Baystate Medical Center Institutional Review Board (IRB)

Investigational Drugs or Devices

This form is intended to supplement the information provided on the Basic Application, Part 1 and to provide additional instruction to investigators.
I.  INVESTIGATIONAL DRUGS OR BIOLOGICS:
If this research is being conducted under an IND, please include documentation verifying the IND number with this submission; i.e., a copy of the industry-sponsored protocol with the IND number or a letter from the FDA or industry sponsor.

If this is not an industry sponsored trial, ensure that the protocol contains the following information for each drug or biologic used in this research.

· Name

· Dosage strength(s)

· Method/route of administration 

· Mechanism of action

· Known drug interactions

· Manufacturer/Sponsor

· Name of supplier

· Location of supply

a) If there is an IND, who is the holder?
 FORMCHECKBOX 
 Sponsor

 FORMCHECKBOX 
 Investigator
 FORMCHECKBOX 
 NA
If the Investigator holds the IND, is the investigator is aware of the applicable FDA regulations and ensures that research is conducted according to the signed agreement and the approved protocol?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

b) Investigational drugs must either be managed utilizing the services of the Investigational Drug Service or by following the institutionally approved SOP for the management of investigational drug.  Indicate your plan for this research.
 FORMCHECKBOX 
 Investigational Drug Service

 FORMCHECKBOX 
 Institutionally Approved SOP (submit to Director of HRPP for approval)
If the investigator will manage the investigational drug, provide the location and describe the adequacy of its security.
     
c) If this is a study of a FDA-approved drug or biologic, please respond to the following to determine whether or not an IND may be necessary.  The clinical investigation of a marketed drug or biologic does not require an IND if all of the following conditions are met.  Check next to the category to indicate that the condition is met.
 FORMCHECKBOX 
 The research is not intended to be reported to FDA in support of a new indication for use or to support any other significant change in the labeling for the drug. 
 FORMCHECKBOX 
 The research is not intended to support a significant change in the advertising for the product. 
 FORMCHECKBOX 
 The research 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 drug product.
 FORMCHECKBOX 
 The research will be conducted in compliance with the requirements for IRB review and informed consent [21 CFR parts 56 and 50, respectively].
 FORMCHECKBOX 
 The research will be conducted in compliance with the requirements concerning the promotion and sale of drugs [21 CFR 312.7].
 FORMCHECKBOX 
 The research does not intend to invoke the FDA regulations for planned emergency research [21 CFR 50.24].
OR

 FORMCHECKBOX 
 The research only involves one or more of the following: (a) Blood grouping serum, (b) Reagent red blood cells or (c) Anti-human globulin;

 FORMCHECKBOX 
 For clinical investigations involving an in vitro diagnostic biological product, an IND is not necessary if a) it is intended to be used in a diagnostic procedure that confirms the diagnosis made by another, medically established, diagnostic product or procedure; and b) it is shipped in compliance with 312.160

For further information, or if you are uncertain if an IND is required, please consult with the BH Human Research Protection Program (HRPP), or contact the FDA  directly.


II.  INVESTIGATIONAL DEVICES: (IVDs and HUDs are covered separately)

If this research is being conducted under an IDE, please include documentation verifying the IDE number with this submission; i.e., a copy of the industry-sponsored protocol with the IDE number or a letter from the FDA or industry sponsor.

If this is not an industry sponsored trial, ensure that the protocol contains the following information for each device used in this research.

· Name

· Mechanism of action

· Manufacturer/Sponsor

· Name of supplier

· Location of supply

a) Provide a plan for the storage, dispensing, handling, and disposal of investigational and FDA-approved medical devices used for this research.  Include a description of the procedures for inventory control and documentation.

     
b) If there is an IDE, who is the holder?
 FORMCHECKBOX 
 Sponsor

 FORMCHECKBOX 
 Investigator
 FORMCHECKBOX 
 NA
If the Investigator holds the IDE, is the investigator is aware of the applicable FDA regulations and ensures that research is conducted according to the signed agreement and the approved protocol.  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

c) If there is no IDE, provide documentation establishing that the clinical investigation of the medical device at issue falls within one of the following categories:

 FORMCHECKBOX 
 A clinical investigation of a FDA-approved, legally marketed device that is being used in accordance with its labeling.

 FORMCHECKBOX 
 A clinical investigation of a device that the FDA has determined to be substantially equivalent to a device in commercial distribution immediately before May 8, 1976 and that is used or investigated in accordance with the labeling FDA reviewed under Subpart E of 21 CFR Part 807 in determining substantial equivalence; 

 FORMCHECKBOX 
 A clinical investigation of a Non-Significant Risk Device.

 FORMCHECKBOX 
 A clinical investigation involving a Diagnostic Medical Device if it complies with FDA labeling requirements and if the testing:  (a) is noninvasive; (b) does not require an invasive sampling procedure that presents significant risk; (c) does not by design or intention introduce energy into a subject; and (d) is not used as a diagnostic procedure without confirmation by another medically established diagnostic product or procedure.

 FORMCHECKBOX 
 Consumer preference testing, testing of a modification or testing of a combination of devices if the devices(s) are legally marketed devices and if the testing is not for the purpose of determining safety or effectiveness and does not put subjects at risk. 
For further information, or if you are uncertain if an IDE is required, please consult with the BH Human Research Protection Program (HRPP), or contact the FDA directly.
-2-

v. 12/16/2009


