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	 PROCEDURE TITLE: Controlled Substance Program


Federal and state law regulates the manufacture, distribution, use, storage and disposition of controlled substances and precursor chemicals. Controlled substances generally include narcotics, stimulants, depressants, hallucinogens, anabolic steroids, and chemicals used in the illicit production of controlled substances.  The Drug Enforcement Administration (DEA) is the agency mandated to regulate the lawful use of controlled substances and List I chemicals under federal law Title 21 Chapter 13 Code of Federal Regulations (CFR) Part 1300 to end.  

1. Purpose: To provide Principal Investigators (PIs) with information needed regarding the proper use of controlled substances and precursor chemicals in their research. In addition to describe requirements for the acquisition and disposal of precursor chemicals used in research at MMCRI. 
2.  Definition:  
a. Controlled Substance: A controlled substance (CS) is a substance that has a stimulant, depressant, or hallucinogenic effect on the nervous system.  Controlled substances are prescription drugs that are further classified as Schedule I-V and can only be obtained by registrants with the DEA (See 3b). The Controlled Substances Act (1970) listed substances that were controlled when the law was enacted. Since then, approximately 160 substances have been added, removed, or transferred from one schedule to another. A general reference list of controlled substances in alphabetical order can be found at: http://www.deadiversion.usdoj.gov/schedules/alpha/alphabetical.htm.  
Federal regulations regarding schedules can be found in section 1308 of CFR Title 21 (21 CFR §1308).  


Additional information: United States Department of Justice, Drug Enforcement 


            Administration, Controlled Substances Act: http://www.dea.gov/pubs/csa.html.

b. Schedules of Controlled Substances 
Schedule I: No currently accepted medical use.  Highest potential for abuse.  (e.g., GHB, heroin, marijuana). 

Schedule II: Currently accepted medical use with restrictions.  High potential for abuse with severe psychological or physical dependence. (e.g., amphetamine, methamphetamine, cocaine, codeine, morphine, meperidine, methylphenidate, pentobarbital (Nembutal)). 

Schedule III: Currently accepted medical use.  Abuse of drug may lead to moderate to low physical dependence or high psychological dependence. (e.g., Ketamine, Telazol, testosterone, pentothal.  Euthasol is a Schedule III due to pentobarbital/phenytoin mix). 

Schedule IV: Currently accepted medical use.  Low potential for abuse relative to Schedule III. (e.g., barbital, butorphanol, chloral hydrate, diazepam). 

Schedule V: Currently accepted medical use.  Low potential for abuse relative to Schedule IV (e.g., buprenorphine and Zolpidem). 
3.   Authorized User Status 
a. PIs must have an approved animal protocol listing the requested controlled substance.
b. PIs apply for authorization to use controlled substances for research by:  
i. Acknowledging their intent to comply with all laws, regulations and institute policies and procedures regarding controlled substance use in research as described in this manual. 
ii.  Submitting an Application for Controlled Substance Use to IACUC. 
c. If, during the course of the year, there are additions or deletions or changes to the information  a new application must be submitted
4. Storage of Controlled Substances and Records 
Storage of controlled substances must provide for effective prevention of theft.  Federal regulations require registrants to store controlled substances in a securely locked, substantially constructed cabinet where access is limited.  Proper storage of both drugs and usage logs is the responsibility of the PIs.  Accurate drug inventory is the responsibility of all Authorized Users. 

Both drugs and usage logs must be kept in a secure area while in use with access limited to as few individuals as possible, all of whom must be Authorized Users. 

To prevent theft, controlled substances should never be left unattended, should be kept at a minimum inventory, and access provided to as few researchers as possible 

Controlled substances must be stored securely in a manner adequate for safeguarding, and must be separated from other drugs, chemicals or items. This practice will help to prevent loss by limiting access to those assigned to work with controlled substances. It is recommended access be limited to one or two individuals. 

Acceptable storage: 

1. Safes and double locked steel cabinet equivalents should be cemented or bolted to the floor or wall. 

2. Locking storage drawers which are inaccessible from the upper or lower drawers in the stack.  Assign the top drawer of the stack for use as drug and record storage. 

3.  Devices should be installed so that the mounting screws or bolts of the hasp are inaccessible when the door is closed and the lock is fastened.  
Unacceptable storage: 

1. Portable safety boxes are NOT adequate for storage of controlled substances. 

2. Corridor storage of controlled substances is prohibited.
3.  Standard file cabinets are not sufficient
5. Recordkeeping of Controlled Substances 
 Usage Logs 
a. Authorized Users are required by federal and state law to document their use of controlled substances.  Records must include details from the date of pick up from MMCRI Animal Facility throughout the controlled substance’s life cycle.
b. Records must be kept secure in a locked area, preferably in the same secure storage with the drugs

c. Usage Logs must include the name of the drug, strength, amount received, name of PIs and date of pick up from MMCRI Animal Facility. Usage Logs must indicate the amount of each use, date of use, name and signature of the Authorized User using the drug, and a balance remaining each day.  Initials can be utilized after the first time a name and signature is entered on a Usage Log. 

d. Authorized Users retain all records relating to acquisition, usage, and disposition of controlled substances for five years after disposal or terminal use. 
e. Log sheets must be readily available for inspection.
6. Inspections

a. IACUC will inspect the storage and log sheets during semi-annual inspections.
7. Theft 
All employees who have knowledge of, or reasonably suspect, theft or significant loss of controlled substances, or alteration of records indicating drug loss must immediately report such information to the PIs,
8. Disposal

a. Animal carcasses that were injected with Controlled Substances: 

Follow SOP 99-011B: Disposing of Animals Policy

b. Expired controlled substance the PI will request chemical waste pickup through Operations.
Application for Controlled Substance Use
1. Principal Investigator : 





Date:

2. IACUC protocol # : 







3. Drug name:




Schedule # (I-V):

4. Reason for use :

5. Storage location:

6. Designee (s)   a.





c.




  b.





d.

7. Applicant/ Designee (s): within the past 5 years, have you been convicted of a felony or within the past 2 years of a misdemeanor or are you presently formally charged with committing a criminal offense? (Do not include any traffic violations or juvenile offenses )  If yes, furnish details of conviction, offense, location and date on a separate page and attach to this form.




____ Yes



___No

8. Applicant/ Designee (s) in the past 3 years, have you ever knowingly used any narcotics, amphetamines, or barbiturates, other than those prescribed to you by a physician?    If yes, furnish details of conviction, offense, location and date on a separate page and attach to this form.




____ Yes



___No

9. Applicant/ Designee (s) Have you ever surrendered a controlled substance registration or had a controlled substance registration revoked, suspended or denied? 




____ Yes



___No

By signing below, I authorize inquiries of courts and law enforcement agencies for possible pending charges or convictions.  I understand that any false information, omission of information, or misuse of controlled substances will jeopardize my position with MMCRI.   Information included herein will not prelude me form utilizing controlled substances in research at MMCRI, but will be considered as part of the evaluation of qualifications in the application.

The DEA requires that an employee who has knowledge of drug diversion from his/her employer by a fellow employee is obligated to report such information to a responsible security official of the employer. Such reports can be made confidentially to Toni St. Peter or David Baker who will inform the appropriate officials and initiate an investigation on the allegations.  The protection of an individual’s right to privacy will be upheld in all confidential inquires.

_____________________________________


_______________

Principal Investigator





 Date
Controlled Substance Usage Log

PI:     



                  

  Designee (person initiating this log)   

IACUC protocol #: 

Drug Name:     



Schedule#:  (I-V)  

Date received:       

Strength per unit:____/____ (eg:5mg/mL)  Form:         Amt received: ** (e.g.: 10mL)(Enter below **) 

 Location:       

	Date 
	Amount Received 
	Amount Used 
	Amount Discarded
	Balance (unit)
	User’s Signature 
	Strain/ 

 Animal ID # 
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• You must keep the original log sheet(s) in your files for 5 years beyond the inventory date. 

• All controlled substances and usage log sheets must be kept adequately secured in a proper drawer or safe. See procedure manual for acceptable storage requirements. Refer to SOP 08-03
• Any log discrepancies, suspected misuse, or theft of controlled substances must be reported immediately to David Baker
