-stakeholder meetings over a year. 

PSI takes a product stewardship, shared responsibility approach that involves those responsible for the manufacturer, distribution, dispensing, use, and disposal of pharmaceutical products. PSI’s collaborative method entails presenting the entire issue, developing trust among participants, honoring existing partnerships, and finding each participant’s role within the context of an overall solution. PSI will identify areas where innovation is most needed and develop a plan to fill the void, with projects, policies, or other initiatives.  
Dialogue Process and Timeline

This project is comprised of the following three phases:

Phase I

· Conduct literature search.

· Identify and summarize existing efforts.

· Identify and interview key stakeholders; invite participation in national dialogue.

· Develop Product Stewardship Action Plan for Unwanted/Waste Pharmaceuticals.

· Post Action Plan and project materials on PSI website.

Phase II

· Convene four national dialogue meetings with key stakeholders.

· Convene workgroups between meetings.

· Develop priority agreement(s) with key stakeholders.

· Promote and disseminate project results through multiple venues.

Phase III

· Jointly implement priority projects and initiatives. 

Phase I

PSI will identify key participants needed for progress to be made on this issue, and interview them to obtain their perspectives on the problem, key issues, and solutions. These interviews, along with existing research and other available information, will form the basis for a concise, but comprehensive, Product Stewardship Action Plan for Unwanted/Waste Pharmaceuticals that will set the stage for four two-day multi-stakeholder meetings.  PSI will coordinate the literature search/research with in-kind research conducted by government partners. 

Timeline: Current - June 2008
Phase II

The goal of the stakeholder meetings will be to reach consensus on the top strategies for safely managing pharmaceutical wastes, including additional pilot projects, regulatory changes, or other initiatives.  Prior to the first meeting, PSI will develop a roadmap for all four meetings, and hold individual conversations with selected participants to enhance the likelihood of consensus. Following each meeting, PSI will develop meeting notes and next steps. Between meetings, PSI will convene two workgroups focused on priority issues that emerge from the meetings.  Workgroup leaders will make presentations at subsequent full stakeholder meetings to further address priority issues and move closer to resolution.  Throughout the project, and beyond, PSI will act as a clearinghouse of information for managing pharmaceuticals, using the PSI web site, a list serve, a contact database, e-mail lists, and communication channels of other organizations.

Timeline: June 2008 - May 2009
Phase III

PSI expects that Phase III will involve the implementation of prioritized strategies that the group will agree to pursue together in Phase II. It is possible that the group, or a segment of participants, may want to immediately embark on one or more strategies while the Phase II dialogue is still underway. Implementation of good ideas should occur as soon as possible.  PSI expects that additional funding will be required to implement these strategies and will depend on the type of agreements that are developed. 

Timeline: to be determined
Coordination with Existing Efforts

In researching this project, PSI identified many pilot projects either in progress or under development to address unwanted pharmaceuticals.  One effort by the U.S. Environmental Protection Agency will provide a forum for the vast amount of research being conducted on this issue. Pilot collection projects and other efforts have popped up sporadically around the country in California, Maine, Washington State, Missouri, Florida, and other locations. An August 2004 background research report commissioned by the City of San Francisco outlined the problem, existing efforts, steps for a pharmacy take-back program in San Francisco, and recommendations that include product stewardship and the need to finance a safe collection and disposal system.  Many other projects are emerging as local agencies recognize the problem and are testing various solutions.  The PSI project will provide a national umbrella for such local pilots, and help move us toward a coordinated, comprehensive solution. By coordinating efforts and sharing results, PSI will save time and money for all those working on managing pharmaceutical wastes.
Project Benefit

This project will coordinate separate existing efforts and enlist the support of key players in a national dialogue to create synergy that will propel the movement farther than individual entities could do independently.  Using its network of 42 state members, 50 local government members, and 13 Adjunct Council members (business, environmental, and organizations), PSI will provide the institutional capability to strengthen existing management efforts, then promote successes to those state and local areas not yet focused on the issue. PSI will create a forum for sharing information about successful collection models, the resolution of inter-state regulatory issues, and the ability to identify remaining gaps in understanding and the need for action. It will provide the framework in which others can conduct projects so that project goals are most applicable to the widest number of stakeholders. 

How to Participate

The project is underway. PSI expects over 50 state and local government agencies to be involved in this dialogue, and another 20-30 stakeholders from industry and other entities. If you are interested in participating, contact Susan Frechette, Senior Associate , at 617-236-4866, or susan@productstewardship.us, or Scott Cassel, PSI Executive Director, at scott@productstewardship.us, or 617-236-4855. 
Key Links

U.S. EPA pharmaceuticals web site: http://www.epa.gov/nerlesd1/chemistry/pharma/index.htm
Household Pharmaceutical Waste: Regulatory and Management Issues, San Francisco Department of the Environment, available at:  http://www.productstewardship.us/prod_pharm_project.html
American Water Works Association web cast presentations (May 8, 2005): http://www.awwa.org/Education/WebCasts/Materials/presentations050405.cfm
Canadian pharmaceutical take-back program: http://www.napra.org/docs/0/97/194/184.asp
Australian pharmaceutical take-back program (Return Unwanted Medicines – RUM): http://www.returnmed.com.au/
Description of the Product Stewardship Institute

The Product Stewardship Institute, Inc. (PSI) is a national non-profit membership-based organization located in Boston, Massachusetts. PSI works with state and local government agencies to partner with manufacturers, retailers, environmental groups, federal agencies, and other key stakeholders to reduce the health and environmental impacts of consumer products. PSI takes a unique product stewardship approach to solving waste management problems by encouraging product design changes and mediating stakeholder dialogues. PSI has pioneered an approach to environmental protection whereby state and local governments work together to provide incentives to manufacturers and retailers to consider the entire life-cycle impacts of a product and its packaging.  PSI’s services include Policy Development Assistance; Coordination, Facilitation, and Mediation; and Outreach and Education. PSI has been, or is currently involved in, developing product stewardship solutions for the following products: electronics, paint, fluorescent lamps, mercury switch thermostats, medical sharps, pharmaceuticals, pressurized gas cylinders, radioactive devices, tires, and beverage containers.
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