Agency of Human Services: Institutional Review Board Continuing Review Checklist 

	Proposal Title & Tracking Number:
	     


Important issues for reviewers are:

1. That the risks to subjects are still minimized.
2. That the risks to subjects are still reasonable in relation to anticipated benefits.
3. That the number of subjects initially requested and approved has not been exceeded.
4. Any protocol revisions that have been approved by the IRB since the last continuing review.
5. Any request for protocol revision at the time of continuing review.
6. Determine if the study appears to be progressing as planned.
7. If unexpected events, toxicity, or complications have occurred that may indicate a need for a change in the protocol or consent.
8. If the subjects registered any complaints about the study.
9. Whether the consent document that is currently in use contains all previous revisions.
10. Review a current report from the data-monitoring mechanism (Principal Investigator, Data-Monitoring Committee, or Data Safety Monitoring Board) to determine that study events are being evaluated relative to the appropriate stopping or modification rules.  (It is appropriate for the IRB to require a protocol revision to improve the plans for data monitoring if the IRB thinks this will improve the protection of research subjects).

REVIEWER RESPONSIBILITIES

· Review as above.

· Talk directly with PI to attempt to clarify/resolve major concerns prior to approval.

· Identify any remaining issues, which may need to be discussed further with the full committee.

· Complete, sign and date the reviewer sheet checklist.

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
Approval recommended?


Next review should take place in:   FORMCHECKBOX 
 12 months   FORMCHECKBOX 
  6 months  FORMCHECKBOX 
  other      
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
Are risks still minimized by use of procedures consistent with sound research design and which do not unnecessarily expose subjects to risk?  If no, discuss in comments section below.

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
Are risks to subjects still reasonable in relation to benefits?  If no, discuss in comments section below.

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
When appropriate, are the following requirements still satisfied?  If no, discuss in comments section below.

· The research plan adequately provides for monitoring the data collected to ensure safety of the subject;

· The protocol adequately protects the privacy of subjects and maintains confidentiality of the data;

· When some or all of the subjects are likely to be vulnerable to coercion or undue influence, additional safeguards have been included in the study to protect the rights and welfare of these subjects.

· Specific additional protections are included for research involving fetuses, pregnant women, human in vitro fertilization, prisoners, and children as specified in the regulations.

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
Are the provisions for obtaining and documenting informed consent still appropriate and being followed?  If no, discuss in comments section below.

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
Does this meet the criteria for expedited continuing review:
“Continuing review of research previously approved by the convened IRB as follows: 
(a) where 
(i) the research is permanently closed to the enrollment of new subjects: 
(ii) all subjects have completed all research-related interventions; and 
(iii) the research remains active only for long-term follow-up of subjects;
or 
(b) where no subjects have been enrolled and no additional risks have been identified; 
or 
(c) where the remaining research activities are limited to data analysis.”?

REVIEWER’S COMMENTS (Include here or attach additional sheet):
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