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Procurement and Storage of Controlled Drugs - Policy & Procedures
Controlled substances (CS) are often used in research settings for anesthesia, analgesia, sedation or euthanasia. Controlled substances are drugs which are regulated by the Drug Enforcement Administration (DEA) because of potential for abuse.
Each investigator or research location which uses CS must complete a registration with the DEA. DEA registration grants practitioners (defined as a physicians, dentists, veterinarians, pharmacies, or hospitals) federal authority to handle CS in the course of professional practice. Vermont is a one license requirement state, meaning that individuals who already possess a state practitioner license (i.e., physicians, veterinarians, dentists) and who wish to also use CS for research can use their state license to apply for a DEA registration.  While the Vermont Office of Professional Regulation requires that applicants for DEA registration be a practitioner, they have waived the Vermont State Board of Pharmacy license requirement for UVM research faculty and individual investigators who do not have a state practitioner’s license. With this exemption, non-licensed researchers may apply directly for a DEA registration as a “researcher”.  Licensed practitioners must still register with the DEA; however, they should use their Vermont license information when requesting a DEA registration for the purpose of doing research. The applications for DEA registrations and registration renewals are found at the DEA website; detailed instructions for the application process can be found here:
https://oacm.w3.uvm.edu/oacmlanding/forms/csguide.pdf
The DEA Certificate of Registration must be maintained at each registered location in a readily retrievable manner and kept available for official inspection.  A separate registration must be obtained for each principal place of business or professional practice.  In other words, a physician-researcher cannot use the same registration to dispense CS to human subjects at a clinic and to procure CS for use in animal research in a laboratory.  However, multiple researchers who work in a single location (for instance, members of an extended laboratory group which use a common facility) may utilize a single registration. However, the registrant who serves as the signatory for the registration is legally obligated to assure that the DEA’s regulations with regards to the use of CS are followed. 
1) Controlled substances must be stored in a double-locked cabinet which is fastened to the wall. The key to this drug cabinet must be kept in a secure key safe, preferably in a key safe. The key safe should be affixed to an immovable object, and the combination to the key safe must be changed regularly (ideally, at the end of each semester or when turn-over in personnel occurs). 
2) Registrants are responsible for managing controlled substances according to the regulatory requirements covering inventory, record keeping and security provisions. Each registrant must designate and document those individuals that will be given authority to access and use CS.  A list of active users shall be maintained by each registrant. This list should include full name, UVM Net ID, responsibilities delegated (e.g. purchase, use, dispose), date access granted and date access removed. All individuals involved in IACUC-approved protocols must complete the IACUC Lab Animal training, which includes training on use, maintenance, record keeping and disposal of Controlled Substances. Registrants should limit the number of individuals granted access to CS to the minimum necessary. 
3) Controlled substances for use in animals can be purchased through veterinary suppliers or through the UVM Medical Center outpatient pharmacy. Class II CS will require a “222” form, which can be obtained from the DEA at the time that a researcher obtains his/her registration. Invoices must be maintained for a minimum of two years. 
4) After the drug is procured, a usage log must be maintained with the following information: date, protocol #, animal ID #, amount of product used, research team member’s initials, and balance of drug in inventory. The log must be kept in a secure place outside the drug storage cabinet.
5) When a bottle of a controlled substance is used up, the empty bottle can be disposed of with lab glassware, but the log sheet must be maintained for at least two years. 

6) Expired drugs of any kind may not be used on animals. Expired CS may be disposed of by 1) reverse-distribution through the Environmental Safety Office or 2) injecting the remaining drug volume into an animal carcass and so noting on the drug usage log (including all information required in the log entry). 
7) The DEA requires that each licensed researcher and their authorized agent inventory the controlled substances under their possession on the date the registrant first engages in business with CS (initial inventory), then at a minimum of every two years thereafter (biennial inventory. While the DEA inventory is mandatory, in order to ensure accurate records, a more frequent inventory is strongly recommended, i.e. at least quarterly. Each registered researcher is responsible for his/her own periodic inventory. 

8) The DEA required biennial inventory will: 1) consist of a hands-on counting of inventory and not a database check; 2) be completed in a single business day, i.e., either before the opening or after the close of business; 3) completed by at least two authorized personnel (licensed researcher and authorized agent or authorized lab personnel)

9) If it is necessary to dilute a controlled substance or transfer into a container other than the original bottle, the following guidelines must be followed:
a. The diluted or transferred product should be marked with the name of the drug, drug’s lot number and expiration date, and the date when opened or diluted.
b. Drugs for parenteral use must be diluted and/or transferred aseptically (i.e. diluted with sterile saline or sterile water into a sterile vial using sterile transfer equipment under a laminar flow hood).  Diluted products, if stored in the refrigerator and protected from light, may be kept up to 10 days, providing the product’s appearance does not change (no precipitate, cloudiness or change in color). 
c. It is not necessary to handle drugs for oral administration aseptically, however, drugs which are mixed with food or fluid for oral administration should be refrigerated and used within 30 days. These diluted products must be clearly labeled as specified above.
10) Non-controlled substances used for anesthesia or analgesia, such as xylazine, isofluorane or halothane, are NOT to be kept in the controlled substances cabinet. However, the researcher should consider storing these agents in such a way that the drugs are not visible or accessible to the casual laboratory visitor.

