 

We want to thank the DEA for publishing these proposed rules for safe medication disposal.
Overall, we are supportive of these rules and understand that DEA’s primary concern is preventing illegal diversion of controlled substances.  

We also understand that these rules only relate to voluntary collections.  It is our opinion that the Federal Government should require those who profit from the manufacture and sale of pharmaceuticals to finance the secure collection and safe destruction of outdated or otherwise unwanted medications.  This cost would be an insignificant expense for the pharmaceutical industry.  In 2011, a fee of only 1/100th of 1% of gross sales of prescription drugs in the U.S. would have generated $22,755,180.*  This is a substantial amount of money for take-back programs and public education.  * http://www.statehealthfacts.org/profileind.jsp?ind=266&cat=5&rgn=34
Other countries have national programs whose cost per pound collected is far lower than locally organized programs in this country.  A recent annual cost for Frances program was only $3,878,534 (in 2006 U.S. Dollars.)   http://www.calrecycle.ca.gov/publications/Detail.aspx?PublicationID=1370
Federal legislation mandating product stewardship for pharmaceuticals should lead to an efficient and effective take-back program.
There are a number of specific rules that we think should be changed.  Most of these relate to the Take-back events section, § 1317.65.
· As written, this rule will likely prevent collection of non-controlled substances (non-CSs) at municipally-run events including those held as part of Household Hazardous Waste (HHW) collection events.  By precluding collections from being run by municipalities and other entities not identified as "collectors" (unless they are working under the lead of a law enforcement agency, these rules could reduce overall collection options for residents.

Suggestion:  Allow municipalities to organize collections of medications, including controlled substances (CS), as long as enough law enforcement officers are present to take possession of collected medications and insure that diversion is not happening.  This would in no way change the level of security required from the proposed rule.  It would simply allow a municipality to be the lead organizing agency rather than limiting that to only law enforcement.  
· As written, only law enforcement officers can handle CS.  "No other person may handle the controlled substances at any time."
Our groups’ collection events happened in one to three locations and were utilized by an average of 480 participants.  In some cases this averaged 1.3 cars per minute coming to one location for all the hours the event was open.  If only officers are allowed to handle CS, the number of law enforcement officers needed at our events would increase substantially. 
Suggestion:  Allow collection event volunteers to handle medications, including CS, so long as enough law enforcement officers are present to ensure that diversion is not occurring.

· (c) Each take-back event should have at least one receptacle for the collection of permitted substances. The collection receptacle should be a securely locked, substantially constructed container with an outer shell and a removable inner liner as specified in § 1317.60 of this chapter. The outer shell should include a small opening that allows contents to be added to the inner liner, but that does not allow removal of the inner liner’s contents. 

The average amount of medication collected at our groups’ events is 999 pounds.  If all collected medications need to be put into this sort of container a very large number of them would be needed.  These receptacles would be prohibitively expensive to purchase for such a limited use.  Secure disposal boxes as described are designed to be permanently fixed at one location.  They would be extremely heavy and difficult to move to different one day collection event locations.
If only “permitted substances” (CS I presume) need to go in, far fewer receptacles would be needed.  However, to separate out CS from the rest of the prescription and over-the-counter (OTC) items that are turned in would require a significant number of medical professionals to handle and sort them.  This is not permissible under these rules which only allow law enforcement officers to touch any CS. 

Suggestion:  Allow collection events to continue using plastic bag lined cardboard boxes like the ones provided by the DEA for National Take-Back Initiative.  These can be sealed with evidence tape, numbered, weighed, and logged onto an evidence sheet.  Sealed boxes can be put into a larger, lockable container.  A law enforcement vehicle or trailer works well.

· The rule does not allow for CSs to be counted separately or inventoried, which prevents data collection and existing research efforts.  "Controlled substances collected by collectors may not be individually counted or inventoried."  
Suggestion:  Remove this ban on inventorying collected materials.  The ban on any non-law enforcement person from handling controlled substances at any time would also need to be removed to allow for inventory to occur.
Our groups’ inventory efforts are done under the watchful eye of law enforcement and produce data that could prove important to setting new prescribing guidelines designed to prevent so much waste medication from being generated.  Medical professionals do the actual counting of doses.  
Ongoing disposal data for residential and LTC sources, obtained from collection events and drop-boxes, would do more than provide a scientific basis for establishing better prescribing guidelines.  This data could also be used to verify if new prescribing guidelines are having a measurable effect on the amount of waste produced.  

 

Removing the ban on inventorying adds a minimal risk of diversion while offering a significant means to gather data important for setting policies to reduce the amount of pharmaceutical waste produced.

 
· The rules do not provide a method to separate out non-compliant items that may be dropped off by residents (e.g., mercury-containing or iodine-containing products) before they are sent for destruction. 
Suggestion:  Add a provision that would allow for non-compliant items to be sorting out for proper disposal.  

Despite extensive educational outreach, our experience is that one or two participants out of a hundred will drop-off a mercury thermometer or some sharps along with medications.  At our events, these items are carefully removed, under law enforcement supervision, for proper disposal.
We also have a comment about § 1317.60, the Inner liner requirements.
· This rule seems oriented to secure drop-boxes that have a disposable insert for catching the deposited medications.  Many secure drop-boxes are designed to hold reusable totes.  
Suggestion:  Clarify this rule to permit the use of a secure drop-box with a reusable, removable tote lined with an opaque plastic bag.  As soon as the tote is removed from the box, the bag should be sealed shut and removed from the tote.  It should then be required to be placed into a labeled storage container, either disposable or reusable, until it undergoes witnessed destruction.

We line our drop-boxes reusable, removable tote with a black plastic bag.  When full, the bag is taped shut, lifted out, and placed inside a reusable, hinged lid, plastic storage container.  This container is sealed with a numbered zip-tie, weighed, logged, and placed in secure storage, awaiting witnessed destruction.  It would be a simple matter to add the weight to the numbered storage container. 

 
Finally, it seems these rules forbid the collection of any illicit drug.  In the interest of public safety, it seems to us that any illegal drug should be accepted, no questions asked, for safe disposal.  This is not likely to be a frequent occurrence.  To our knowledge, out of close to 6,000 pounds of medications collected at our events, the only illicit drug received was a dozen or so doses of what an officer identified as crystal meth.  

Thanks for considering our suggestions.
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