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	  IRB #:                  PI Name:               Reviewer Name:                    Date:      

	REVIEWER ATTESTATION: By entering your name above, you confirm that you have reviewed this study and entered all recommended stipulations into IRBIS.

	Progress Report

	1
	Enrollment progress commensurate with enrollment plans described in Section B
	 FORMCHECKBOX 
 Acceptable
	 FORMCHECKBOX 
 *Unacceptable

	3
	Subject complaints were resolved satisfactorily.
	 FORMCHECKBOX 
 NA
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 *No

	4-6
	New information (publications, study results, multi-site or oversight committee reports) not previously submitted, that adversely alter the risk/benefit ratio.
	 FORMCHECKBOX 
 NA
	 FORMCHECKBOX 
*Yes
	 FORMCHECKBOX 
 No

	7
	Deviation summary describes only minor deviations; do not affect the safety or welfare of study participants
	 FORMCHECKBOX 
 NA
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 *No

	8
	New safety information that represents a risk to subjects or other, not previously reported.
	 FORMCHECKBOX 
 NA
	 FORMCHECKBOX 
*Yes
	 FORMCHECKBOX 
 N/A

	9
	Renewal application includes a modification request.
	 FORMCHECKBOX 
 Yes -Requires completion of Modification Checklist unless modification is limited to personnel changes/administrative corrections.
	 FORMCHECKBOX 
 No

	11
	Audit/monitoring report(s) findings acceptable
	 FORMCHECKBOX 
 NA
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 *No

	Notes:        

	Continuing Review--46.111/56.111 Criteria for IRB approval of research 

IMPORTANT:  ANY ‘NO’ RESPONSE IN THIS SECTION REQUIRES DEFERRAL.

	A.2.6
	Additional safeguards in place to protect the rights and welfare of vulnerable subjects.
	 FORMCHECKBOX 
 NA
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 *No

	A.3.1
	Selection of subjects remains equitable.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 *No

	A.5
	Risks to subjects are reasonable in relation to anticipated benefits, if any.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 *No

	A.6
	Risks to subjects (including physical, psychological, social, legal and economic) are minimized.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 *No

	A.7
	The research plan continues to makes adequate provision for monitoring the data collected to ensure the safety of subjects.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 *No

	A.10
	Provisions in place to maintain the confidentiality of data remains appropriate.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 *No

	B.3
	Provisions in place to maintain the privacy of subjects remains appropriate.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 *No

	D.1
	Informed consent/HIPAA will be sought from each prospective subject or the subject’s legally authorized representative.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 *No

	D.1
	Informed consent/HIPAA continues to be appropriately documented.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 *No

	Notes:        

	ADDITIONAL CONSIDERATIONS
If any of the following are checked, the additional considerations checklist must also be completed.

	
 FORMCHECKBOX 
 Research involving Prisoners    FORMCHECKBOX 
 Department of Defense    FORMCHECKBOX 
 Department of Navy    FORMCHECKBOX 
 EPA

 FORMCHECKBOX 
 Bureau of Prison    FORMCHECKBOX 
 Department of Justice    FORMCHECKBOX 
 Department of Energy    FORMCHECKBOX 
 Department of Education



	

REGULATORY FINDINGS

	Waivers
 FORMCHECKBOX 
 HIPAA-limited waiver     FORMCHECKBOX 
 HIPAA-full waiver      FORMCHECKBOX 
 Consent-waiver written     FORMCHECKBOX 
 Consent-full waiver
If the waiver applies to only some of the participants or only parts of the research, describe here:  FORMTEXT 

     

	Research involving decisionally impaired individuals
 FORMCHECKBOX 
  46.102(c)/50.3(l)] LAR may consent on behalf of prospective subject.

	Research involving CHILDREN Regulatory Finding Recommendation:

 FORMCHECKBOX 
 46.404/50.51, Research not involving greater than minimal risk. (1 parent’s signature) OR
 FORMCHECKBOX 
 46.405/50.52, Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual subjects.  (1 parent’s signature) OR
 FORMCHECKBOX 
 46.406/50.53, Research involving greater than minimal risk and no prospect of direct benefit to individual subjects, but likely to yield generalizable knowledge about the subject's disorder or condition.  (2 parent’s signatures) 

 FORMCHECKBOX 
 46.407/50.54, Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of children.
AND (if applicable)↓
 FORMCHECKBOX 
 46.409/50.56, Children who are wards of the state or any other agency, institution, or entity can be included if research is related to status as Ward OR Conducted in Schools, Hospitals, or similar settings in which a majority of the children are NOT Wards.

AND (if applicable)↓
 FORMCHECKBOX 
 Waive minor assent (child unable to provide assent OR prospect of benefit not available outside of research)

	Research involving PREGANT WOMEN, FETUSES, NEONATES Regulatory Finding Recommendation:

 FORMCHECKBOX 
 46.204 Research involving pregnant women or fetuses.
 FORMCHECKBOX 
 46.205 Research involving neonates.
 FORMCHECKBOX 
 46.206 Research involving, after delivery, the placenta, the dead fetus or fetal material.
 FORMCHECKBOX 
 46.207 Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of pregnant women, fetuses, or neonates.

	FDA-regulated research
 FORMCHECKBOX 
 Study exempt from IDE (investigational device) regulations

 FORMCHECKBOX 
 Investigational device; study meets criteria for Non-significant Risk (NSR)—(Abbreviated IDE)

 FORMCHECKBOX 
 Investigational device; study conducted under IDE 

 FORMCHECKBOX 
 Study exempt from IND (investigational drug) regulations

 FORMCHECKBOX 
 Investigational drug; study conducted under IND  (IND#  FORMTEXT 

      )

	Notes:        

	REVIEWER RECOMMENDATIONS

	 FORMCHECKBOX 
 Approval      FORMCHECKBOX 
 Contingent approval      FORMCHECKBOX 
 Deferral      FORMCHECKBOX 
 Disapproval  
 FORMCHECKBOX 
 Category 9 Continuing review of research not conducted under IND/IDE; involves no greater than minimal risk and no additional risks identified—Future reviews may be reviewed by expedited review.
Review Period      FORMCHECKBOX 
 12 months  FORMCHECKBOX 
 6 months   FORMCHECKBOX 
 3 months
 FORMCHECKBOX 
Other:      


* Response requires the addition of stipulations in IRBIS.
Open-ended stips (e.g. explain X, clarify Y, define Z) = Deferral.
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