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PARTNERS HUMAN RESEARCH COMMITTEE

REVIEW WORKSHEET

In order to approve human-subjects research or approve changes in IRB-approved research, the PHRC must determine that all of the regulatory criteria for IRB approval at 45 CFR 46.111(a)(1-7)(b) and 21 CFR 56.111(a)(1-7)(b) are satisfied.  The PHRC Guide to IRB Review of Non-Exempt Human Research and Review Worksheet have been developed to assist members and reviewers with review determinations.
	SECTION I: Regulatory Criteria for IRB Approval

	Instructions:  Indicate whether the research meets the regulatory criteria for approval listed below.

If YES, note protocol-specific information that supports your determination.

If NO, note specific changes the investigator must make to meet this criterion.

If DON’T KNOW (?), note additional information needed to help you decide whether the criterion is met.

	(1) Risks to subjects are minimized: (i) by using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk, and (ii) whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes.
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 ?

	(2) Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of the knowledge that may reasonably be expected to result.  Risks include any physical, psychological, social, legal, and economic risks to subjects.
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 ?

	(3) Selection of subjects is equitable taking into account the purpose and the setting of the research.
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 ?

	(4) Informed consent will be sought from each prospective subject or the subject’s legally authorized representative, in accordance with, and to the extent required by 45 CFR 46.116 and for FDA regulated research 21 CFR 50.
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 ?

	(5) Informed consent will be appropriately documented, in accordance with, and to the extent required by 45 CFR 46.117 and for FDA regulated research 21 CFR 50.
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 ?

	(6) If the research involves more than minimal risk to subjects, the research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects.
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 ?

	(7) When appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 ?

	(b)  When some or all of the subjects are likely to be vulnerable to coercion or undue influence, such as children, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons, additional safeguards have been included in the study to protect the rights and welfare of these subjects.
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 ?

	SECTION II: Clinical Investigations of Drugs or Biological Products, or Medical Devices

	1. Does the drug or biological product being administered have an IND?
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO

	If NO, is an IND required?
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO [EXEMPT FROM IND]

	2. Is a device being investigated for safety or effectiveness?
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO

	If YES, does the device have an IDE?
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO

	If NO, is an IDE required?
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO [EXEMPT FROM IDE]

	If YES, does the device meet the requirements for a NSR device study (abbreviated IDE)?
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO 

	3. Is there an adequate plan to control the medical device so that it will be used only in approved research and only in research subjects?
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO


	SECTION III: DURATION OF APPROVAL (one year or less)

	Does the project require review more frequently than annually?
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO

	SECTION IV: CHANGES SINCE PREVIOUS REVIEW (in previously approved research)

	Does this project require verification from sources other than the investigators that no material changes have occurred since the previous review?  Material changes mean any change that would affect the determination of whether the research meets the regulatory criteria for IRB approval.
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO

	SECTION V: SIGNIFICANT NEW FINDINGS (in previously approved research)

	Are there any significant new findings that might relate to the subject’s willingness to continue participation in the research?
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO

	If YES, were they provided to subjects?
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	
	

	SECTION VI: UNANTICIPATED PROBLEMS (in previously approved research)

	1. Is the information, incident, experience or outcome unexpected (in terms of nature, severity, or frequency) given (a) the research procedures that are described in the protocol-related documents, such as the IRB-approved research protocol and informed consent document; and (b) the characteristics of the subject population being studied?
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO

	2. Does the information, incident, experience or outcome suggest that the research places subjects or others at a greater risk of harm (including physical, psychological, economic, or social harm) than was previously known or recognized?
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO

	Note: Unanticipated problems involving risks to subjects or others are incidents, experiences or outcomes that are unexpected and place subjects or others at a greater risk of harm.

	SECTION VII: REVIEWER’S COMMENTS

	


Note: When the Committee cannot provide the investigator with specific changes to meet a regulatory criterion, or the Committee has insufficient information to make a required determination, the Committee must defer action and request clarification or additional information needed to make the required determination.
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