BWH/DFCI/MGH HUMAN SUBJECTS RESEARCH

INSTRUCTIONS FOR PROTOCOL SUBMISSION

SUBMIT WHAT:  Submit one copy of the following information for all studies (see exception below)
 FORMCHECKBOX 

Original Completed and Signed Application Form

 FORMCHECKBOX 

Site Responsible Investigator Form(s) (use when more than one Partners site is involved)

 FORMCHECKBOX 

Ancillary Committee/Specialized Review Form(s)

 FORMCHECKBOX 

Protocol Summary

 FORMCHECKBOX 

Schema

 FORMCHECKBOX 

Detailed Protocol (submit sponsor’s protocol or use HRC outline to draft protocol)

 FORMCHECKBOX 

Questionnaires or Psychological Instruments (if applicable)

 FORMCHECKBOX 

Recruitment Materials (letters, postcards, postings, advertisements, telephone scripts, etc.)

 FORMCHECKBOX 

Consent Form(s)

EXCEPTION:  For studies limited to the use of medical records and/or discarded human materials, i.e., no patient/subject contact, submit only relevant form(s).

ADDITIONAL FORMS/INFORMATION:  The following forms and/or documents are required, when applicable:

DRUGS OR BIOLOGICS, INCLUDING RADIOPHARMACEUTICALS

 FORMCHECKBOX 

Investigational Drug Brochure (for investigational drugs)

 FORMCHECKBOX 

Package Insert if using FDA-Approved Radiopharmaceutical

 FORMCHECKBOX 

FDA IND Notification Letter (for IND drugs)

 FORMCHECKBOX 

Standardized Doctor’s Order Sheets (for drugs administered by hospital staff)

 FORMCHECKBOX 

Patient Drug Diary (for take home medications only)

MEDICAL DEVICES

 FORMCHECKBOX 

Documentation Supporting Non-Significant Risk Status (If Applicable)

 FORMCHECKBOX 

Device Brochure or Equivalent Product Information

 FORMCHECKBOX 

FDA IDE Notification

NIH GRANT

 FORMCHECKBOX 

Copy of Entire NIH Grant

SUBMIT WHEN:  Submit when ready for review
Complete submissions will be scheduled for the first available meeting.  There are four scheduled meetings per month for review of new proposals.  Refer to HRC web site for dates.

SUBMIT WHERE: Submit by US mail, inter-office mail or hand deliver to Human Research Office (see below) 
	Office
	Inter-Office Mail
	US Mail

	BWH
	Human Research Office

10 Brookline Place – 3 (BPW-3)
	Human Research Office,  Brigham and Women’s Hospital

75 Francis Street – BPW, Boston, MA  02115

	MGH
	Human Research Office

Lawrence House 3 (LRH-3)
	Human Research Office, Massachusetts General Hospital – LRH, Boston, MA  02114


FOR MORE INFORMATION:  Contact the Human Research Office
	IRB
	PHONE
	FAX
	E-MAIL ADDRESS

	BWH
	(617) 525-3170
	(617) 232-9216
	hrc.bwh@mgh.harvard.edu

	MGH
	(617) 726-3494
	(617) 724-1919
	hrc.mgh@mgh.harvard.edu


BWH/MGH Human Subjects Application Submission Instructions
Filename: New Submission Instructions

Version 4: November 2001

Page 1

