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Investigational Drugs/Biological Products
Protocol: _______________________________________________________________________

Principal Investigator: ____________________________________________________________

Person filling out Form: __________________________ Date: ___________  Ext: ____________

Complete this form for each drug or biological agent that is part of the study:
· 1.  Drug/agent is FDA approved (If not FDA approved; GO TO 2, below)
· Being studied under an IND.  
· Exempt from IND:  all must apply (Per Code of Federal Regulations 21CFR312.2): 
1. Study not intended to be reported to the FDA in support of a new indication or to support any other significant change in labeling; and 
2. Study not intended to support significant change in advertising for the product; and 
3. Study does not involve a route of administration or dosage level, use in a subject population, or other factor that significantly increases the risks (or decreases the acceptability of the risks) associated with the use of the product; and 
4. Study is conducted in compliance with the requirements for IRB review and informed consent [21 CFR parts 50 and 56 respectively]; and 
5. Study is conducted in compliance with requirements concerning promotion and sale of drugs [21 CFR 312.7].
6. If available, Please include a letter of exemption from the FDA.
· Drug will be used within FDA approval specifications
· Drug will be used outside FDA approval specifications, check below
· Indication
· Dosage
· Dosage form
· Administration schedule
· Specific population approval 
Provide rationale why drug will be used outside of approved labeling.  



Describe any procedures/precautions taken to minimize any known or unknown adverse effects: 



Provide the most current Package Insert (PI); 
VA Form 10-9012 is NOT required, List authorized prescribers on next page
· 2.  Investigational Agent – not FDA Approved
· Submit VA-Form 10-9012
· Submit Investigator Brochure. 
IND #: _____________	  IND # from sponsor protocol?  Or  IND# from Sponsor/FDA? (attach)   
IND held by:  	  Sponsor or Manufacturer	  Investigator	 	 Other: _________________


List all prescribers authorized to prescribe study medication: 
1. _________________________________	4. _________________________________
2. _________________________________	5. _________________________________
3.  _________________________________	6. _________________________________
All Investigational Drug and Biological products must be registered with the Investigational Pharmacist (x3104). All investigational agents must be shipped to, accounted for, and dispensed by the Minneapolis VA Research Pharmacy.  All investigational drug studies must follow policies as established by VA Handbook 1104.08 and Minneapolis VA HCS Pharmacy Service Policy and procedure (M-26).   These policies are available on the Q drive in Human Studies folder and on the IRB SharePoint site.  
Please answer the following - Study Impact on Pharmacy:
1. Are you aware of any special space, equipment, or pharmacy time requirements (e.g., freezer or refrigerator needs)?



2. Financial impact:  Any potential financial impact on the pharmacy?  For example, is there potential for the need of ancillary drugs?  For example, rescue medications to prevent/treat side effects.   If yes, will these drugs be supplied by the sponsor?



3. After study completion, what are the plans for continuing or discontinuing study medications that are FDA approved, but not on the VA Formulary?  



4.  What is your plan if an outpatient subject receiving study medication is admitted to the hospital during non-business hours without study medications with him/her?
· It is acceptable to hold medication until PI or Study Coordinator is on site (could be overnight or over a weekend and/or holiday).
· A phone number to call for guidance 24/7/365 is:_______________________
· N/A (inpatient study)
· Other:    ________________________________________________________

5. For an inpatient study, what is the contact plan if questions arise regarding study drug during non-business hours when study staff is not present?  


6. [bookmark: _GoBack] What is the procedure for emergency unblinding during business or non-business hours?  Be specific:


7. What is the plan for any returned study drug, expired drug, or unused drug?
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