Montefiore Medical Center

Institutional Review Board

ADDENDUM TO GENERAL APPLICATION 

FOR DRUG/DEVICE STUDIES

	I.  DRUG/DEVICE STUDIES:  

	

	A.  USE OF DRUG:  Drug studies must be reviewed by the Pharmacy Department. Sign-off by the Pharmacy is required on the signature page.

	

	Does the research protocol involve the use of a drug?
	 FORMCHECKBOX 
 Yes1
	 FORMCHECKBOX 
 No2
	2If no, Go to B  (Use of Device)

	1If YES, provide the drug names (generic and brand) and storage site, and complete the attached investigational drug information form for placement in subject’s medical record.

	

	
	Brand Drug Name
	Generic Drug Name
	Storage Site3

	1.
	     
	     
	     

	2.
	     
	     
	     

	3.
	     
	     
	     

	4.
	     
	     
	     

	5.
	     
	     
	     

	

	3Drugs not stored in the Pharmacy require a storage waiver.  If Applicable, Complete the “Drug Storage Waiver” Addendum.

	

	Does the research protocol involve the use of an FDA approved drug(s) according to the drug label, i.e. in an approved manner for an approved population?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	

	INVESTIGATIONAL USE OF DRUGS:

	

	Does the research protocol involve the use of an FDA approved drug in a manner that is different from the drug label?
	 FORMCHECKBOX 
 Yes4
	 FORMCHECKBOX 
 No

	

	Does the research protocol involve the use of an FDA approved drug for a different population than approved?
	 FORMCHECKBOX 
 Yes4
	 FORMCHECKBOX 
 No

	

	Does the research protocol involve the use of an unapproved combination of approved drugs?
	 FORMCHECKBOX 
 Yes4
	 FORMCHECKBOX 
 No

	

	Does the research protocol involve the use of a non-FDA-approved drug?
	 FORMCHECKBOX 
 Yes4
	 FORMCHECKBOX 
 No

	

	4If YES to any of the above questions, complete  “Use of Investigational Drug” Form.  Please note, if YES to any of the above questions you will need to include either the IND number on the Use of Investigational Drug form or submit a Request for IND Exemption.

	

	NOTE:  If Multiple drugs or combinations will be used, a separate “Use of Investigational Drug” Form for each agent or Combination is required.

	

	NOTE:  Montefiore Medical Center policy generally requires indemnification from the protocol sponsor for drug studies.  The IRB Office will forward contracts/indemnification documents to legal counsel and institutional officials for review and approval.

	

	B.  USE OF A DEVICE

	Does the research protocol involve the use of a device?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No1

	1If no, go to section II  (Adverse Event Reporting)

	

	Does the research protocol involve the use of an FDA approved device in an approved manner for an approved population?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	


	INVESTIGATIONAL USE OF DEVICE:

	

	Does the research protocol involve the use of an FDA approved device in a manner that is different than originally labeled/approved or for a different population?
	 FORMCHECKBOX 
 Yes2
	 FORMCHECKBOX 
 No

	

	Does the research protocol involve the use of an investigational device?
	 FORMCHECKBOX 
 Yes2
	 FORMCHECKBOX 
 No

	2If YES, complete the “Investigational Use of Medical Device” form (attached)

	

	Will this device be used physically on or in the human subject?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	

	II.  ADVERSE EVENT REPORTING:

	

	Will you be able to adhere to the Committee’s policy regarding the reporting requirements for Deaths and Serious Events (within 48 hours of PI’s knowledge) and Unanticipated Events (within 30 days of PI’s knowledge)?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No*

	

	Will you be able to adhere to the Committee’s policy requiring the reporting of Deaths and Serious Adverse Events that occur within six months after the subject has received the final study intervention?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No*

	*If NO, provide an explanation in the protocol.

	

	III.  DATA SAFETY MONITORING BOARD:

	

	Has a DSMB been established for the oversight of this study?
	 FORMCHECKBOX 
 Yes2
	 FORMCHECKBOX 
 No

	2If Yes, answer the following:

	

	1. Who has established the DSMB?
	     

	

	2. Attach documentation that identifies the composition and credentials of the DSMB members.

	

	3. How frequently will the DSMB meet/report to the sponsor?
	     


Montefiore Medical Center

Institutional Review Board

Use of Investigational Drug Form

(To be placed in Subject’s Medical Record)

	Investigational Study Title:   


	     

	Principal Investigator

	Name:
	     

	Telephone #
	     

	Pager: 
	     

	Emergency Telephone:
	     

	Investigational Drug



	Name:
	     
	IND #
	     

	Trade Name and Manufacturer: 


	     

	Dosage Information

	     Form and Strength:
	     

	Dosing Guidelines for this protocol:

	     Dose: 
	     
	Route:
	     
	Frequency: 
	     

	     Duration of Therapy:      

	     Other Pertinent Information:      

	Physicians Authorized to Prescribe:

	1.       

	2.       

	3.       

	4.       

	Pharmacological Properties:      

	Side Effects (Including reports or toxicity):      


	Antidote:      


	Reconstitution and Stability Data:      


	Essential Compatibility Data: 

	       IV Fluids:      

	      Other Drugs:      

	Other Miscellaneous Information (storage, precautions, special instructions):       


ALBERT EINSTEIN COLLEGE OF MEDICINE

OF YESHIVA UNIVERSITY

COMMITTEE ON CLINICAL INVESTIGATIONS

Montefiore Medical Center

INVESTIGATIONAL USE OF MEDICAL DEVICE FORM

	1.     Name of Device:       

	2.    Manufacturer of Device:       

	3. Will device be custom-built?


	Yes   FORMCHECKBOX 
    No   FORMCHECKBOX 


	4.    Does the study involve a “Significant Risk” device   FORMCHECKBOX 
, or a “Non-Significant Risk” device   FORMCHECKBOX 
 .

	5.    SIGNIFICANT RISK DEVICE:

	
	FDA defines a significant risk device as one that presents a potential for serious risk to the health, safety, or welfare of a subject; and is an implant, is used in supporting or sustaining human life, is of substantial importance in diagnosing curing, mitigating, or treating disease, otherwise prevents impairment of human health, or otherwise presents a potential for serious risk to the health, safety, or welfare of a subject."  An investigation involving a significant risk device requires submission of an IDE application to the FDA and FDA approval of the investigation.  MMCIRB/AECOM CCI approval is required prior to conducting clinical trials of the investigational device.
	

	
	

	         a.     Has the sponsor (company or the investigator) applied to the FDA for an IDE?
	Yes   FORMCHECKBOX 
    No   FORMCHECKBOX 


	                  If YES, What is the IDE number?       
	

	
	

	          b.     Has the application been approved by the FDA?
	Yes   FORMCHECKBOX 
    No   FORMCHECKBOX 
    Pending   FORMCHECKBOX 


	
	

	6.     NON-SIGNIFICANT RISK DEVICE (NSRD): (Note:  NSRD studies do NOT require an IDE application to the FDA.)

	        If the study involves a “NSRD,” explain the reasons(s) for that determination.

	     

	7.     DEVICE NOT APPROVED FOR GENERAL MARKETING:

	        Has the device been classified by CMS/FDA as:

	                     FORMCHECKBOX 
  Category A (experimental)

	                     FORMCHECKBOX 
  Category B (non-experimental)

	

	         IF CATEGORY A, has this study received administrative clearance from the applicable

          hospital  or clinical site?
	Yes   FORMCHECKBOX 
    No   FORMCHECKBOX 


	
	

	8.     DEVICE WITH COMPONENTS:
	

	        Is the same configuration of components approved by the FDA for general marketing being

        used?
	Yes   FORMCHECKBOX 
    No   FORMCHECKBOX 


	        Has the device received the IDE and/or Category B status?
	Yes   FORMCHECKBOX 
    No   FORMCHECKBOX 


	
	

	        If NO, explain:       
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