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	IRB #:      
	


Louis Stokes Cleveland DVA Medical Center

Review Checklist for Initial IRB Review – IRB Form 8

Section 1 – General Information
1. Date:       
2. Reviewer (name):      
3. Title of Project:      
4. Principal Investigator (name):      
5. Research Coordinator (name):      
Section 2 – Background Information
6. Please verify that the investigator has provided adequate background information for the proposed research. 

	
	Yes
	No
	NA

	a. All personnel have completed human subject protection training
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. Sponsorship of the research is clear and appropriate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. Purpose of the research is clear and appropriate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d. Collaborative relationships are clear and appropriate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e. Specimen banking procedures are clear and adequately discussed in consent document
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	f. DNA testing procedures are clear and adequately discussed in consent document
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	g. Procedures for use of FDA-regulated products are clear and IND/IDE information is adequate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
Section 3 – Regulatory Criteria for Approvals
Regulatory Criteria: The following information is designed to assist the reviewer in determining that the Federally required criteria for IRB approval codified at 38 CFR Part 16.111, FDA regulations and the Common Rule.

7. Recruitment and Selection of Subjects Are Equitable (please note and comment below as to whether the following elements are adequately addressed):
	
	Yes
	No

	a. Minority/ethnic representation is appropriate
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. Gender representation is appropriate
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. Recruitment methods and advertising materials are non-coercive and appropriate 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d. Selection of subjects is equitable
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e. Children; pregnant women, fetuses, or, neonates; or prisoners are involved (If Yes, please complete Question 12)
	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:       

8. Risks Are Minimized & Reasonable in Relation to Benefits (please note and comment below as to whether the following elements are adequately addressed):
Risks include physical, psychological, emotional and social harms (e.g., stigmatization, loss of service, loss of employment, etc.) Examine the research plan, including research design and methodology, to determine that there are no flaws that would place subjects at unnecessary risk.  Risk/benefit analysis evaluates the most current information about the risk and benefits of the interventions involved in the research, in addition to information about the reliability of this information.  Consider only those risks that result from the research rather than the long-range effects (e.g., public policy implications) of applying the knowledge gained in the research. 

	
	Yes
	No

	a. All risks to subjects are clearly and accurately identified and considered
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. Risks to others (e.g., relatives, friends) are accurately identified and considered
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. Risks are minimized through sound research design
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d. Research personnel are qualified
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e. Anticipated benefits to subject and importance of knowledge to be gained are clearly and accurately identified
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	f. Risks are reasonable in relation to anticipated benefits
	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
9. Informed Consent Is Obtained and Documented (please note and comment below as to whether the following elements are adequately addressed):
Legally Authorized Representatives (LAR): Where consistent with State law, VA policy recognizes the following as LARs: (i) persons appointed as health care gents under a Durable Powers of Attorney for Health Care; (ii) court appointed guardians; and (3) next of kin in the following order: spouse, adult child, parent, and adult sibling.

	
	Yes
	No
	NA

	a. Informed consent process is described adequately (if informed consent is waived, please complete Section 3)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. Circumstances of consent (e.g., timing, place, person obtaining consent) minimize coercion or undue influence (if vulnerable subjects are involved, please Complete Question 12)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. Informed consent will be documented by obtaining a written consent form that is signed and dated using VA Form 10-1086 (if informed consent is waived, please complete Section 3)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d. Appropriate translated consent forms are available for anticipated non-English speaking subjects 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e. The following 8 required elements are included:
	
	
	

	1) Statement that study involves research and includes including the purpose, duration, procedures, identification of experimental procedures
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2) Disclosure of reasonably foreseeable risks or discomforts
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3) Description of any benefits to subjects or others
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4) Disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to subjects
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5) Description of the extent to which confidentiality of records will be maintained (including that records may be inspected by VHA, FDA, OHRP, the Study Sponsor, or Federal funding agency).
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6) If research is more than minimal risk, whether any compensation or medical treatments are available for injury with description. (NOTE: VA-approved research requires a statement that veteran-subjects shall receive medical care and treatment for injuries suffered as a result of participating in a VA research program.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7) Three contacts: study information (PI’s name & phone number), research related injury, subjects’ rights (IRB) 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8) Voluntary participation, including “refusing to participate or withdrawing from the research involve no penalty or loss of benefits to which the subject is otherwise entitled” 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	f. The following additional elements as appropriate are included:
	
	
	

	1) Unforeseeable risks
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2) Investigator-Initiated Termination of Participation
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3) Additional Costs
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4) Early Withdrawal/Procedures for Termination
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5) Significant New Findings
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6) Approximate Number of Subjects
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	g. The following VA-Specific information items are included:
	
	
	

	1) Statement that veteran-subjects shall not be required to pay for treatment received as a subject in a VA research program
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2) Required statement for use of bodily fluids, substances, or tissues, if applicable
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3) Clear statement describing any payment the subject is to receive for participation, the required conditions for payment, and the payment schedule.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
10. Safety Monitoring Is Adequate (please note and comment below as to whether the following elements are adequately addressed):
	
	Yes
	No
	NA

	a. Internal and/or external data safety monitoring will occur
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. A Data Safety Monitoring Board or Data Monitoring Committee has been established
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. Overall safety monitoring is adequate and appropriate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
11. Privacy & Confidentiality Protections Are Adequate (please note and comment below as to whether the following elements are adequately addressed):
Considerations: Consider the nature, probability, and magnitude of harms that would be likely to result form a disclosure of collected information outside the research.  Evaluate the effectiveness of proposed anonymizing techniques, coding systems, encryption methods, storage facilities, access limitations, and other relevant factors in determining the adequacy of confidentiality protections. Sensitive information includes, but is not limited to, child abuse, violence, some infectious diseases, conditions affecting insurability, compensation or litigation, etc.  Research records are not medical records and can be subpoenaed.  If the research includes sensitive information a Certificate of Confidentiality may be warranted.  

	
	Yes
	No
	NA

	a. Methods for obtaining, recording, and coding of data and/or samples (e.g., saliva, blood, tissue) are described and satisfactory
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. Storage of data and/or samples is described and satisfactory
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. Procedures for sharing (including electronic transmission) of data and/or samples are described and satisfactory
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d. Provisions protecting the privacy of subjects and the confidentiality of data/records are adequate and appropriate 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
12. Please verify that safeguards for vulnerable subjects are adequate:
Children (complete Attachment 1, see FDA & HHS Subpart D)

Adults with Impaired Capacity for Decision-Making (complete Question 12-A)
Pregnant Women and Fetuses (complete Question 12-B, see HHS Subpart B)

Neonates (complete Attachment 2, see HHS Subpart B)

Prisoners (complete Attachment 3,  see HHS Subpart C)
Other vulnerable adults (e.g., socially or economically disadvantaged, complete Question 12C)
None of the above (skip to question 13)
	A. Adults with Impaired Capacity for Decision-Making
	Yes
	No
	NA

	1. Procedures to assess subjects’ decisional capacity and understanding of the research are adequate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Procedures for obtaining consent from legally authorized representative are adequate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Protections for subjects’ with impaired decision making are adequate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
	B. Pregnant Women and Fetuses
	Yes
	No
	NA

	1. Appropriate preclinical studies have been conducted, any risk is the least possible for achieving the objectives of the research, no inducements will be offered to terminate a pregnancy, and researchers will have no part in determining viability or the timing, methods, or procedures for terminating a pregnancy
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Risk to the fetus is caused solely by interventions or procedures that hold out the prospect of direct benefit for the woman or the fetus; or, if there is no such prospect of benefit, the risk to the fetus is not greater than minimal and the purpose of the research is the development of important biomedical knowledge which cannot be obtained by any other means
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. The pregnant woman’s fully informed consent is obtained if the research holds out (i) the prospect of direct benefit to the pregnant woman, (ii) the prospect of a direct benefit both to the pregnant woman and the fetus, or (iii) no prospect of benefit for the woman nor the fetus where risk to the fetus is not greater than minimal and the purpose of the research is the development of important biomedical knowledge that cannot be obtained by any other means

OR

The fully informed consent of the pregnant woman and the father is obtained if the research holds out the prospect of direct benefit solely to the fetus, except that the father’s consent need not be obtained if he is unable to consent because of unavailability, incompetence, or temporary incapacity or the pregnancy resulted from rape or incest.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. For pregnant children, parental permission is obtained in accordance with Subpart D (also complete Question 12-C)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
	C. Other Vulnerable Subjects
	Yes
	No
	NA

	Procedures to address subjects’ vulnerabilities are included, appropriate, and adequate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
Section 3 – Waiver of Consent or Documentation of Consent
Note: These criteria also apply to waiver of parental permission or waiver of child assent. Waiver of informed consent, waiver of parental permission, and waiver of documentation are not permitted under FDA regulations or for the involvement in research or nonviable neonates.

13. Criteria for Waiver of Consent (or Permission or Assent) (please verify that the criteria have been satisfied.) 

	
	Yes
	No
	NA

	a. The research involves no more than minimal risk; AND
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. Waiver/alteration will not adversely affect rights and welfare of subjects; AND
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. The research could not practicably be conducted without waiver/alteration; AND
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d. Whenever appropriate, subjects will be provided additional pertinent information after participation.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
14. Criteria for Waiver of Documentation Only (please verify that the criteria have been satisfied.) 

	
	Yes
	No
	NA

	a. The only record linking the subject to the research would be the consent form, and the principal risk to the subject would be potential harm resulting from breach of confidentiality; OR
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. The research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
Section 4 – Additional Documentation
15. Please check if you have reviewed the following additional documentation:
	I have personally reviewed:
	Yes

	a. Investigator assurance signed by all research personnel
	 FORMCHECKBOX 


	b. Clinical investigator’s brochure, package insert, PDR monograph or other labeling materials
	 FORMCHECKBOX 


	c. Informed consent, parental permission, and/or child assent documents 
	 FORMCHECKBOX 


	d. Forms for non-English speakers
	 FORMCHECKBOX 


	e. Advertisements, announcements, letters, or other recruiting materials
	 FORMCHECKBOX 


	f. Scales, survey instruments, questionnaires, interview scripts, etc
	 FORMCHECKBOX 


	g. Federal cooperative research sample protocol and consent form
	 FORMCHECKBOX 


	h. Federal grant application
	 FORMCHECKBOX 


	i. Conflict of Interest Declarations for all researchers
	 FORMCHECKBOX 


	j. Conflict of Interest Disclosures and Management Plans for affected researchers
	 FORMCHECKBOX 


	k. Applicable IRB attachment (for exemption, expedited review, or consent waiver)
	 FORMCHECKBOX 


	l. Applicable HIPAA attachments (authorization form, authorization waiver)
	 FORMCHECKBOX 



Comments or Concerns:      
	IRB #:      
	


Reviewer (name):      

Title of Project: 

Section 5 – Reviewer Recommendations
16. Level of Risk (please check one):

 FORMCHECKBOX 

Minimal risk (the probability and magnitude of harm or discomfort are not greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests)

 FORMCHECKBOX 

Greater than minimal risk

17. Device Category (please check one):

 FORMCHECKBOX 

Not applicable

 FORMCHECKBOX 

Significant risk

 FORMCHECKBOX 

Non-significant risk

18. Recommended IRB Action (check one):

 FORMCHECKBOX 

Approve as submitted

 FORMCHECKBOX 

Approvable pending non-substantive changes described below

 FORMCHECKBOX 

Approvable pending the substantive changes described below:

 FORMCHECKBOX 

Defer for the reasons described below

 FORMCHECKBOX 

Disapprove for the reasons described below

Comments or Concerns:      
19. Continuing Review Frequency (check one):

 FORMCHECKBOX 
  12 months
 FORMCHECKBOX 
  6 months
 FORMCHECKBOX 
  Other:      
20. Flagging of Medical Record – Medical record flagged to protect the subject’s safety (check one):

 FORMCHECKBOX 
  Yes


 FORMCHECKBOX 
  No

21.  Type of Review (check one):

 FORMCHECKBOX 

Recommendations to Convened IRB

 FORMCHECKBOX 

Determination by Expedited Reviewer Acting on Behalf of the IRB,

Category No.:      


     
Signature of Reviewer




Date

ATTACHMENT 1

SAFEGUARDS FOR VULNERABLE SUBJECTS – CHILDREN

	1. Children
	Yes
	No
	NA

	a. VACO Waiver has been obtained.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. The research involves no greater than minimal risk, and:

· Permission of at least one parent will be obtained; 

· Assent of child will be obtained
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. The research involves greater than minimal risk, but presents the prospect of direct benefit to individual subjects, and:

· Risk is justified by anticipated benefit to subject

· Benefit to risk ratio is at least as favorable as that presented by alternative approaches

· Permission of at least one parent will be obtained

· Assent will be obtained unless the benefit is not available outside the research
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d. The research involves greater than minimal risk and no prospective of direct benefit to individual subjects, but will likely yield vitally important generalizable knowledge about the subjects’ disorder or condition, and:

· The research presents experiences reasonably commensurate with those inherent in subjects’ actual or expected medical, dental, psychological, social, or educational

· Permission of both parents will be obtained unless either parent is not reasonably available

· Assent will be obtained
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e. The research is not otherwise approvable but would help understand, alleviate, or prevent a serious child health problem and should be forwarded to the HHS Secretary or the FDA Commissioner for review
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	f. The research involves wards of the State, and

· Is related to their status as wards or conducted in settings in which the majority of subjects are not wards

· An advocate has been appointed for each ward/child/subject
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	g. Protections for children in this research are adequate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
ATTACHMENT 2

SAFEGUARDS FOR VULNERABLE SUBJECTS – NEONATES

	1 Neonates
	Yes
	No
	NA

	a.    For  neonates of uncertain viability, all of the following conditions are met: (1) Where scientifically appropriate, preclinical and clinical studies have been conducted and provide data for assessing potential risks to neonates.(2) Each individual providing consent is fully informed regarding the reasonably foreseeable impact of the research on the neonate. (3) Individuals engaged in the research will have no part in determining the viability of a neonate. (4) The IRB determines that: (i) The research holds out the prospect of enhancing the probability of survival of the neonate to the point of viability, and any risk is the least possible for achieving that objective, or (ii) The purpose of the research is the development of important biomedical knowledge which cannot be obtained by other means and there will be no added risk to the neonate resulting from the research. (5) The legally effective informed consent of either parent of the neonate or, if neither parent is able to consent because of unavailability, incompetence, or temporary incapacity, the legally effective informed consent of either parent’s legally authorized representative is obtained, except that the consent of the father or his legally authorized representative need not be obtained if the pregnancy resulted from rape or incest.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b.    For nonviable neonates, all of the following conditions are met: (1) Where scientifically appropriate, preclinical and clinical studies have been conducted and provide data for assessing potential risks to neonates.(2) Each individual providing consent is fully informed regarding the reasonably foreseeable impact of the research on the neonate. (3) Individuals engaged in the research will have no part in determining the viability of a neonate. (4) Vital functions of the neonate will not be artificially maintained. (5) The research will not terminate the heartbeat or respiration of the neonate. (6) There will be no added risk to the neonate resulting from the research. (7) The purpose of the research is the development of important biomedical knowledge that cannot be obtained by other means. (8) The legally effective informed consent of both parents of the neonate must be obtained with no provision for waiver or alteration of consent. However, if either parent is unable to consent because of unavailability, incompetence, or temporary incapacity, the informed consent of one parent of a nonviable neonate will suffice, except that the consent of the father need not be obtained if the pregnancy resulted from rape or incest. The consent of a legally authorized representative of either or both of the parents of a nonviable neonate will not suffice.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c.     A viable neonate is a child. Subpart D criteria apply (see Question 12-A)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns      
ATTACHMENT 3

SAFEGUARDS FOR VULNERABLE SUBJECTS – PRISONERS

	1. Prisoners
	Yes
	No
	NA

	a.   The research involves solely the following: (i) study of the possible causes, effects, and processes of incarceration, and of criminal behavior, provided that the study presents no more than minimal risk and no more than inconvenience to the subjects; (ii) study of prisons as institutional structures or of prisoners as incarcerated persons, provided that the study presents no more than minimal risk and no more than inconvenience to the subjects; (iii) research on conditions particularly affecting prisoners as a class where the research will be forwarded to OHRP for review; or (iv) research on practices, both innovative and accepted, which have the intent and reasonable probability of improving the health or well-being of the subject (where the research will be forwarded to OHRP for review if prisoners are to be assigned to control groups which may not benefit from the research)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. Any possible advantages accruing to the prisoner through his or her participation in the research are not of such a magnitude that his or her ability to weigh the risks of the research against the value of such advantages in the limited choice environment of the prison is impaired; the risks involved in the research are commensurate with risks that would be accepted by nonprisoner volunteers; procedures for the selection of subjects within the prison are fair to all prisoners and immune from arbitrary intervention by prison authorities or prisoners; unless sufficiently justified, control subjects will be selected randomly from the group of available prisoners who meet the characteristics needed for the  research; information is presented in language which is understandable to the subject population; adequate assurance exists that parole boards will not take into account a prisoner’s participation in the research in making decisions regarding parole, and each prisoner is clearly informed in advance that participation in the research will have no effect on his or her parole; and where there may be a need for  follow-up examination or care of participants, adequate provision has been made for such examination or care, taking into account the varying lengths of individual prisoners’ sentences, and for informing participants of this fact.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
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