PARTNERS HUMAN RESEARCH QUALITY IMPROVEMENT PROGRAM GUIDANCE FOR CLINICAL RESEARCH

DRUG ACCOUNTABILITY &  DISPENSING
I. PURPOSE

The purpose of this guidance is to assist clinical research teams responsible for dispensing of investigational drugs.
As part of the IRB application, the investigator has indicated that drug will be stored and dispensed outside the research pharmacy.  The following additional information should be provided in order to obtain approval for physician dispensing:
II. RECOMMENDATIONS
IRB Process for Approval
Physicians may, at their discretion, dispense drugs as part of a research protocol directly to subjects. With the proviso that all committee approvals have been granted, the physician investigator may dispense such drugs if the following conditions are met:

1. Under such circumstances where the Chief of Service is the sole Departmental registrant for research, the primary investigator shall obtain written authorization from the Chief.

2. The primary investigator has completed the IRB’s Investigational Drug review form which will be submitted by the IRB to the Pharmacy Committee for ancillary review. 

3. The primary investigator submits to Pharmacy a sample of the container and labeling to be used. Container and labeling must comply with those provisions of applicable federal and state law. 
Upon receipt of all above, the Pharmacy Committee/IRB will grant approval to the primary investigator to proceed.

Labeling requirements for physician dispensing:

All medications dispensed by a physician participating in an approved protocol must label the medication in accordance with all federal and state regulations.  The following items are required on such medications:
      1. Patient name

      2. Date of dispensing

      3. Physician's name and telephone number

      4. Address of dispensing physician

      5. Protocol number

      6. Drug name and strength

      7. Directions for use

      8. Quantity of medication dispensed

      9. Expiration date. 

      10. The words "CAUTION: New Drug Limited By Federal Law To 
            Investigational Use"

Documentation and inventory control requirements:

All physicians dispensing medications as part of an approved study must include the following in their documentation and inventory control records:
      1. Date of dispensing

 
      2. Subjects initials, study ID or randomization number

      3. Dispensing physician's initials

      4. Manufacturer's lot number 

      5. Balance on hand

A sample drug accountability log can be downloaded from the QI website.
Storage requirements:

1. Daily temperature logs of the drug storage area should be maintained. A sample temperature log can be downloaded from the QI website.
2. Study medication should be stored in a locked area. 
Contacts:

For more information contact John Vetrano at 617-726-2515 (MGH Research Pharmacy) or Jon Silverman at 617-732-7677 (BWH Investigational Drug Services).
