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BACKGROUND:
The nonmedical use of prescription drugs is a growing problem in the United States, particularly among teenagers, and Native Americans.  Nearly 68 percent of those who used prescription pain relievers non-medically in 2012-2013 received them from friends or relatives (SAMHSA 2013).  A national survey of U.S. adults who used opioids showed that nearly 6 out of 10 had or expect to have leftover opioids (JAMA Internal Medicine Journal).  Proper medication disposal plays a key role in the fight against prescription drug abuse.  The FDA recommends: “consumers and caregivers should remove expired, unwanted, or unused medicines from their home as quickly as possible to help reduce the chance that others may accidentally take or intentionally misuse the unneeded medicine”.  When there is not a DEA authorized collector available, the FDA recommends flushing high-risk medications such as opioids down the toilet to prevent diversion and unwanted exposure.  However flushing these medications down the toilet allow for the active ingredients enter the water system.  Increased patient availability to DEA authorized collectors is the safest way to decrease unwanted medications in the patient’s home.  A permanent collector site utilizing medication disposal receptacles is the DEA preferred method for collection.  The DEA requirements of a collection receptacle include: 14 gauge steel, a one way medicine drop with locking door, and a double lock front access door.  Container size is variable and selected to meet the needs of the location.  A larger container (e.g.: a 38 gallon) is ideal for facilities with larger patient populations that may generate more unwanted medications, while a smaller container (e.g.: 18 gallon) may be ideal for smaller facilities such as long-term care facilities or facilities with lower traffic. 
POLICY:

As authorized by the Secure and Responsible Drug Act of 2010, the ______ IHS Hospital/Clinic: 
· Shall maintain registration with the DEA as an authorized collector of Controlled Substances from ultimate end users during the time it is offering collection services;  
· The Hospital/Clinic will maintain collection receptacles in the facility Pharmacy; 
· The Hospital/Clinic will extend the controlled substance diversion prevention program to this activity.  Elements of the diversion prevention program will include awareness of regulatory requirements, system-level controls, and provider level controls.  
DEFINITIONS:

Who is an “ultimate user”? 
• The Controlled Substance Act (CSA) defines an “ultimate user” as “a person who has lawfully obtained, and who possesses, a controlled substance for his own use or for the use of a member of his household or for an animal owned by him or a member of his household.”
Who is a “practitioner”? 
• The Controlled Substance Act (CSA) final rule defines an “practitioner” as “a physician, dentist, veterinarian, scientific investigator, pharmacy, hospital, or other person license, registered, or otherwise permitted, by the United States or the jurisdiction in which he practices or dose research, to distribute, dispense, conduct research with respect to, administer, or use in teaching or chemical analysis, a controlled substance in the course of professional practice or research.”

What is “collection”? 
• “Collection” means to receive a controlled substance for the purpose of destruction from an ultimate user, a person lawfully entitled to dispose of an ultimate user decedent’s property, or a long-term care facility on behalf of an ultimate user who resides or has resided at that facility. The term “collector” means a registered manufacturer, distributor, reverse distributor, narcotic treatment program, hospital/clinic with an on-site pharmacy, or retail pharmacy that is authorized to so receive a controlled substance for the purpose of destruction.
What is a “reverse distributor”? 
• Reverse distribute means to acquire controlled substances from another registrant or law enforcement for the purpose of: return to the registered manufacturer to accept returns on the manufacturer’s behalf; or destruction
What is the “3 day rule”? 
• The 3 day rule pertains to a full inner liner shall be picked up from the facility by a common carrier within 3 calendar days from removal.
PROCEDURE:

1. Pharmacy:  
A. Container Location:  as part of the diversion prevention program, the collection receptacle will be maintained in a fixed location with sufficient security, privacy, and convenience and accessibility to ultimate users.  The collection receptacle will be in a location routinely monitored by hospital employees.  The receptacle will be maintained in plain view of security cameras.  
B. Pharmacy will utilize pharmaceutical wasting and reverse distributors to maintain pharmacy inventory as required by Federal law.

C. Container requirements:

1. Collection receptacle: steel container unit with one-way medicine drop with locking door; double-locked front door access; and mechanism to fasten to permanent structure so that it cannot be removed.  To decrease diversion the receptacle shall have two different locks to the access door, the keys shall be secured and only accessible to authorized staff.
2. Container shall prominently display a sign indicating that only Schedule II-V and non-controlled substances are acceptable.  Schedule I controlled substances, controlled substances not lawfully possessed by the ultimate user, and other illicit or dangerous substances are not permitted.  The small opening in the outer container of the collection receptacle shall be locked or made otherwise inaccessible to the public when an employee is not present, or when the collection receptacle is not being regularly monitored by long term care facility employee.
3. To prevent diversion the cabinets shall be only accessed by two trained employees.  The cabinet shall never be access by a single employee.

D. Inner Liners:

1. Inner liners:  serialized with unique identification number; opaque and sealable; pre-paid postage for return via common carrier.  Liner will be waterproof, tamper-evident, and tear-resistant. Replacement liners shall be purchased from an approved vendor.
2. Pre-paid postage that is trackable and complies with the 3-day rule. 
3. Inner-liner contents will be removed by two trained pharmacy employees.  The   Contents will be sealed, transported, and shipped in compliance with DEA regulations.  To prevent diversion upon removal the full liners shall be stored in a securely locked, substantially constructed cabinet, or a securely locked room with controlled access until transferred to the common carrier. 

4. Inner-liners will not be changed on a Friday to comply with the 3-day rule.
E. Destruction:  the destruction of contents of the receptacle will be the responsibility of the identified vendor.  The vendor must meet minimum requirements of the Safe and Responsible Drug Act of 2010.

1. Incineration of medications rendering the product non-retrievable and not in sewer/water system
F. Documentation:  Copies of documentation will be maintained electronically, reviewed monthly by controlled substance power of attorney, and will be readily retrievable for review upon request. 
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