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DRAFT Issue Statement, Project Focus, and Project Goals

Issue Statement

Pharmaceutical products, including generic, branded, and over-the-counter drugs, are ubiquitous in our lives. Many pharmaceuticals become waste each year as products pass their expiration date, become unwanted, or patients die. They are also being administered in large quantities to farm animals and pets. Ongoing studies reveal that pharmaceuticals enter the environment through a variety of pathways, including human excretion, and that some classes can act as endocrine disruptors, which have been linked to abnormalities and impaired reproductive performance in some species. Certain scientific studies suggest that some endocrine disruptors might also be associated with changes in immunity and behavior, or skeletal deformities in aquatic species. 

Currently, there is a lack of agreement as to whether waste pharmaceuticals should be collected in drug take-back programs for disposal. Some stakeholders believe that the current state of the science does not warrant collection. They question whether take backs have any real environmental and safety benefit since industry data show that most drugs entering waterways are derived through normal use and excretion. Even if an efficient take back system were developed, they question whether enough of the public would use it, further nullifying any potential benefit. They also argue that people misuse drugs whether or not they are wastes, and that take backs would not reduce the incidence of drug abuse.

On the other hand, other stakeholders believe that take backs are necessary to reduce pharmaceuticals entering the environment and to protect against unsafe storage practices that have resulted in accidental poisonings, overdoses, thefts, diversions, and deaths. They point to industry take-back programs operating throughout Canada and other international regions as models for the type of stewardship they would like pharmaceutical companies to assume in the U.S. Some also believe that, while the science regarding environmental impact is uncertain, the potential scope of the problem could be immense, and therefore justifies invoking the “precautionary principle.” They also argue that, if they are convinced that a problem exists and they want their citizens and patients protected, regulations should be changed to allow programs for the collection of residential pharmaceuticals that are not unnecessarily inefficient, costly or burdensome." 

This debate over whether take backs are warranted has led to confusion over what message to provide the public regarding the safest way to dispose of waste pharmaceuticals. While there is an emerging consensus that flushing unwanted pharmaceuticals down toilets is not recommended, there is disagreement over whether disposal in the garbage represents safe disposal. The issue of pharmaceutical waste presents challenges to those working in the areas of water quality, wastewater treatment, biosolids, public health, law enforcement, and solid waste management, thereby bringing together local, state, and federal government officials who often do not work together. The issue is truly one of national significance and will require the collaboration of all key stakeholders, including retail pharmacies, drug manufacturers, reverse distributors, environmental groups, and illegal diversion groups.


Project Focus

This project will focus on unwanted or waste pharmaceutical products from households, long-term care facilities (e.g., nursing homes[1] <#_ftn1>  and hospice care), and other similar generation sources from which waste pharmaceuticals may be treated as household waste (e.g., schools, cruise ships, hotels, and pet care facilities). The project will specifically address the proper management of unused pharmaceuticals that typically enter the municipal solid waste stream, municipal wastewater, or residential septic systems.  The project will not focus on personal care products or non-pharmaceutical endocrine disruptors. It will not focus on 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

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

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