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University of Connecticut Health Center 

Issues Considered During Review Process:

For any element that is not fully satisfied, provide detailed in the relevant comment box at the end of each section. 

	
	YES
	NO
	NA

	SECTION I – MINIMIZATION OF RISK TO SUBJECTS:


	
	
	

	Are investigators are using the least risky methods available that are appropriate to the research design, i.e. procedures which do not unnecessarily expose subjects to risk? 


	
	
	

	When possible, are investigators using procedures already being performed on the subjects for diagnostic or treatment purposes? 


	
	
	

	Are investigators using procedures consistent with sound research design? 


	
	
	

	Do the Principal Investigator and study personnel have sufficient skills, training, experience to conduct this study?  

Consider previous research conducted, education, professional licenses etc. 


	
	
	

	Does the research team have appropriate expertise to provide medical care, medical monitoring or counseling or are adequate provisions in place to ensure that proper care, monitoring and/or counseling are addressed? 


	
	
	

	Are adequate resources in place for the investigator to conduct the study?  

Consider funding, staff, lab facilities, crash carts, bed space etc.


	
	
	

	As applicable to the study, are adequate procedures in place to minimize risks associated with:

· washout periods, 

· use of placebos, 

· use of control groups, 

· deviations from standard of care, 

· deception studies, 

· use of radiation, biologic or other dangerous materials, or

· potential for economical, social, psychological and physical harms.  

Consider only those risks that may result from the research and not those associated with therapies the subjects would receive even if not participating in the research.


	
	
	

	Has the Office of Research Safety reviewed the use of ionizing radiation, non-ionizing radiation, biological material, and/or hazardous chemicals and provided a Risk Assessment Report such that the IRB can determine risks associated with said materials are minimized?

 
	
	
	

	Has the Institutional Biosafety Committee approved the use of recombinant DNA?  


	
	
	

	Is an Investigational New Drug application required for this study? 


	
	
	

	If an IND is required has confirmation of approval, or confirmation of an exemption, for the IND been provided? 


	
	
	

	Has the investigator submitted a signed statement of Investigator Responsibilities Regarding Control and Use of investigational drugs / devices


	
	
	

	Has pharmacy reviewed signed-off on the plans for use, storage and inventory of the research drug?

 
	
	
	

	Has confirmation of compliance with Good Manufacturing Practice (for drugs and/or devices) been provided? 


	
	
	

	Is an Investigational Device Exemption (IDE) required for this study?  


	
	
	

	Is the device a significant risk device?  

A Significant Risk device is a device that presents a potential for serious risk to the health, safety, or welfare of a subject and (1) is intended as an implant; or (2) is used in supporting or sustaining human life; or (3) is of substantial importance in diagnosing, curing, mitigating or treating disease, or otherwise prevents impairment of human health; or (4) otherwise presents a potential for serious risk to the health, safety, or welfare of a subject.  An non-significant risk device  is one that does not meet the definition for a significant risk device.


	
	
	

	For non-significant risk (NSR) devices, has the sponsors provided sufficient information to support the NSR classification?  (Reminder – documentation of NSR determination goes in minutes). 

	
	
	

	Has confirmation of approval for the IDE been provided?   


	
	
	

	Are plans for inventory and monitoring of the device sufficient? 


	
	
	

	If UCHC is acting as the lead institution for a multi-center trial, are plans for communication among sites in terms of protocol modification, unanticipated problems, modifications, non-compliance or interim results adequate for the protection of human subjects?


	
	
	

	Does the contract language regarding subject injury match the language in the informed consent form? (Note, if the contract is not fully executed at the time of review, approval for the study may only be given on a contingent basis.)

Consider issues of payment for treatment vs. reimbursement of costs, conditioning payment upon actions of participant and/or investigator. 

 
	
	
	

	For continuations, are there concerns with the project design and/or merits of the study that have arisen since the last IRB review?  


	
	
	

	For continuing review, is there any concern related to the factors noted below? 

· subject enrollment / withdrawal rate

· subject complaints

· adverse and/or unanticipated risks to the subjects

· relevant literature

· interim findings
	
	
	

	For continuations, have modifications approved since the last IRB review, as summarized on the addendum to request continuation, been incorporated into the relevant documents (e.g. protocol / consent)? 


	
	
	

	For continuations, have significant new findings that may impact a subject’s willingness to continue in the study been communicated to the subjects? 


	
	
	

	Have risks to subjects been minimized? 


	
	
	

	COMMENTS – OVERALL SUMMARY RE MINIMIZATION OF RISKS


	
	
	

	COMMENTS – PROVISIONS REQUIRED FOR APPROVAL


	
	
	

	COMMENTS –OPTIONAL  SUGGESTIONS FOR PI TO CONSIDER


	
	
	

	SECTION II – RISKS ARE REASONABLE IN RELATION TO BENEFITS / KNOWLEDGE 
	YES
	NO
	NA

	Are risks to subjects reasonable in relation to anticipated benefits, if any, to subjects? For continuations also give consideration to the adverse event profile of the study, subject withdrawals, and benefits experienced by subjects. 


	
	
	

	Are risks to subjects reasonable in relation to the importance of the knowledge that may reasonably be expected to result?  


	
	
	

	Are the benefits to participants and/or society appropriate to the study? 

 
	
	
	

	Are risks and benefits adequately identified, evaluated and described?


	
	
	

	Has the potential for undue influence from any anticipated benefits been minimized?  (Payment for participation is not a benefit.) 


	
	
	

	Is the cost of participation relative to not participating reasonable? 


	
	
	

	For initial review, do the results of the scientific review of the study support approval of the study?  (Note:  Scientific review is required for all full board studies.  The IRB may accept the review of another body, e.g. GCRC, NIH, FDA, or require review by its own Scientific Review Committee.)


	
	
	

	Are there concerns with the project design and/or merits of the study that were not addressed within the scientific review?   


	
	
	

	COMMENTS – OVERALL SUMMARY RE REASONABLENESS OF RISK


	
	
	

	COMMENTS – PROVISIONS REQUIRED FOR APPROVAL


	
	
	

	COMMENTS –OPTIONAL  SUGGESTIONS FOR PI TO CONSIDER


	
	
	

	SECTION III – SELECTION OF SUBJECTS IS EQUITABLE
	YES
	NO
	NA

	Are the inclusion/exclusion criteria equitable and appropriate to the study? 


	
	
	

	Are the recruitment strategies equitable and appropriate to the study?  

Consider location, setting and timing of recruitment strategies.


	
	
	

	Are recruitment goals likely to be met? 


	
	
	

	Are the design and visual effect of recruitment material appropriate? 

Consider font size and type, emphasis placed on various words, use of words that may create undue influence, e.g. “we need you,” or “please help us,” should be replaced with a straightforward invitation to participate.  The IRB must grant approval to the final version of any print or taped advertisement.  Approval for the study may be granted based on a script provided but the PI must also be given a directive to submit the final taped version for approval prior to use. 


	
	
	

	Does the recruitment material accurately reflect the study and consent form? 

Consider whether disclosure of potential to receive placebo is mentioned and whether investigational drugs are identified as such.  Contents of an ad should be limited to the following elements however all elements are not necessarily required.  The IRB may also direct that the IRB number be included on recruitment material.

· the name of the principal investigator; 

· an accurate description of the condition under study and/or the research purpose  e.g. disclosure of placebo; identification of investigational products; (required)

· in summary form, the eligibility criteria that will be used to admit subjects into the study; 

· a straightforward and truthful description of the benefits, if any, to the subject from participating in the study;

· a statement that compensation is available or a statement of how much compensation is available and how it will be paid, e.g. “Participants may receive up to $100 paid in equal installments over 4 visits”

· the amount / length of time or other commitment required of the subjects

· the location of the research and the person to contact for further information

Note:  Ads cannot contain elements that 1) state or imply a certainty of favorable outcome or other benefit beyond what is in the informed consent form, 2) make claims the test article is safe or effective for the purpose under investigation 3) make claims that the test article is known to be equivalent or superior t any other drug, device or biologic, 4) use terms such as new treatment, new medication or new drug without identifying it as investigational 5) promise free medical treatment when the actuality is that subjects will not be charged for participating in the research


	
	
	

	Is the script for telephone screening for eligibility appropriate for the design of the study? 


	
	
	

	Is the amount and structure of the payment schedule appropriate such that undue influence (e.g. being required to complete a study before receiving any payment) is minimized?  


	
	
	

	Is the inclusion of a vulnerable population justified?


	
	
	

	Is the exclusion of vulnerable populations justified?


	
	
	

	Are subject selection and recruitment methods equitable? 


	
	
	

	COMMENTS – OVERALL SUMMARY RE. EQUITABLE SELECTION


	
	
	

	COMMENTS – PROVISIONS REQUIRED FOR APPROVAL


	
	
	

	COMMENTS –OPTIONAL  SUGGESTIONS FOR PI TO CONSIDER


	
	
	

	SECTION IV – INFORMED CONSENT / ASSENT (if applicable)
	YES
	NO
	NA

	Will informed consent be obtained from each subject? 


	
	
	

	Are the subjects able to give legally effective consent? 

Considering age and ability to comprehend information.


	
	
	

	If the subjects cannot consent are plans in place to obtain legally effective consent from a legally authorized representative? 


	
	
	

	When consent is obtained from a legally authorized representative, will assent of the subject be required? 

Considering age and ability to comprehend information.


	
	
	

	When assent of the subject is required, will assent of the subject be required to be documented? 


	
	
	

	Are adequate provisions in place for documenting assent?


	
	
	

	Is the process for obtaining consent/assent well defined?


	
	
	

	Does the consent/assent process provide sufficient opportunity for individuals to consider whether to participate?

Consider whether use of a waiting period or staged consent process should be required. 


	
	
	

	Does the consent/assent process minimize the possibility of coercion or undue influence? 

Consider whether subjects are given the opportunity to opt-out of any sub-study associated with the main study via use of a separate consent form or, for previously approved studies, through opt-out options built into the main consent form.
	
	
	

	Will the consent/assent process be conducted in language understandable to the subject, and if applicable the legally authorized representative?


	
	
	

	Is the individual(s) authorized to obtain consent appropriate?


	
	
	

	For research involving children, will appropriate permission be obtained from parents (Refer to form D for further specifications as to whether permission is required from one or both parents)?


	
	
	

	Have the required elements of informed consent, as noted on the consent check list, been met?


	
	
	

	Are the purpose, risks and benefits of the research described consistently in the informed consent form and protocol?


	
	
	

	Should the IRB require that the consent process be observed by a representative of the IRB or the Research Compliance Monitor.  


	
	
	

	Have the required elements for granting a waiver (full or partial) or alteration to consent been satisfied?  (Refer to PI responses on applicable request to waive or alter consent form) 


	
	
	

	COMMENTS – OVERALL SUMMARY RE CONSENT PROCESS/FORMS


	
	
	

	COMMENTS – PROVISIONS REQUIRED FOR APPROVAL


	
	
	

	COMMENTS –OPTIONAL  SUGGESTIONS FOR PI TO CONSIDER


	
	
	

	SECTION V - ADEQUATE PROVISIONS FOR MONITORING DATA
	YES
	NO
	NA

	Does the research plan include adequate provisions for monitoring the data collected to ensure the welfare and safety of subjects?

Consider risk level of the study, frequency of monitoring (by points in time or after a specified number of subjects) who will be conducting the monitoring (investigator, board, medical monitor, industry etc), what data will be monitored, and how the findings will be analyzed and reported 


	
	
	

	COMMENTS – OVERALL SUMMARY RE MONITORING


	
	
	

	COMMENTS – PROVISIONS REQUIRED FOR APPROVAL


	
	
	

	COMMENTS –OPTIONAL  SUGGESTIONS FOR PI TO CONSIDER


	
	
	

	SECTION VI – PRIVACY OF SUBJECTS AND CONFIDENTIALITY OF DATA
	YES
	NO
	NA

	Are the plans to protect the privacy of the individual sufficient? 

Consider the nature of the study (e.g. is the topic sensitive) and where the consent process and study related activities will be conducted.  Subjects should feel that the setting affords enough privacy for them to feel comfortable to ask questions and discuss the study openly. 


	
	
	

	Are the plans to protect the confidentiality of the data are sufficient?

Consider how data collected during the screening process will be secured, how data will be secured during transport (if applicable), how data will be secured throughout the conduct of the study and after completion of the study.  Consider how data for screen failures will be secured or destroyed. Consider whether a Certificate of Confidentiality is needed for the study. 


	
	
	

	COMMENTS – OVERALL SUMMARY RE PRIVACY/CONFIDENTIALITY


	
	
	

	COMMENTS – PROVISIONS REQUIRED FOR APPROVAL


	
	
	

	COMMENTS –OPTIONAL  SUGGESTIONS FOR PI TO CONSIDER


	
	
	

	SECTION VII – PROTECTIONS FOR VULNERABLE POPULATIONS
	YES
	NO
	NA

	Have the criteria for the protection of vulnerable populations been satisfied? (Reviewer must refer to and complete relevant sections of the applicable vulnerable population form.) 


	
	
	

	COMMENTS – OVERALL SUMMARY RE VULNERABLE POPULATIONS


	
	
	

	COMMENTS – PROVISIONS REQUIRED FOR APPROVAL


	
	
	

	COMMENTS –OPTIONAL  SUGGESTIONS FOR PI TO CONSIDER


	
	
	

	SECTION VIII – HIPAA
	YES
	NO
	NA

	Has the requirement of HIPAA been satisfied via an authorization to use and disclose protected heath information?


	
	
	

	Has the requirement of HIPAA, as related to screening activities, been satisfied via a partial waiver of HIPAA (i.e. have the criteria for granting a partial waiver been satisfied by PI explanations on request for waiver form)?  


	
	
	

	Has the requirement of HIPAA been satisfied via a full waiver of the requirement to obtain an authorization (i.e. have the criteria for granting a full waiver been satisfied by PI explanations on request for waiver form)? 


	
	
	

	Has the requirement of HIPAA been satisfied via a certification of creating de-identified data? 


	
	
	

	Has the requirement of HIPAA been satisfied via a data use agreement and limited data set? 


	
	
	

	COMMENTS – OVERALL SUMMARY RE HIPAA


	
	
	

	COMMENTS – PROVISIONS REQUIRED FOR APPROVAL


	
	
	

	COMMENTS –OPTIONAL  SUGGESTIONS FOR PI TO CONSIDER


	
	
	

	SECTION IX – CONFLICTS OF INTEREST
	YES
	NO
	NA

	Does there appear to be a conflict of interest for any member of the research team? 


	
	
	

	Are appropriate measures in place to manage any conflict of the PI or study team such that subject protections are not adversely affected? 

Consider monitoring of the research by independent reviewers, modification of the research plan, limiting roles within the conduct of the study (e.g. who can obtain consent), divestiture of financial interests, severance of relationships. Disclosure alone is not sufficient management.


	
	
	

	Is the management plan developed by the Conflict of Interest Committee sufficient to protect the integrity of the research? 

Consider monitoring of the research by independent reviewers, modification of the research plan, limiting roles within the conduct of the study (e.g. who can obtain consent), divestiture of financial interests, severance of relationships. Disclosure alone is not sufficient management.  


	
	
	

	Can the conflict be sufficiently managed to allow for approval of the research? 


	
	
	

	COMMENTS – OVERALL SUMMARY RE CONFLICTS


	
	
	

	COMMENTS – PROVISIONS REQUIRED FOR APPROVAL


	
	
	

	COMMENTS –OPTIONAL  SUGGESTIONS FOR PI TO CONSIDER


	
	
	

	SECTION X – COMMUNITY BASED PARTICIPATORY RESEARCH (CBPR)
	YES
	NO
	NA

	Does the research aim to facilitate collaborative, equitable partnerships with the community at all stages of the research. This includes, planning and implementing the research and disseminating research results.
	
	
	

	Were community members involved with identifying the issues of concern and need for the research.  (This permits building on the community strength and resources and promotes co-learning and capacity building among all partners. This also helps emphasize the local relevance of the issues to be studied.)
	
	
	

	Have the risks and benefits to individuals and the community been considered appropriately, for example minimization of risks and maximize benefits by

· Using community collaborators to identify culturally appropriate perspectives.  
· Capacity building within the community to empower

· Consideration given to the methods used to be sure they are sensitive and appropriate to the various communities (literacy, language barriers, cultural sensitivities)
	
	
	

	Has/will appropriate education / training been provided to any community members who will be involved in recruitment and/or data collection ?
	
	
	

	Have potential barriers to community participation in planning and implementing the research being addressed?
	
	
	

	COMMENTS – OVERALL SUMMARY RE CBPR


	
	
	

	COMMENTS – PROVISIONS REQUIRED FOR APPROVAL

	
	
	

	COMMENTS –OPTIONAL  SUGGESTIONS FOR PI TO CONSIDER

	
	
	

	SECTION XI – KNOWLEDGE OF LOCAL RESEARCH CONTEXT
	YES
	NO
	NA

	For studies conducted in foreign locations, has/will review and approval from the local equivalent of an IRB been obtained to ensure that adequate human subject protection provisions are in place? 


	
	
	

	For studies conducted in foreign locations; does the investigator have sufficient knowledge of the culture and language of the area? 


	
	
	

	SECTION XII – GENETIC RESEARCH / ADDITIONAL DNA TESTING
	
	
	

	If the study is drawing additional samples for DNA testing; does the protocol encompass a full description of this activity including:

· a description of the purpose of the DNA testing and the specific DNA tests to be run,

· a description of foreseeable risk and discomforts to the subject as related to the DNA testing, 

· a description of benefits to subject or others that may result from the DNA testing, & 

· a description of how subject privacy and data confidentiality will be maintained as related to the DNA testing?  

(Note:  refer to items 3.b.1, 6.a., 8.a and 10.j on the ICF checklist for specific requirements of consent that must be addressed for DNA testing)
	
	
	

	If genetic findings are being disclosed, is the basis for making such disclosures adequate?
	
	
	

	If genetic findings are being disclosed, are there adequate provisions in place to provide genetic counseling for subjects? 
	
	
	

	COMMENTS – GENERAL SUMMARY OF GENETIC ISSUES


	
	
	

	COMMENTS – PROVISIONS REQUIRED FOR APPROVAL


	
	
	

	COMMENTS –OPTIONAL  SUGGESTIONS FOR PI TO CONSIDER


	
	
	

	SECTION XIII – OTHER ISSUES
	
	
	

	Are the human subject protections/procedures outlined in the grant application consistent with the protections/procedures described in the IRB protocol? 


	
	
	

	For continuations, has verification from sources other than the PI that no material changes have occurred since the last IRB review been provided?  

(verification is required 1) when there are inconsistencies in the data presented to the IRB that cannot be easily resolved, 2) when the IRB has reason to question the conduct of the investigator, e.g. perhaps because of previous citations for serious non-compliance or unresolved subject complaints, or 3) for other circumstances deemed appropriate by the IRB.)


	
	
	

	For continuations, have adequate corrective actions been implemented for reported instances of non-compliance with (deviations from) protocol? 


	
	
	

	Does the study involve other elements that warrant special attention and discussion? (If yes, provide comments below). 


	
	
	

	COMMENTS – GENERAL SUMMARY OF OTHER ISSUES


	
	
	

	COMMENTS – PROVISIONS REQUIRED FOR APPROVAL


	
	
	

	COMMENTS –OPTIONAL  SUGGESTIONS FOR PI TO CONSIDER


	
	
	


Reviewer’s Suggestions for Approval and Review Cycle:

(In determining the review interval consideration will be given to such factors as use of experimental therapies or procedures, the occurrence of adverse events, the use of placebos or washout periods, the subject populations involved, audit findings, etc.  An example of a motion is to approve contingent as high risk with review occurring 6 months from the date of final approval or one year of meeting, whichever is first, and placing a special provision that the consent process for the first 5 subjects be observed by a Research Compliance Monitor.)

Approval Recommendation (see note for prisoner studies): 

(
Approval (Used when no changes are required, there is an acceptable risk / benefit ratio and the protocol is acceptable as submitted)

(
Conditional Approval (Used when minor changes are required in consent, protocol or other study related documents and directive can be provided to PI, or additional information is needed on matters that do not require the judgment of the convened the IRB, e.g. the fully executed contract must be provided and it is stipulated that the contract must be consistent with the consent form, study personnel must complete the required CITI training)

(
Deferral (Used when significant concerns exist with the protocol, consent document or other relevant material, or when substantive clarifications are required on issues that relate to the criteria for approval.)

(
Disapproval (Used when one or more criteria required for approval cannot be met, e.g. risks significantly outweigh the benefit or value of the knowledge to be gained, there are significant ethical concerns or questions that deem the study unacceptable, or risks cannot be adequately assessed.) 

Risk Assessment Level: 
none
minimal
slight increase over minimal
moderate
high

Benefit to Individual:
none
potential
potential future 
direct

Benefit to Society:  
none
potential
potential future 
direct

Approval period if other than maximum period allowed per policy:

Special Provisions:  

REMINDER FOR PRISONER STUDIES

For prisoner studies conducted or supported by the Department for Health and Human Services a Certification letter is required from the IRB and must be approved by the Office for Human Research Protections within DHHS before any prisoner can be enrolled. This should be stipulated as part of the approval recommendations (e.g. approve with requirement for IRB to submit Certification letter).  In addition, studies approved under category iii or iv with a control group must obtain Secretarial consult. 
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