

PARTNERS HEALTHCARE

INDEPENDENT IRB (iIRB) REQUEST FORM
PHASE III-IV INDUSTRY-SPONSORED RESEARCH

INDEPENDENT IRB
	

	Independent IRB:       

	


PRINCIPAL INVESTIGATOR (cannot be a resident or research fellow)

	

	Name:       
First Name, Middle Initial, Last Name, Degree(s)
	Partners user name:      

	

	Institution: 
	 FORMCHECKBOX 
  BWH
	 FORMCHECKBOX 
  MGH
	
	

	
	


SPONSOR PROTOCOL TITLE / SPONSOR PROTOCOL NUMBER
	

	     

	


ENROLLMENT TARGET
AGE RANGE
	Enrollment at Partners sites:       
	Minimum age:       

	Study-wide enrollment:       
	Maximum age:       


STUDY POPULATION (check all that apply)

	 FORMCHECKBOX 
  Children (less than 18 years of age)

	 FORMCHECKBOX 
  Economically or educationally disadvantage

	 FORMCHECKBOX 
  Employees under the direct supervision of the investigators conducting the research

	 FORMCHECKBOX 
  Employees (physicians, nurses, or other healthcare workers) in the course of, or related to, their duties

	 FORMCHECKBOX 
  Individuals with impaired decision making

	 FORMCHECKBOX 
  Neonates – age up to 28 days

	 FORMCHECKBOX 
  Non-English speakers

	 FORMCHECKBOX 
  Patients from the medical practice of the investigator

	 FORMCHECKBOX 
  Pregnant women/fetuses

	 FORMCHECKBOX 
  Prisoners

	 FORMCHECKBOX 
  Students of HMS

	 FORMCHECKBOX 
  U.S. military personnel


SOURCE OF SUBJECTS (check all that apply)
RECRUITMENT METHODS (check all that apply)
	 FORMCHECKBOX 
  Census/Public Records
	 FORMCHECKBOX 
  Advertisements – E-Mail

	 FORMCHECKBOX 
  Commercial Mail List
	 FORMCHECKBOX 
  Advertisements – Internet

	 FORMCHECKBOX 
  Emergency Department
	 FORMCHECKBOX 
  Advertisements – Newspaper (e.g. Metro Boston)

	 FORMCHECKBOX 
  Inpatient Units
	 FORMCHECKBOX 
  Advertisements – Radio

	 FORMCHECKBOX 
  Medical Records
	 FORMCHECKBOX 
  Advertisements – Television

	 FORMCHECKBOX 
  Outpatient Clinics
	 FORMCHECKBOX 
  Flyers/Postings (within BWH/MGH)

	 FORMCHECKBOX 
  Primary Physician/Physician Specialist
	 FORMCHECKBOX 
  Letters to Prospective Subjects/Physicians

	 FORMCHECKBOX 
  Registries/Patient Databases (e.g. cancer registry)
	 FORMCHECKBOX 
  Telephone Calls to Prospective Subjects (who have previously agreed to be contacted, e.g., RSVP for Health)

	 FORMCHECKBOX 
  Research Patient Data Registry (RPDR)
	Will you prescreen subjects by telephone?
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes

	 FORMCHECKBOX 
  RSVP for Health
	
	
	


REMUNERATION (check all that apply)
REIMBURSEMENT (check all that apply)
	 FORMCHECKBOX 
  Cash
	Total Amount:      
	 FORMCHECKBOX 
  Meals
	Total Amount:      

	 FORMCHECKBOX 
  Check
	Total Amount:      
	 FORMCHECKBOX 
  Parking
	Total Amount:      

	 FORMCHECKBOX 
  Gift Card
	Total Amount:      
	 FORMCHECKBOX 
  Transportation
	Total Amount:      

	 FORMCHECKBOX 
  Other, Specify:      
	 FORMCHECKBOX 
  Other, Specify:      


PERFORMANCE SITES (check all that apply)
	BWH
	 FORMCHECKBOX 
 INPT UNITS
	 FORMCHECKBOX 
 CRC
	 FORMCHECKBOX 
 OR
	 FORMCHECKBOX 
 ED
	 FORMCHECKBOX 
 L&D

	
	 FORMCHECKBOX 
 OPD AREAS, Specify building(s):         FORMCHECKBOX 
 
	HEALTH CENTERS, Specify:   FORMTEXT 

     

	

	MGH
	 FORMCHECKBOX 
 INPT UNITS
	 FORMCHECKBOX 
 CRC
	 FORMCHECKBOX 
 OR
	 FORMCHECKBOX 
 ED
	 FORMCHECKBOX 
 L&D

	
	 FORMCHECKBOX 
 OPD AREAS, Specify building(s):       
	HEALTH CENTERS, Specify:   FORMTEXT 

     


DRUG/BIOLOGIC/DIETARY SUPPLEMENT BEING STUDIED
	Agent Name:       

	Manufacturer:       

	FDA Status:  
	 FORMCHECKBOX 
  Marketed (FDA-approved for sale by prescription or over-the-counter)

	
	
	 FORMCHECKBOX 
  Used for a non-approved indication (off-label use, provide IND)

	
	
	 FORMCHECKBOX 
  Used for an approved indication (indication in the approved labeling)

	
	 FORMCHECKBOX 
  Not Marketed (NOT FDA-approved for sale by prescription or over-the-counter, provide IND)

	IND#       
	IND Sponsor:
	     

	Schedule II narcotic:
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes

	Agent stored and dispensed by:
	 FORMCHECKBOX 
  BWH IDS
	 FORMCHECKBOX 
  MGH CTP
	 FORMCHECKBOX 
  Other, indicate below

	Specify where drug will be stored and dispensed (building/floor/room):       


DRUG/BIOLOGIC/DIETARY SUPPLEMENT COMPARATOR

	Agent Name:       

	Manufacturer:       

	FDA Status:  
	 FORMCHECKBOX 
  Marketed (FDA-approved for sale by prescription or over-the-counter)


	
	
	 FORMCHECKBOX 
  Used for a non-approved indication (off-label use, provide IND)

	
	
	 FORMCHECKBOX 
  Used for an approved indication (indication in the approved labeling)

	
	 FORMCHECKBOX 
  Not Marketed (NOT FDA-approved for sale by prescription or over-the-counter, provide IND)

	IND#       
	IND Sponsor:
	     

	Schedule II narcotic:
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes

	Agent dispensed by:
	 FORMCHECKBOX 
  BWH IDS
	 FORMCHECKBOX 
  MGH CTP
	 FORMCHECKBOX 
  Other, indicate below

	Specify where drug will be stored (building/floor/room):       


ANCILLARY DRUG

	List below any ancillary drugs. Ancillary drugs are commercially available drugs used in accordance with approved indications for use for research-related ancillary tests or for supportive care; for example, lidocaine for research-related biopsies, EMLA cream for research-related venipuncture, contrast agents for research-related scans or x-rays.

	Drug Name
	Drug Manufacturer
	Drug Dose

	     
	     
	

	     
	     
	

	     
	     
	

	     
	     
	


MEDICAL DEVICE BEING STUDIED
	Device Name:       

	Manufacturer:       

	FDA Status:  
	 FORMCHECKBOX 
  Marketed (FDA-approved for sale)

	
	
	 FORMCHECKBOX 
  Used for a non-approved indication (off-label use, provide IDE)

	
	
	 FORMCHECKBOX 
  Used for an approved indication (indication in the approved labeling)

	
	 FORMCHECKBOX 
  Not Marketed (NOT FDA-approved for sale)

	Risk:
	 FORMCHECKBOX 
  Nonsignificant Risk Device Study
	 FORMCHECKBOX 
  Significant Risk Device Study (provide IDE)

	IDE#       
	IDE Sponsor:
	     

	Medicare Reimbursement Category:
	 FORMCHECKBOX 
 A
	 FORMCHECKBOX 
 B

	Electrically-powered device?
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 YES

	Specify where device will be stored (building/floor/room):       


MEDICAL DEVICE COMPARATOR
	Device Name:       

	Manufacturer:       

	FDA Status:  
	 FORMCHECKBOX 
  Marketed (FDA-approved for sale)

	
	
	 FORMCHECKBOX 
  Used for a non-approved indication (off-label use, provide IDE)

	
	
	 FORMCHECKBOX 
  Used for an approved indication (indication in the approved labeling)

	
	 FORMCHECKBOX 
  Not Marketed (NOT FDA-approved for sale)

	Risk:
	 FORMCHECKBOX 
  Nonsignificant Risk Device Study
	 FORMCHECKBOX 
  Significant Risk Device Study (provide IDE)

	IDE#       
	IDE Sponsor:
	     

	Medicare Reimbursement Category:
	 FORMCHECKBOX 
 A
	 FORMCHECKBOX 
 B

	Electrically-powered device?
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 YES

	Specify where device will be stored (building/floor/room):       


ANCILLARY DEVICE(S)

	List below any non-hospital inventory FDA-approved medical device used in the hospital to obtain measurements, collect data, or monitor subjects that is electrically powered (plugs into an electrical outlet or is battery-powered).

	Device Name
	Device Manufacturer
	Previous BME Inspection

	     
	     
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 YES, BME#      

	     
	     
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 YES, BME#      

	     
	     
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 YES, BME#      

	     
	     
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 YES, BME#      

	Disposition of Device After Study Completion:       

	Name of Study Contact:       
	Contact Tel #:       


IONIZING RADIATION (check all that apply)
NON-IONIZING RADIATION (check all that apply)

	 FORMCHECKBOX 

	Angiography
	 FORMCHECKBOX 

	Mammography
	 FORMCHECKBOX 

	MRI 
	Contrast?
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 YES

	 FORMCHECKBOX 

	CT scan
	 FORMCHECKBOX 

	Radiography
	 FORMCHECKBOX 

	Laser or other optical device

	 FORMCHECKBOX 

	DEXA scan
	 FORMCHECKBOX 

	Radiopharmaceutical
	 FORMCHECKBOX 

	Ultrasound
	Contrast?
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 YES

	 FORMCHECKBOX 

	Fluoroscopy
	 FORMCHECKBOX 

	PET / CT
	 FORMCHECKBOX 

	     

	

	Does any of the imaging or image guidance include any special requirements outside of standard clinical imaging procedures (including any specific requirements for image acquisition, reconstruction or storage)?

	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes
	If YES, contact Patti Goldberger, Admin. Director of Radiology Research 617-525-8758.


STUDY PERSONNEL (co-investigators and study staff)
List individuals with research-specific roles on the protocol, such as co-investigators, research nurses, research coordinators, and research assistants.  Do not list individuals such as laboratory technologists/technicians, radiological technologists/technicians, phlebotomists, patient care services staff, or interviewers who do not have a research-specific role on the protocol. 

CONFLICT OF INTEREST: The Principal Investigator, Co-Investigator and anyone listed on the study responsible for the design, conduct or reporting of the research must complete a Financial Disclosure Form.  
	NAME (First, Middle Initial, Last, Degree[s])
	INSTITUTION
	RESPONSIBLE FOR THE DESIGN, CONDUCT OR REPORTING OF THE RESEARCH

	     
	     
	 FORMCHECKBOX 
  NO     FORMCHECKBOX 
  YES

	     
	     
	 FORMCHECKBOX 
  NO     FORMCHECKBOX 
  YES

	     
	     
	 FORMCHECKBOX 
  NO     FORMCHECKBOX 
  YES

	     
	     
	 FORMCHECKBOX 
  NO     FORMCHECKBOX 
  YES

	     
	     
	 FORMCHECKBOX 
  NO     FORMCHECKBOX 
  YES

	     
	     
	 FORMCHECKBOX 
  NO     FORMCHECKBOX 
  YES

	     
	     
	 FORMCHECKBOX 
  NO     FORMCHECKBOX 
  YES

	     
	     
	 FORMCHECKBOX 
  NO     FORMCHECKBOX 
  YES

	     
	     
	 FORMCHECKBOX 
  NO     FORMCHECKBOX 
  YES

	     
	     
	 FORMCHECKBOX 
  NO     FORMCHECKBOX 
  YES

	     
	     
	 FORMCHECKBOX 
  NO     FORMCHECKBOX 
  YES

	     
	     
	 FORMCHECKBOX 
  NO     FORMCHECKBOX 
  YES

	     
	     
	 FORMCHECKBOX 
  NO     FORMCHECKBOX 
  YES

	     
	     
	 FORMCHECKBOX 
  NO     FORMCHECKBOX 
  YES

	     
	     
	 FORMCHECKBOX 
  NO     FORMCHECKBOX 
  YES

	     
	     
	 FORMCHECKBOX 
  NO     FORMCHECKBOX 
  YES

	     
	     
	 FORMCHECKBOX 
  NO     FORMCHECKBOX 
  YES

	     
	     
	 FORMCHECKBOX 
  NO     FORMCHECKBOX 
  YES

	     
	     
	 FORMCHECKBOX 
  NO     FORMCHECKBOX 
  YES

	     
	     
	 FORMCHECKBOX 
  NO     FORMCHECKBOX 
  YES

	     
	     
	 FORMCHECKBOX 
  NO     FORMCHECKBOX 
  YES

	     
	     
	 FORMCHECKBOX 
  NO     FORMCHECKBOX 
  YES

	     
	     
	 FORMCHECKBOX 
  NO     FORMCHECKBOX 
  YES

	     
	     
	 FORMCHECKBOX 
  NO     FORMCHECKBOX 
  YES

	     
	     
	 FORMCHECKBOX 
  NO     FORMCHECKBOX 
  YES


FINANCIAL DELEGATE

	
	

	Name of Financial Delegate:
	     

	
	(First, Middle Initial, Last, Degree[s])

	Note: The Financial Delegate is responsible for timely review of study-related charges to the research fund.


ATTACHMENTS: The Independent IRB Request Form must be accompanied by the following documents:

 FORMCHECKBOX 
  Sponsor Protocol

 FORMCHECKBOX 
  Model Consent Form

 FORMCHECKBOX 
  Investigator Drug Brochure or FDA Package Insert, when applicable

 FORMCHECKBOX 
  Report of Prior Investigations, when applicable

 FORMCHECKBOX 
  Device Brochure or Instructions For Use (IFU), when applicable

SEND COMPLETED FORM AND ATTACHMENTS BY EMAIL TO THE PARTNERS IRB MAILBOX
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