Last Updated: <insert date when document is updated>

Legend Drug/Controlled Substance Utilization and Control

Policies and Procedures (P and P)
DEA Registrant:   




DEA Registration # 
Location Addresses (what is on your license):  

 State Registration #
Purpose of License: 
Phone:



E-mail:

Security (list and describe all drug storage locations including drugs stored in each):

All controlled substances shall be kept in a designated locked substantially constructed permanently affixed steel cabinet <list location of cabinet, Building and Room#>. Only the following items may be stocked for research laboratory use: 
· Schedule 1: (Note: Separate DEA Researcher Registration required.)
· Schedule 2: <list CII used/obtained>
· Schedule 3-5: <list CIII - CV used/obtained>
The controlled substance stocks will be locked at all times, except when retrieving drug for active use in the following activities involving WSU-owned animals: conducting laboratory research, providing research support, providing veterinary care as authorized by a WSU veterinarian, providing anesthesia or analgesia, providing training and/or instruction for research staff, or providing humane euthanasia.
All Legend drugs  shall be kept in a designated substantially constructed cabinet <list location of cabinet, Building and Room#>. 

The key/codes to the storage cabinets shall be kept in a secure location, known only to those authorized to utilize the legend drug/controlled substance stock.  
The room in which these legend drugs/controlled substances are stored shall be locked at all times when authorized laboratory personnel are not present. 

Purpose for Legend Drug/Controlled Substance Use:


If animals are involved:

All legend drug/controlled substance use shall be according to standard-of-care for veterinary purposes for anesthesia, analgesia, humane euthanasia, treatment, general care, or otherwise in WSU-owned animals used in research, teaching, or testing, or in the conduct or support any research, testing, training, or experimentation as described in any IACUC-approved protocol at WSU.
List persons permitted to access and utilize the legend drug/controlled substance drug stock (Authorized Users) No more than 10 individuals per license: Note: Each authorized user must have a signed Authorized User Questionnaire on file with license registrant as per WSU BPPM 45.75 
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Controlled Substance Book Bound Perpetual Drug Inventory Log(s): 


All authorized users utilizing the controlled substance drug stock shall be responsible for logging their withdrawal of controlled substances in the appropriate book bound perpetual drug use inventory log(s).  

Each controlled substance drug shall have its own properly labeled book bound perpetual log. 


With each use, at a minimum the following data shall be recorded: 
Date, time, quantity received/removed/wasted, quantity remaining, explanation of disposition including experiment number and/or experiment tracking code and printed name/signature of user/witness. Ideally, each container of controlled substance should be labeled with a unique identifier.
All incidental drug waste (small quantities drawn up but not used) shall be properly recorded in the appropriate book bound perpetual inventory log waste column in terms of volume and/or weight, have a brief explanation of its disposition in the comments section and shall have a corresponding witness signature.  

Experiment Documentation: 


Each authorized user utilizing legend drugs and controlled substances shall document their experiment details and include the date and amount of drug utilized in their individually labeled laboratory notebooks/records with their other notes for each particular experiment.  The ability to track from initial acquisition through to final disposition must be demonstrated and be reproducible upon inspection. 
Other Required Records: 

A separate tabbed three-ring non-bound records binder shall be maintained and organized as follows:

· DOH Researcher Registration

· Updated copy of this P and P

· Copy of the DOH Inspection Reports

· DEA Researcher Registration

· Biennial Inventory

· DEA Form 222 (unexecuted or a note to where they are securely stored)
· CII Invoices with attached blue copy of DEA Form 222 (CI will have its own section if used)
· CIII-V Invoices
· Legend Drug Invoices
· Reverse Distribution/Destruction Records

· Misc. Records (mixing/dilution instructions, expiration dating/storage documentation etc.)

It is highly suggested that for those sections that are not applicable, you retain a tab for that section but insert a page that states “Not Applicable”.

The tabbed three ring non-bound records binder shall be located on site in <list building and room#>.  This tabbed three ring non-bound records binder is to be labeled “Legend Drug/Controlled Substance Records along with <Registrant’s DEA License number and WA State drug registration #>
Controlled Substance Inventory (Biennial Inventory):
Although the DEA has set the “Biennial Inventory” to be taken at a minimum of every two years, it is recommended and the standard of practice to perform this inventory at least yearly.
Each inventory taken is a distinct document listing the quantities of all controlled substance stock, including expired products on hand at the time of the inventory and shall be taken during the first week of January.  At a minimum, the following data shall be noted: 

Inventory date, time of inventory, name of each drug, strength of each drug, form of each drug (inj, tab, capsule etc.), number of units of each drug (vials, syringes etc.), quantity of each drug (mg, tabs, etc.) and signature of person(s) performing the inventory.  
The inventory of CII controlled substances must be kept separate from those for CIII-V controlled substances (separate pages).  
It is suggested that common cover sheet be utilized identify the document as the “Biennial Inventory” and include the registrant’s information.
If you have more than one DEA registration, each registration must have its own set of “Biennial Inventory” documents.

Although not required at this time, it is recommended that you include your legend drugs in your biennial inventory.
Drug Discrepancies/Waste:

All balance discrepancies shall be noted in appropriate book bound perpetual logs.  This would include accidental spillage/waste incidents and shall be documented in the appropriate bound logbook and witnessed by a second person.  All such balance discrepancies and accidental spillage/waste incidents shall be reported to <registrant’s name>.
Unaccounted/Unexplained losses:

All unaccounted/unexplained drug losses and discrepancies including theft/diversion discovered shall be noted in the appropriate book bound log and require the notification of the following: 

· Principal Investigator <registrants name>
· Other internal reporting requirements such as the Office of the Campus Veterinarian and the WSU Animal Welfare Office. 

· U.S. Drug Enforcement Administration, via electronic form DEA 106 found on-line at: 
http://www.deadiversion.usdoj.gov/21cfr_reports/theft/index.html
· Pharmacist Inspector assigned to this research location.  See contact information below.  E-mail a copy of DEA Form 106 with an explanation of loss.
Ordering of CI Agents <if you do not obtain C1 controlled substances – put NONE in this section.>:

Orders for CI agents shall be via a DEA Form 222 and with internal order forms if used.  Attach a copy of the corresponding invoice to the blue copy of the DEA Form 222. 


DEA Form 222 blanks shall be kept in a secure location at all times and may not be pre signed by individuals authorized to execute said blanks.


All CI agents must be obtained from a wholesaler licensed in Washington State.


Note: The use of CI agents requires a separate DEA Registration and all associated records must be clearly segregated from the other records in your tabbed three-ring non-bound records binder.

Ordering of CII Agents <e.g. list your CII used/on-hand>

Orders for CII agents shall be via a DEA Form 222 and with internal order forms if used.  Attach a copy of the corresponding invoice to the blue copy of the DEA Form 222. 

DEA Form 222 blanks shall be kept in a secure location at all times and may not be pre signed by individuals authorized to execute said blanks.

All CII agents must be obtained from a wholesaler licensed in Washington State.

Ordering of CIII-V agents < e.g. list your CIII used/on hand>:

Orders for controlled agents of CIII-V shall be via standard internal order forms.  Original invoices shall be retained 

All CIII-V agents must be obtained from a wholesaler licensed in Washington State.

Ordering of all other Legend drugs:

Orders for legend drugs shall be via standard internal order forms.  Original invoices shall be retained.

All Legend drugs must be obtained from a wholesaler licensed in Washington State.

Invoice Records/Reverse Distribution Records: 


Separate tabbed sections shall be maintained in the tabbed three-ring non-bound records binder for the following invoices and shall be kept for a minimum of two years: 

· CI - attach invoice with corresponding blue copy of the DEA Form 222

· CII - attach invoice with corresponding blue copy of the DEA Form 222.

· CIII-V – attached invoice
· All other legend drugs: n/a
· Reverse Distribution/Destruction records – Invoices of distribution to a licensed reverse distributor for destruction.
Original controlled substance invoices shall be retained in the Controlled Substance tabbed three ring non-bound records binder.

The licensed wholesaler(s) used to procure legend drugs and controlled substances is/are: <list where you purchase your drugs>
Disposal of Expired/Unusable drug: 

All expired/unusable drug shall be logged into a designated container (labeled expired/quarantine) in the locked drug storage cabinet. All individual expired/unusable drug containers (vials, syringes, etc.) must be properly labeled (drug name/weight/amount etc.) and marked expired/unusable.
Each expired/unusable drug log in the corresponding book bound perpetual log must be completed properly and signed with each entry of expired/unusable drug.  The contents of the expired/unusable drug container shall be periodically picked up for permanent disposal via an authorized reverse distributor and itemized disposition records maintained for a minimum of two years in the tabbed three ring non bound records binder.  The authorized reverse distributor used by WSU is Washington State University Hazardous Waste Management’s industrial hygienist.
________________________________________



_____________________

<registrant’s signature>  – Principal Investigator



 
   Date
PQAC Inspector: 

Pullman & Tri-Cities, WA

Shelley Feldner-Schuerman, PharmD
Pharmacist Inspector

Pharmacy Quality Assurance Commission

Health Systems Quality Assurance Division

Washington State Department of Health

Shelley.feldner-schuerman@doh.wa.gov
509-590-5743 | www.doh.wa.gov
Vancouver, WA

Stephanie Martin, PharmD
Pharmacist Inspector

Pharmacy Quality Assurance Commission

Health Systems Quality Assurance Division

Washington State Department of Health

stephanie.martin@doh.wa.gov   

| www.doh.wa.gov
Spokane, WA

Danielle Lee, PharmD.
Pharmacist Inspector
Pharmacy Quality Assurance Commission
Health System Quality Assurance 
Washington State Department of Health
Danielle.Lee@doh.wa.gov
509-688-5476 | www.doh.wa.gov

