APPENDIX B
DRUGS

Complete this form when conducting studies that include drugs.

NOTE:  The following information must be submitted with this Form:
· Package Insert or Investigator’s Brochure
· If the study involves an IND:  (one of the following)  
· Written communication from the FDA documenting the IND number
· Sponsor protocol imprinted with the IND number
· Written communication from the Sponsor documenting the IND number

A.  PROTOCOL INFORMATION
	Protocol Title:  
	

	Principal Investigator/Degree:
	



B. DRUG INFORMATION
	Check the applicable category below:

	☐	The drug has a valid IND 

Note:  Studies with an IND must comply with the requirements of 21 CFR 312

State the IND Holder:

	☐	The drug is exempt from the IND requirements

Note: In order to be exempt from IND requirements, all the criteria below must be met:
· The drug is lawfully marketed in the United States
· The research is not intended to be reported to the FDA in support of a new indication for use or to support any other significant change in the labeling for the drug
· The research is not intended to support a significant change in the advertising for the product
· The research does not involve a route of administration or dosage level or use in a patient population or other factor that significantly increases the risks (or decreases the acceptability of risks) associated with the use of the drug product
· The research is conducted in compliance with the marketing limitations described in 21 CFR 312.7*
· The research does not intend to invoke 21 CFR 50.24***





*21 CFR 312: 
http://www.ecfr.gov/cgi-bin/text-idx?SID=add30804944a0c8ddc5d6d1b6bdab1ac&mc=true&node=pt21.5.312&rgn=div5

**:21 CFR 312.7: 
http://www.ecfr.gov/cgi-bin/text-idx?SID=add30804944a0c8ddc5d6d1b6bdab1ac&mc=true&node=pt21.5.312&rgn=div5#se21.5.312_17

***21 CFR 50.24: 
http://www.ecfr.gov/cgi-bin/text-idx?SID=20298fc647d43397142b1d8442a2704c&mc=true&node=pt21.1.50&rgn=div5

	Name of drug:
	

	Generic Name or Active Ingredient:
	

	Brand Name:
	

	Dose and dosage form to be used in this study:
	

	Frequency and route of administration to be used in this study:
	



	Provide the rationale for using this drug in this research study

	











	Provide a summary of the potential side effects 
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	Describe the plan for receipt, storage, control, labeling, and dispensing of the drug.  Attach the SOP for this plan

	










	YES*
	NO
	

	☐	☐	Will a compounding pharmacy be used to prepare this drug?
*If YES, complete the boxes below:

	Describe the pharmacy’s procedure for compounding the drug and shipping the drug to the research site.

	






	

	☐YES
(REQUIRED)
	The Massachusetts Board of Pharmacy has issued an Advisory (http://www.mass.gov/eohhs/docs/dph/quality/boards/pharmacy-alert-compounding.pdf) for compounding pharmacies/pharmacists.  Per the Advisory, compounding pharmacies/pharmacists are to complete a gap analysis to confirm that they are in compliance.  Provide documentation from the compounding pharmacy/pharmacist that they completed the analysis and that they are in compliance    









	YES*
	NO
	

	☐	☐	Does this study involve blinding?
*If YES, complete the box below: 

	Describe the process for blinding and unblinding.  This should include a description of under what conditions will the blind be broken and who will communicate the drug information to the participant (this should include a chance for follow-up discussions with the study physician, etc.).  Also provide the process for when unblinding needs to occur after normal business hours.

	










NOTE:  All studies that involve the use of drugs and/or devices are required to undergo review by the Quality Improvement (QI) Program.  The QI Specialist will contact you to schedule the QI review visit.
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