IRB REVIEWER CHECKLIST – INITIAL REVIEW
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Title of Study:      
Principal Investigator:      
Instructions for Reviewers
1. Review each question on this form.  
2. Look for the corresponding section on the Application for New Human Research Study that contains the information you are reviewing.  Note: Section XIII on this form is only for Reviewer Signatures.   
3. Look for additional information in the Guidance Document.  
4. If comments are required, space is provided on the form. 

Miami VAHCS IRB Office: Contact the IRB Office (Mitch Gajardo) if you have any questions: 
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E-mail:  office@varesearchmiami.org

TABLE OF CONTENTS

Section 1    Macrobutton "FollowLink" 
  
Type of  Submission/ Sponsor – Investigator Applications/Forms/Expedited Review and Exemptions

Section 2 Macrobutton "FollowLink" 
  
Risk/Benefit Assessment
Section 3 Macrobutton "FollowLink" 
  
Subject Selection and Vulnerable Populations.  
Section 4 Macrobutton "FollowLink" 
  
Informed Consent
Section 5 Macrobutton "FollowLink" 
  
Safety Monitoring Plan 
Section 6 Macrobutton "FollowLink"
  
Investigational Drugs and Devices 

Section 7 Macrobutton "FollowLink" 
  
 Biologic and Radioactive Materials
Section 8 Macrobutton "FollowLink" 
  
Study Protocol Elements
Section 9 Macrobutton "FollowLink" 
  
Patient Privacy
Section 10 Macrobutton "FollowLink" 
   
Data Security

Section 11 Macrobutton "FollowLink"
  
Conflict of Interest

Section 12 Macrobutton "FollowLink" 
  
Credentials to Conduct Human Studies Research 
Section 13 Macrobutton "FollowLink" 
  
Reviewer Determinations/ Signatures 
Appendix A Macrobutton "FollowLink" 
  
Recruitment of subjects 

Appendix B/C Macrobutton "FollowLink" 
   
Investigational Drugs and Devices

Appendix D Macrobutton "FollowLink" 
  
Biologic and Radioactive Materials

For IRB Staff Use

The IRB Staff will complete the following:

	
	Yes
	No

	a. All research personnel have completed the human subject protection/good clinical practices training (CITI/GCP).
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. All research personnel have completed the Information Security 201 for Research and Development Personnel 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. All research personnel have completed all other required trainings (VHA Privacy & Information Security Awareness)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d. All research personnel have completed the credentialing process.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e. No conflict of interest was reported  by the PI. 

f. A conflict of interest was reported and is being reviewed by the COI administrator. 
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 



Comments or Concerns:      
Conflict of Interest Disclaimer

As a reviewer, are you an investigator, consultant, collaborator, or study personnel on the proposed study; do you have a financial interest in the study; or do you have any other conflict of interest with this study?

  FORMCHECKBOX 
  Yes**    FORMCHECKBOX 
  No

**If yes, please do not perform the review and contact the IRB Office. 

SECTION I Macrobutton "FollowLink"

TYPE OF SUBSMISSION / SPONSOR – INVESTIGATOR APPLICATIONS

/FORMS/EXPEDITED REVIEW AND EXEMPTIONS

1. Does the proposed research project meet the definition for human research?
If the research does not meet the definition, please provide a brief explanation below and do not continue; return this form to the IRB Office immediately.  The IRB Office will have the IRB Chair or designee complete the “Human Subject Determination form).

     
yes   FORMCHECKBOX 
    
no  FORMCHECKBOX 
  If “no”or not sure, please return this form to the IRB Office immediately 

2. What type of submission is this?
 FORMCHECKBOX 
Clinical drug trial    



 FORMCHECKBOX 
Survey/Questionnaire         


  
 FORMCHECKBOX 
Clinical device trial



 FORMCHECKBOX 
Chart Review                      

       
 

 FORMCHECKBOX 
 Tissue Repository



 FORMCHECKBOX 
 QA Project

 FORMCHECKBOX 
 Data Repository  



 FORMCHECKBOX 
 International Research
 FORMCHECKBOX 
Other please specify     


 FORMCHECKBOX 
 Prospective study
3. Is this submission appropriate for IRB review?    

yes FORMCHECKBOX 
    

no  FORMCHECKBOX 
  If “no”, please comment below and contact the IRB Office immediately for further

 guidance before completing this form. 
If this submission is not appropriate for IRB review, please comment:     
4. Does the PI meet the criteria as a Sponsor-Investigator or has the PI submitted the appropriate waiver forms?
n/a   FORMCHECKBOX 

 PI is not a sponsor/investigator
yes   FORMCHECKBOX 
 PI has provided evidence of the IND (i.e., a letter from the FDA or industry sponsor identifying the PI as the holder of the IND (and including the IND number.))


or

yes   FORMCHECKBOX 
 Waiver from the Requirement to Submit an IND Application to the FDA form is attached and 
appropriate _________
no    FORMCHECKBOX 
 If “no”, please comment
If PI meets the criteria as Sponsor-Investigator and has not submitted proof of the IND in the form of a letter from the FDA, nor has provided a waiver form, please comment:     
5. If the PI is requesting expedited review, please complete the Reviewer Section of the Request for Expedited Review form and return to the IRB Office as part of your review.

Does the request meet the criteria listed on the Request for Expedited Review form?  
yes  FORMCHECKBOX 
          no  FORMCHECKBOX 
    If “no”, please comment             n/a  FORMCHECKBOX 
 PI is not requesting expedited review
If the study does not meet the criteria, please comment:     
6. If the PI is requesting an exemption from IRB review, please complete the Reviewer Section of the Request for Exemption from IRB Review form and return to the IRB Office as part of your review.
Does the request meet the criteria listed on the Request for Exemption from IRB Review form?
yes   FORMCHECKBOX 
        no  FORMCHECKBOX 
  If “no”, please comment                n/a  FORMCHECKBOX 
 PI is not requesting an exemption 

note* if “yes” stop here, sign and date, and return form to the IRB Office. 
If study does not meet the criteria, please comment:     
7. Are there any concerns regarding the location of the research as described in the Location of Research form? 
No  FORMCHECKBOX 
    yes  FORMCHECKBOX 
  If “yes”, please comment 

If the form does not clearly indicate where the research will take place or appropriate signatures are missing, please comment:     
8. In a multi-site study, where the investigator is the lead investigator, is there adequate management of information for the protection of human subjects? 

Yes   FORMCHECKBOX 
                    no     FORMCHECKBOX 
  If “no”, please comment     or N/A  FORMCHECKBOX 
       

If the plan for management of information for the protection of human subjects is not adequate, please comment:       
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RISK/BENEFIT ASSESSMENT

1. Where will the research project be conducted?  (Check all that apply) 
 FORMCHECKBOX 

VA Inpatient Setting


 FORMCHECKBOX 

VA Outpatient Clinic




 FORMCHECKBOX 

VA Laboratories

 FORMCHECKBOX 

Subject Homes


 FORMCHECKBOX 

Affiliate Location – are affiliate IRB approval documents attached:  no  FORMCHECKBOX 
    yes  FORMCHECKBOX 
  
 FORMCHECKBOX 

Other (specify):
     
2. Which of following type(s) of risks does the study have? 
 FORMCHECKBOX 

Physical


 FORMCHECKBOX 

Legal



 FORMCHECKBOX 

Psychological

 FORMCHECKBOX 

Economical


 FORMCHECKBOX 

Social


 FORMCHECKBOX 

Minimal Risk

If you checked any of the above, please comment:      
3. Have risks been minimized by one or more of the following:

	Yes
	No
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	PI/staff have adequate credentials to conduct research

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Consistent with sound research design (e.g. frequent monitoring by data and safety monitoring boards, 
trained personnel who can respond to emergencies, coding of data, exclude certain individuals or classes of subjects)

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Does not unnecessarily expose participants to risk

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Obtains research data from the procedures already performed for diagnosis and treatment of patient’s condition.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Risks to subjects are reasonable in relationship to the potential benefits, if any, to subjects, and the importance of the knowledge that may be expected to result.



	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Research studies have the resources necessary to protect subjects:

o Adequate time for the investigators to conduct and complete the research.

o Adequate number of qualified staff.

o Adequate facilities.

o Access to a population that will allow recruitment of the necessary number of subjects.

o Availability of medical or psychosocial resources that subjects may need as a consequence of the research.


If risks have not been minimized by one or more of the above, please comment:      
       b. Additional safeguards 

	
	no
	yes

	Does the study need a patient record flag? Please answer “yes” in all cases except when:

1. The study is a chart review

2. The study involves questionnaires only, or
3. The individual’s participation lasts less than one month.  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Is a Certificate of Confidentiality (COC) needed for this study?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Does the study need independent verification from sources other than the investigator that the information submitted is accurate and complete?

	 FORMCHECKBOX 

	 FORMCHECKBOX 



4. Are there any departures from standard procedures or methods of care (or lack thereof).



No    FORMCHECKBOX 
   Yes   FORMCHECKBOX 
   If yes, please describe in the space provided
If you answered “yes”, please comment:      
5. Does the protocol or application form provide information about the severity, likelihood, frequency, and reversibility of potential adverse actions.



Yes   FORMCHECKBOX 
   



No    FORMCHECKBOX 
   If “no”, please comments

If you answered “no”, please comment:      
6. Does the research have direct benefits to subjects? 


yes   FORMCHECKBOX 
   If “ yes”, please check the applicable items below. 
no    FORMCHECKBOX 
  



 FORMCHECKBOX 
 ameliorates patient’s disorder



 FORMCHECKBOX 
 provides participant with better understanding of his/her disorder



 FORMCHECKBOX 
 Other (Please describe):       
         
7. Does the research have benefits to the community/society?

yes    FORMCHECKBOX 
   If “ yes”, please check applicable items below.
no     FORMCHECKBOX 
  




 FORMCHECKBOX 
 increased knowledge about human physiology or behavior




 FORMCHECKBOX 
 improved safety




 FORMCHECKBOX 
 technological advances




 FORMCHECKBOX 
 better health




 FORMCHECKBOX 
 Other (Please describe):       
         

8. Did the PI explain how the benefits justify the risks of the study?
Yes   FORMCHECKBOX 
   

If you answered “no”, please comment:      


No    FORMCHECKBOX 
   If “no”, please comments
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SUBJECT SELECTION AND VULNERABLE POPULATIONS 
1. Will subjects be recruited for this study?


 no   FORMCHECKBOX 
    Subjects will not be recruited/chart review study  (Skip to Section 4)    yes  FORMCHECKBOX 
  If yes, go to Appendix A
                       
Complete appendix A Macrobutton "FollowLink"

for all studies in which subjects will be recruited. 
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INFORMED CONSENT

1. Is a waiver or alteration of consent requested? 
Yes   FORMCHECKBOX 
   If “yes” answer the questions below     no    FORMCHECKBOX 
   If “no”, a waiver or alteration of consent is not requested, 

       go to question 2.
Is it appropriate? Select option 1 or 2. 
 FORMCHECKBOX 
Option 1: [45 CFR 46.116(d), 38 CFR 16.116(d)]: (ALL MUST APPLY)
 FORMCHECKBOX 
 Research involves no more than minimal risk; AND
 FORMCHECKBOX 
 Waiver/alteration will not adversely affect rights and welfare of subjects; AND
 FORMCHECKBOX 
 Research could not practicably be conducted without waiver/alteration; AND
 FORMCHECKBOX 
 Whenever appropriate, subjects will be provided additional pertinent information after participation.

 FORMCHECKBOX 
 The research is NOT subject to FDA regulation

Or 

 FORMCHECKBOX 
Option 2: [45 CFR 46.116(c), 38 CFR 16.116(c)]: (ALL MUST APPLY)

 FORMCHECKBOX 
 The research is conducted by or subject to the approval of state or local government officials; AND
 FORMCHECKBOX 
 The research or demonstration protocol is to be designed to study, evaluate, or otherwise examine: (i) Public benefit or service programs; (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; (iv) possible changes in methods or levels of payment for benefits or services under those programs.   AND
 FORMCHECKBOX 
 The research could not practicably be conducted without waiver/alteration; 

Comment if adequate justification has not been provided:     
2. If the PI submitted a Waiver of HIPAA Authorization form, has adequate justification been provided?

 
Yes   FORMCHECKBOX 
   If “yes” skip to Section 8     no    FORMCHECKBOX 
 If “no”, please comment 
n/a   FORMCHECKBOX 
 A waiver is not 
                                                                                                                                                           being requested 
                                                                                                                                                            Skip to #3)  

Comment if an adequate summary has not been provided:     
3. Is the PI requesting waiver of requirement to obtain signed consent form (waiver of documentation)? 

Yes   FORMCHECKBOX 
   If “yes” answer the questions below     
no    FORMCHECKBOX 
 a waiver is not requested (skip to #4)
a. Is it appropriate? (Select a box below, either may apply) 

 FORMCHECKBOX 
 The only record linking subject to research would be the consent form, and principal risk to subject would be potential harm resulting from breach of confidentiality and the research is NOT subject to FDA regulation;  Each participant would be asked whether he or she wanted documentation linking the participant with the research, and the participant’s wishes would govern.

OR

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

Comment if adequate justification has not been provided:     
b. Did PI provide an adequate summary/letter of introduction (written description of information that would be provided to participants) along with the form?

Comment if an adequate summary has not been provided:     
yes    FORMCHECKBOX 
   If “yes” skip to Section 5     no     FORMCHECKBOX 
 If “no”, please comment

4. a. 
Does the new research application require submission of a VA Form 10-1086 – Informed Consent Document? 

yes 
 FORMCHECKBOX 
                        
no  
 FORMCHECKBOX 
  (if no skip to
b. Informed consent will be sought from each prospective subject or the subject’s legally authorized representative? (mark NA if a waiver of informed consent has been granted)

yes 
 FORMCHECKBOX 
                        
no  
 FORMCHECKBOX 
  
N/A      FORMCHECKBOX 
  

c. The Informed consent will be documented by obtaining a written consent form that is signed and dated using VA Form 10-1086?



yes 
 FORMCHECKBOX 
                        
no 
 FORMCHECKBOX 
  

d. Will there be an adequate opportunity for the potential subject to take the consent form home to consider the options and to discuss participation with family members? 
If “no”, please comment:     

yes 
 FORMCHECKBOX 
                        
no 
 FORMCHECKBOX 
  

e.  A signed and dated copy of the consent document will be given to the person signing the consent document? 

yes
  FORMCHECKBOX 
                        
no
 FORMCHECKBOX 
  

f. i.  Does the IC document contain all of the required elements listed below?

        
yes
  FORMCHECKBOX 
               
no  
 FORMCHECKBOX 
   If “no”, please comment  in box below            

1. Explanation of the purpose of the research
2. Explanation of the expected duration of the participant’s participation

3. Description of the procedures to be followed

4. Reasonably Foreseeable Risks or Discomforts  

5. Reasonably Expected Benefits to Subjects and Others  

6. Appropriate Alternatives  

7. Extent of Confidentiality 

8. Compensation or Treatment for Injury:

· A statement that a veteran-participant did not have to pay for care received as a participant in a VA facility research project except in accordance with federal law and that certain veterans had to pay co-payments for medical care and services provided by VA facility

· A statement that in the event of a research-related injury the VA facility had to provide necessary medical treatment to a participant injured by participation.

9. Contact Information:
· An explanation of whom to contact for answers to pertinent questions about the research

· An explanation of whom to contact for answers to pertinent questions about the research participants’ rights

· An explanation of whom to contact in the event of a research-related injury to the participant

10. Voluntary Participation Statement:
· A statement that refusal to participate would involve no penalty or loss of benefits to which the participant was otherwise entitled.  

· A statement that the participant could discontinue participation at any time without penalty or loss of benefits to which the participant was otherwise entitled

If all required elements of the IC document are not included, please comment:     
ii. Does the IC document need any of the additional elements listed below?

                  

No    FORMCHECKBOX 
   
Yes   FORMCHECKBOX 
 If “yes”, please comment 

1. Identification of procedures that were experimental: 
· For  FDA-regulated research, a statement that noted the possibility that the FDA might inspect the records

· If compensation was available when injury occurred, an explanation as to what it consisted of or where further information could be obtained. 

· If medical treatments were available when injury occurred, an explanation as to what they consisted of or where further information could be obtained

2. Unforeseeable Risks to Subjects, Embryos, or Fetuses:

· A statement that if participant was or became pregnant, the particular treatment or procedure might involve risks to the embryo or fetus, which were currently unforeseeable. 

3. Investigator-Initiated Termination of Participation:

4. Additional Costs:

5. Early Withdrawal/Procedures for Termination:

· The consequences of a participant’s decision to withdraw from the research

6. Significant New Findings:

7. Approximate Number of Subjects:

If the IC needs any of the elements listed, please comment:      
iii. Does the IC document need any of the 3 VA-specific elements listed below?

No    FORMCHECKBOX 
   
Yes   FORMCHECKBOX 
  If “yes”, please comment

1. Payment for Treatment:- statement that veteran subject will not be required to pay for treatment received as a subject in VA Research Program. 

2. Authorization for Use of Bodily Fluids, Substances, or Tissues

3. Payment for Participation – clear statement describing any payments to subjects, the required conditions for payment and the payment schedule. 

If the IC needs any of the 3 elements listed, please comment:      
g. Is the IC free of exculpatory language

Yes    FORMCHECKBOX 
    
   no  FORMCHECKBOX 
  If “no”, please comment

If the IC contains exculpatory language, please comment:      
h. Is the IC document written using grammar and vocabulary understandable to the subject?

Yes    FORMCHECKBOX 
  
no  FORMCHECKBOX 
  If “no”, please comment

If the IC is not written using grammar and vocabulary that is easily understand, please comment:      
i. a.  Do you think that the PI will encounter a population of subjects that are not proficient in English and thus will need an IRB-approved translation of the informed consent?

no  FORMCHECKBOX 
     
yes  FORMCHECKBOX 
  If “yes”, please comment 
n/a     FORMCHECKBOX 
 translated IC will not 
                                                                                                                   be needed (skip to # L)

If the study needs a translated version of the document, please comment:      


     b.  If a translated document is submitted, is the translation adequately verified?

Yes     FORMCHECKBOX 
        
no   FORMCHECKBOX 
  If “no”, please comment

If the translation was not adequately verified, please comment:      
j. Has the PI adequately explained the informed consent plan and addressed all applicable elements listed in the criteria listed on the Application for New Human Research Study form?
Yes   FORMCHECKBOX 
                
 no  FORMCHECKBOX 
  If “no”, please comment 

 

If the IC plan does not contain all of the required elements, please comment:     
k. Is there a need for the IC process to be monitored?

No  FORMCHECKBOX 


yes   FORMCHECKBOX 
  If “yes”, please comment 

If there is a need for the IC process to be monitored, please comment:      
l. Do the circumstances of the consent process minimize the possibility of coercion or undue influence? 

Yes   FORMCHECKBOX 
                        
no     FORMCHECKBOX 
  If “no”, please comment              
Comment if the consent process has not minimize the possibility of coercion or undue influence:     
m. Do the individuals communicating information to the participant or the legally authorized representative during the consent process provide that information in language understandable to the participant or the representative?

Yes   FORMCHECKBOX 
                        
no     FORMCHECKBOX 
  If “no”, please comment              
Please comment if the information is not provided to the subject in a language the subject can understand:      
n. Is the information being communicated to the participant or the legally authorized representative during the consent process free of exculpatory language through which the participant or the legally authorized representative released or appeared to release the investigator, the sponsor, the organization, or its agents from liability for negligence?

Yes   FORMCHECKBOX 
                        
no     FORMCHECKBOX 
  If “no”, please comment              
If the information being communicated to the subject contains exculpatory language, please comment:      
o. If research involves pregnant women, does the consent form fully described the possible impact of the research on the fetus? 

Yes   FORMCHECKBOX 
                    no     FORMCHECKBOX 
  If “no”, please comment     or N/A  FORMCHECKBOX 
 no pregnant women will not be recruited 









(skip to Section 5)        
p. If the study involves pregnant women, are the individuals providing consent fully informed regarding the reasonably foreseeable impact of the research on the fetus or neonate?

Yes   FORMCHECKBOX 
                        no     FORMCHECKBOX 
  If “no”, please comment              
If “no”, please comment:      
q. If the study involves pregnant women, will consent be obtained from both the mother and father of the fetus: (Note: the father’s consent does not need to be obtained under the following circumstances: (1) The purpose of the activity was to meet the health needs of the mother; (2) His identity or whereabouts could not reasonably be ascertained; (3) He was not reasonably available; or (4)The pregnancy resulted from rape)
Yes   FORMCHECKBOX 
                        
no     FORMCHECKBOX 
  If “no”, please comment    
If “no”, please comment:      
r. If the study involves pregnant women, are the individuals providing consent fully informed regarding the reasonably foreseeable impact of the research on the fetus or neonate?

Yes   FORMCHECKBOX 
                        no     FORMCHECKBOX 
  If “no”, please comment              
If “no”, please comment:      
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Safety Monitoring Plan

1. Does the study require a safety monitoring plan? Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 
   If no, explain below and skip to Section 6. 

Safety monitoring plan not required:      
2. Is the Safety Monitoring Plan adequate for the research? The PI must address all applicable criteria listed below on the new application form.  Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 
   If no, explain below 
CRITERIA FOR A SAFETY MONITORING PLAN:

	Monitoring is commensurate with the nature, complexity, size and risk involved. 

(The overall elements of the monitoring plan may vary depending on the potential risks, complexity, and nature of the research study. The method and degree of monitoring needed is related to the degree of risk involved. Monitoring may be conducted in various ways or by various individuals or groups, depending on the size and scope of the research effort. These exist on a continuum from monitoring by the principal investigator in a small phase I study to the establishment of an independent data and safety monitoring board for a large phase III clinical trial.)


	Monitoring is timely. Frequency should commensurate with risk. Conclusions are reported to the IRB.


	For a Data Safety Monitoring Board, the plan must include: 

· The name of the Data Safety Monitoring Board 

· Where appropriate, is an independent from the sponsor 

· Availability of  written reports

· Composition of the monitoring group (if a group is to be used): experts in all scientific disciplines needed to interpret the data and ensure patient safety. Clinical trial experts, biostatisticians, bioethicists, and clinicians knowledgeable about the disease and treatment under study should be part of the monitoring group or be available if warranted.

· Frequency and content of meeting reports

· The frequency and character of monitoring meetings (e.g., open or closed, public or private)


	For a Data Safety Monitor (individual) the plan must include:

(For low risk studies, continuous, close monitoring by the study investigator or an independent individual may be an adequate and appropriate format for monitoring, with prompt reporting of toxicity to the IRB, FDA and/or ORO.) 

· Parameters to be assessed 

· Mechanism to assess the critical efficacy endpoints at intervals in order to determine when to continue, modify, or stop a study. 

· Frequency of monitoring

· Reporting to the IRB



	The plan for dealing with adverse events and unanticipated problems involving risk to subjects or others.  The plan must address all potential adverse events and unanticipated problems.  These include physical, psychological, economic, social, and legal.

	The plan to assure compliance with reporting of adverse events and/or unanticipated problems involving risks to participants or others.

	What safety information will be collected, including serious adverse events

	How the safety information will be collected (e.g., with case report forms, at study visits, by telephone calls with subjects).

	The frequency of data collection, including when safety data collection starts

	For studies that do not have or are not required to have a data monitoring committee and are blinded, have multiple sites, enter vulnerable populations, or employ high-risk interventions, the IRB needs to carefully review the data and safety monitoring plan and determine whether a data monitoring committee is needed.

	If not using a data monitoring committee, and if applicable, statistical tests for analyzing the safety data to determine whether harm is occurring;

Conditions that trigger an immediate suspension of the research, if applicable.


If the Safety Monitoring Plan is not adequate for the research, please explain.
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INVESTIGATIONAL DRUGS AND DEVICES

Investigational Drugs/Biologics/Devices
This study involves the use of a drug or a device (either FDA-approved or investigational):             


yes 
 FORMCHECKBOX 
   If “yes”, complete appendix B and/or C as appropriate (see below)


no  
 FORMCHECKBOX 
   If “no”, skip to section 7 “Biologic and Radioactive Materials” 

Complete appendix B/C Macrobutton "FollowLink"

if this study involves the use of a drug (either FDA-approved or investigational). 

SECTION  7 Macrobutton "FollowLink"

BIOLOGIC AND RADIOACTIVE MATERIALS

Does this research involve the use of biologics (human tissue, cells, or fluid) or radioactive materials? 


yes 
 FORMCHECKBOX 
   If “yes”, complete appendix D (see below)

no  
 FORMCHECKBOX 
   If “no”, skip to section 8 “Study Protocol Element” 

Complete appendix D Macrobutton "FollowLink"

if the study involve Biologic and/or Radioactive Materials. Biologics can be defined as any human specimen including tissue, cells or fluids. 

Section 8


STUDY PROTOCOL ELEMENTS

1. Does the protocol contain an adequate description of the following required elements?

a. Research objectives, purpose, specific aims and hypotheses


 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  

b. Background and significance section state the problem to be 

investigated, the rationale for the proposed research, current state 

of knowledge relevant to the proposal and potential contribution 

of this research to the problem(s) addressed? 




 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  

c. Literature references







 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  

d. Procedures to be performed, (Research methods) 



 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  

e. A description of the procedures being performed for 



diagnostic or treatment purposes (as opposed to research purposes)

 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

f. A description of how risks to participants were minimized by using procedures 
that were consistent with sound research design and that did not unnecessarily 
expose participants to risk






 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
g. Projected start and completion times





 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  

h. Target population(s)







 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  

i. Inclusion and exclusion criteria listed 





 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  

j. If appropriate, is the sample size justified to show that the proposed

number of subjects is at least the minimum needed to achieve the 

research objectives? 







 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  

k. Data analysis plan is consistent with the study objectives 


 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  

l. Provisions to maintain human subject privacy and the confidentiality of data? 
 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
If any of the elements above (in # 1) were not included, or if they were not they adequately justified in the protocol, please comment:      
2. Does the protocol contain an adequate description of the following optional elements?
a. Use of deception or incomplete disclosure   
yes   FORMCHECKBOX 
  If yes,  answer #1 and #2      no  FORMCHECKBOX 
          N/A   FORMCHECKBOX 
  

(1) Does study meet the 4 criteria for waiver of IC or waiver of some of the elements of the IC?       
  yes   FORMCHECKBOX 
   no    FORMCHECKBOX 
   

(2) Are briefing procedures described in the new research application?  yes    FORMCHECKBOX 
    no   FORMCHECKBOX 

b. Subjects’ behavior will be recorded unknowingly  
yes   FORMCHECKBOX 
    no  FORMCHECKBOX 
  
   N/A   FORMCHECKBOX 
  
c. Double-blinding      yes   FORMCHECKBOX 
   If yes, answer #c (1)   no  FORMCHECKBOX 
  
   N/A   FORMCHECKBOX 
  

c (1). If yes, is there a provision for (1) trending and (2) for unlocking the code?  yes   FORMCHECKBOX 
      no     FORMCHECKBOX 

d. Randomization


yes   FORMCHECKBOX 
      no    FORMCHECKBOX 
     

e. Washout period 

 
yes   FORMCHECKBOX 
      no    FORMCHECKBOX 


f. Radiation exposure  

yes   FORMCHECKBOX 
      no    FORMCHECKBOX 


g. Deviation from standard care 
yes   FORMCHECKBOX 
      no    FORMCHECKBOX 
     

h. Is this a challenge study?

yes   FORMCHECKBOX 
      no    FORMCHECKBOX 
 
If any of the optional elements above (in # 2) were not included and should have been, or if they were not adequately justified in the protocol, please comment:      
3. If the study includes the use of any survey or/questionnaires, are there any concerns about how they 


are constructed?

n/a    FORMCHECKBOX 
  There are no surveys/questionnaires for this study
no     FORMCHECKBOX 
    



yes    FORMCHECKBOX 
  If “yes” please comment below.

If there are concerns about the survey or questionnaire, please comment:      
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PATIENT PRIVACY 

1. Has the investigator adequately addressed the subjects’ expectations of privacy? 
yes  FORMCHECKBOX 
   


no   FORMCHECKBOX 

If “no”, please comment:      
SECTION 10 Macrobutton "FollowLink
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DATA SECURITY

1. Will PHI/sensitive data be accessed?




yes  FORMCHECKBOX 
   


no   FORMCHECKBOX 


2. Are there any concerns about the type of data to be collected?

 

no   FORMCHECKBOX 



yes  FORMCHECKBOX 
   If “yes”, please comment              

If there are concerns about the type of data to be collected, please comment:      
9. Are there any concerns about the source from which the data will be collected (e.g. Miami VAHCS records, national database, etc.)? 



no   FORMCHECKBOX 
  



yes  FORMCHECKBOX 
   If “yes”, please comment              

If there are concerns about the data source, please comment:      
10. Are there any concerns about how the data will be stored? (e.g. VA server behind firewall, removable media, etc.)



no   FORMCHECKBOX 
 



yes  FORMCHECKBOX 
   If  “yes”, please comment             

If there are concerns about how data will be stored, please comment:      
11. Are there any concerns about the personnel or other individuals who will have access to the data?

If there are concerns about the individuals who will have access to the data, please comment:      
no    FORMCHECKBOX 
  



yes   FORMCHECKBOX 
   If “yes”, please comment

12. Is there an adequate plan to protect patient privacy and maintain data security during all phases of the study?

yes   FORMCHECKBOX 
   


no    FORMCHECKBOX 
  If “no”, please comment.

 If the plan to protect patient privacy and data security is not adequate, please comment:       
13. Is there an adequate plan for sharing data?

yes   FORMCHECKBOX 
   


no    FORMCHECKBOX 
  If “no”, please comment

If the plan for sharing data is not adequate, please comment:       
14. Is there an adequate plan for maintaining and destroying data?

yes   FORMCHECKBOX 
   


no    FORMCHECKBOX 
  If “no”, please comment

If the plan for maintaining and destroying data is not adequate, please comment:       
Section 11 Macrobutton "FollowLink"

CONFLICT OF INTEREST
1. If there is any current or pending funding or support for this project, did the PI submit a CRADA to the Research Office?
 
yes  FORMCHECKBOX 
 
no  FORMCHECKBOX 
 If “no”, please contact the Research Admin Office   n/a  FORMCHECKBOX 
 There is no funding/support for 
                                                                                                                                        this project


 

2. Are you aware of any potential financial or non-financial conflict of interest situation associated with this new research application that has not been previously identified or did the PI indicate on the new application form a conflict of interest?  

no  FORMCHECKBOX 
 


yes  FORMCHECKBOX 
  If “yes”, please explain and contact the IRB Office

If a potential conflict of interest has been identified, please explain :     
3. If a potential COI was previously identified, were the results from the COI administrator and/or COI ad hoc committee submitted for IRB review?


no  FORMCHECKBOX 
 


yes  FORMCHECKBOX 
  If “yes”, please explain

If a potential conflict of interest has been identified, please explain :     
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CREDENTIALS TO CONDUCT HUMAN STUDIES RESEARCH

1. a. Are the PI, Co-investigator(s) and research staff knowledgeable about the ethical issues/administrative    
     issues, patient privacy, and confidentiality of data in human studies research?
If all research staff members are not knowledgeable about the ethical issues/administrative issues, patient privacy, and confidentiality of data in human studies research, please comment:       
yes   FORMCHECKBOX 
    


no   FORMCHECKBOX 
 If “ no”, please comment

b. Does the PI, Co-Investigator(s) and collaborators staff have sufficient experience to conduct 
  

research in this area? 

        yes   FORMCHECKBOX 
    


no   FORMCHECKBOX 
 If  “no”, please comment
If the PI, Co-Investigator(s) and collaborators do not have sufficient experience to conduct research in this area, please comment:     

c. Does this new research application need review by an expert (consultant) in the field?

         no    FORMCHECKBOX 
 


yes   FORMCHECKBOX 
 If “yes”, please comment and contact the IRB Office
If the new research application needs review by an expert, please comment:     
2. a. Has this new research application been reviewed by any other IRB or does the PI intend to submit it for review to another IRB?    
If this new research application has been reviewed by another IRB or if the PI intends to submit it for review, please provide details:      
no   FORMCHECKBOX 
  
(if “no” skip to #3)
yes  FORMCHECKBOX 
  If  “yes”, please comment
  b. If this new research application has it been reviewed by any other IRB, what was the IRB’s determination (e.g. approved, disapproved, tabled, etc.)  

If this new research application was reviewed by another IRB, please provide the outcome:      
3. Has the PI or any of his/her staff received warnings or actions in the last 5 years from any institution or government body about their behavior in regards to any research activities in which they have been involved? 

If the Investigator or member of his/her staff has received warnings, please comment:     

         no   FORMCHECKBOX 
 


yes    FORMCHECKBOX 
 If “yes” please comment

4. Has a qualified healthcare provider been identified who will be responsible for all study-related health care decisions?
If a qualified physician has not been identified who will be responsible for all study-related health care decisions, please comment:     
yes   FORMCHECKBOX 
    


no    FORMCHECKBOX 
 If “no”, please comment.
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REVIEWER DETERMINATIONS/ SIGNATURES
1. What is your risk determination?

	 FORMCHECKBOX 

	Minimal risk

	 FORMCHECKBOX 

	Greater than minimal risk (not vulnerable population or relative to population.)

	 FORMCHECKBOX 

	Greater than minimal risk and also a vulnerable population. (cognitively impaired, educationally impaired, pregnant women, children, fetus.)

	 FORMCHECKBOX 

	Greater than minimal risk may also be relative to the population.


2. Does the research use procedures consistent with sound research design?

yes
  FORMCHECKBOX 
    
no 
 FORMCHECKBOX 
  If “no”, please comment    


If “no”, please comment    :     
3. Is the research design sound enough to yield the expected knowledge?
yes
  FORMCHECKBOX 
    
no 
 FORMCHECKBOX 
  If “no”, please comment    


If “no”, please comment    :     
4. If this is a greater than minimal risk study, are the risks reasonable in relation to the anticipated    
        benefits?


yes
  FORMCHECKBOX 
    
no 
 FORMCHECKBOX 
  If “no”, please comment    

N/A    FORMCHECKBOX 
  
If risks are not reasonable in relation to the anticipated benefits, please comment:     
3. Has the reviewer obtained enough relevant information to adequately review the proposed research? 


Yes
  FORMCHECKBOX 
 
no
 FORMCHECKBOX 
  If “no”, please contact the IRB Office

4. Risk Level


1 

2

3

4

5

Minimal



Moderate


High

5. Interval for Continuing Review  

3 months
 
6 months
9 months
12 months

If you recommend a time interval of less than 12 months, please provide a reason and explain in the space provided below: 


 FORMCHECKBOX 

Probability and magnitude of anticipated risks to subjects. 

 
 FORMCHECKBOX 

Significant risk to research subjects (e.g., death, permanent or long lasting disability or morbidity, 
severe 
toxicity) without the possibility of direct benefit to the subjects;


 FORMCHECKBOX 

Likely medical condition of the proposed subjects. 


 FORMCHECKBOX 

Vulnerability of the population being studied.


 FORMCHECKBOX 

The involvement of especially vulnerable populations likely to be subject to coercion (e.g., 
 


terminally ill)


 FORMCHECKBOX 

A history of serious or continuing noncompliance on the part of the PI.


 FORMCHECKBOX 

Overall qualifications of the Principal Investigator and other members of the research team.


 FORMCHECKBOX 

Specific experience of the Principal Investigator and other members of the research team in conducting 


similar research.


 FORMCHECKBOX 

Nature and frequency of adverse events observed in similar research at this and other facilities.


 FORMCHECKBOX 

The novelty of the research making unanticipated adverse events more likely.


 FORMCHECKBOX 

Other factors that the IRB deems relevant.

Recommended less than 12 months, please comment:     
6. Recommended Action

	 FORMCHECKBOX 

	Approve


	 FORMCHECKBOX 

	Approve with specific changes

	 FORMCHECKBOX 

	Table

	 FORMCHECKBOX 

	Disapprove


If you recommended that the study should be approved with specific changes, tabled, or disapproved, please comment:     
REVIEWER SIGNATURES
Reviewer Signature___________________________________________



Reviewer Name (please print)___________________________________

Date_________________
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Recruitment of subjects 

2. Are there any concerns about the recruitment methods? 

       no   FORMCHECKBOX 
         


yes  FORMCHECKBOX 
  If “yes”, please comment      


If there are concerns about the recruitment methods, please comment:      
3. a.  
Will subjects be recruited using advertising?

no   FORMCHECKBOX 
  
  If “no”, skip to question #3.         
yes   FORMCHECKBOX 
   If “yes”, go to question b.    
         b. 
If subjects will be recruited using advertising (see Appendix A, #1 b(ii) of application form for a list of the criteria), then does the recruitment materials meet the criteria?  

If all elements are not incorporating all criteria, please comment:      
       no   FORMCHECKBOX 
      If “no”, please comment.            
yes   FORMCHECKBOX 
  

c. 
Is the final version of text or audio appropriate? (e.g. type size and other visual effects)

no   FORMCHECKBOX 
     If “no”, please comment    
yes  FORMCHECKBOX 
  
 
 n/a  FORMCHECKBOX 
 text copy will not be used
                                                                                                              

If the final version of the materials is not appropriate, please comment:      
        d. 
Did the PI adequately explain how the materials will be posted/distributed? 

no   FORMCHECKBOX 
     If “no”, please comment 

yes   FORMCHECKBOX 
     

If please comment if the PI did not explain where the materials will be posted/published.:      
4. a. 
Will any of the following potentially vulnerable population(s) be recruited? 

 FORMCHECKBOX 
 no   FORMCHECKBOX 
 yes      Mentally Disabled Persons 

 FORMCHECKBOX 
 no   FORMCHECKBOX 
 yes      Economically or Educationally Disadvantaged Persons         

 FORMCHECKBOX 
 no   FORMCHECKBOX 
 yes      Pregnant Women

 FORMCHECKBOX 
 no   FORMCHECKBOX 
 yes      Prisoners (requires waiver from VACO)

 FORMCHECKBOX 
 no   FORMCHECKBOX 
 yes      Children (requires waiver from VACO 

 FORMCHECKBOX 
 no   FORMCHECKBOX 
 yes      Other (e.g. individuals with fluctuating decision-making capacity or impaired decision

making capacity, students, employees).  


If you answered “No” to all of the above, skip to question 5

If you answered “Yes” to any of the above, proceed to “b”. 

b. 
If the research includes vulnerable populations, does the protocol provide adequate justification for   
    
the inclusion of vulnerable populations?

no   FORMCHECKBOX 
     If “no”, please comment 

yes   FORMCHECKBOX 
     

If the plan does not provide justification or the IRB does not have sufficient expertise to review the submission, please comment:     

c. 
Does the protocol contain a description of the measures that will be taken to assure that the rights of    
    
vulnerable populations (refer to 3a for list of vulnerable populations) are adequately protected?

no   FORMCHECKBOX 
     If “no”, please comment 

yes   FORMCHECKBOX 
     

Please comment if the plan does not provide adequate description of how rights of vulnerable populations will be protected:     
    
d. 
If the protocol contains classes or groups of prospective subjects who are vulnerable to coercion or undue influence, does this protocol contain a description of special measures or special consideration, steps, or safeguards to ensure adequate protections? 

no   FORMCHECKBOX 
     If “no”, please comment 

yes   FORMCHECKBOX 
     

 FORMCHECKBOX 
 N/A    

Please comment if the plan does not provide adequate description of how special measures or special consideration, steps, or safeguards will be taken to ensure adequate protections.        

e. 
Will decisionally impaired subjects be recruited? 

no   FORMCHECKBOX 
    (Skip to Question “f”)    

yes   FORMCHECKBOX 
  If yes, complete the following questions

i. Does the PI provide adequate justification for including decisionally impaired subjects? (Research involving persons with impaired decision-making capability may only be approved when only incompetent persons with impaired decision-making capacity are suitable as research subjects.)


Yes   FORMCHECKBOX 
 

No  FORMCHECKBOX 
  


ii. Does the research entail more than minimal risk?


Yes   FORMCHECKBOX 
 

No  FORMCHECKBOX 
  

iii. Does the PI adequately describe a plan for assessing the capacity of decisionally impaired subjects?


Yes   FORMCHECKBOX 
 

No  FORMCHECKBOX 
  


iv. Does the PI adequately describe a plan for obtaining assent from decisionally impaired subjects? 
 


Yes   FORMCHECKBOX 
 

No  FORMCHECKBOX 
  


v. Does the PI adequately describe a plan for consenting decisionally  impaired subject whose capacity fluctuates?  


Yes   FORMCHECKBOX 
 

No  FORMCHECKBOX 
 

N/A  FORMCHECKBOX 


vi. Does the PI adequately describe a plan for monitoring decision making capacity?  


Yes   FORMCHECKBOX 
 

No  FORMCHECKBOX 
  


vii. Will the PI obtain assent, explaining the proposed research to the prospective participant, in addition to surrogate consent? 


Yes   FORMCHECKBOX 
 

No  FORMCHECKBOX 
  
 
viii. Has the PI adequately described procedures to ensure that subjects’ representatives are well-informed regarding their roles and obligations to protect incompetent subjects or persons with impaired decision-making capacity?


Yes   FORMCHECKBOX 
 

No  FORMCHECKBOX 
  
ix. Will the PI obtain consent by a legally authorized representative limited to situations where the prospective participant was incompetent or had impaired decision-making capacity, as determined and documented in the person’s medical record in a signed and dated progress note. 


Yes   FORMCHECKBOX 
 

No  FORMCHECKBOX 
  
 
x. Will a determination that a participant was incompetent or had an impaired decision-making capacity would be made by a legal determination or a determination by the practitioner, in consultation with the Chief of Service or Chief of Staff, after appropriate medical evaluation that the prospective participant lacked decision-making capacity and was unlikely to regain it within a reasonable period of time? 


Yes   FORMCHECKBOX 
 

No  FORMCHECKBOX 
  
 

xi. Will the PI obtain consultation with a psychiatrist or licensed psychologist if the determination that the prospective participant lacked decision-making capacity was based on a diagnosis of mental illness? 


Yes   FORMCHECKBOX 
 

No  FORMCHECKBOX 
  
 
xii. Does the PI adequately describe procedures to ensure that participants will not be forced or coerced to participate in a research study? 


Yes  FORMCHECKBOX 
 

No  FORMCHECKBOX 
  

Please comment if you answered “no” to any of the questions in “e”:      

f. 
Will pregnant women be recruited?

no   FORMCHECKBOX 
    (Skip to Question “5”)    yes  FORMCHECKBOX 
  If yes, go to next question

i. Does the research involve the fetus as the subject, in-utero or ex-utero (including human fetal tissue)? 



yes 
 FORMCHECKBOX 

  if “yes”, the research can not be submitted to this IRB (see note below)




no  
 FORMCHECKBOX 




NOTE: If “yes”, it must not be conducted by VA investigators while on official duty, or at VA facilities, or at approve off-site facilities

ii. Is the research related to in vitro fertilization?  



yes 
 FORMCHECKBOX 

  if “yes”, the research can not be submitted to this IRB (see note below)





no  
 FORMCHECKBOX 




NOTE: if “yes”, it must not be conducted by VA investigators while on official duty or at VA facilities, or at approved off-site facilities. 
iii. Does the research involving pregnant women address adequately the following? (If  “No” is answered in any of the questions below, the research may not be approved):
a. The research included adequate provisions to monitor the risk to the participant and the fetus.



yes  FORMCHECKBOX 
  

 no   FORMCHECKBOX 
 
 If “no”, please comment below

Please comment if you answered “no”      
b. Adequate consideration had been given to the manner in which potential participants were going to be selected.




yes  FORMCHECKBOX 
  

 no   FORMCHECKBOX 
 
 If “no”, please comment below

Please comment if you answered “no”      
c. Adequate provision had been made to monitor the actual consent process by procedures such as 
· Overseeing the process by which the consent of individuals was obtained either by approving enrollment of each individual or verifying, perhaps through sampling, that approved procedures for enrollment of individuals into the activity were being followed. 

OR


· Monitoring the progress of the activity and intervening, as necessary, through such steps as visits to the activity site and continuing evaluation to determine if any unanticipated risks had arisen.




yes  FORMCHECKBOX 
  

 no   FORMCHECKBOX 
 
 If “no”, please comment below

Please comment if you answered “no”      
iv. Activities related to pregnant women must not be undertaken unless ALL APPLY:  

(if “No” is selected for either question, the research must not be approved)



yes  FORMCHECKBOX 
 
no  FORMCHECKBOX 
 
appropriate studies on animals and non-pregnant 


individuals have been completed, and data for assessing potential risks to pregnant women and fetuses is provided.




yes  FORMCHECKBOX 
 
no  FORMCHECKBOX 
  
The purpose of the activity is to meet the health needs of the 






mother or the particular fetus, the risk to the fetus is minimal, and 






in all cases, is the least possible risk for achieving the objectives of






the activity.

v. Does the research protocol allow for any of the following to occur? 

(if “Yes” is selected for any of the questions, the research must not be approved)
yes FORMCHECKBOX 
 
no  FORMCHECKBOX 
  
Research investigators would make decisions as to the timing, method, and procedures used to terminate the pregnancy; or 
yes FORMCHECKBOX 
 
no  FORMCHECKBOX 
  
Research investigators would determine the viability of the fetus at the termination of the pregnancy

yes FORMCHECKBOX 
 
no  FORMCHECKBOX 
  
Research investigators would be allowed to introduce any procedural changes, for research purposes, into the procedures for terminating the pregnancy. 

vi. Are any inducements, monetary or otherwise, offered to terminate pregnancy for purposes of research activity?




no  FORMCHECKBOX 
 

yes  FORMCHECKBOX 

  if “yes”, the research  can not be approved



vii. Is the risk to the fetus caused solely by interventions or procedures that hold out the prospect of direct benefit for the woman or the fetus  or  is the risk to the fetus 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?  


yes  FORMCHECKBOX 

  
no   FORMCHECKBOX 

if “No”, the research can not be approved

Please comment if you answered “no”      
viii. Will consent be obtained from both the mother and father? 

(Note: the father’s consent does not need to be obtained under the following circumstances: (1) The purpose of the activity was to meet the health needs of the mother; (2) His identity or whereabouts could not reasonably be ascertained; (3) He was not reasonably available; or (4)The pregnancy resulted from rape)




yes  FORMCHECKBOX 
  

 no   FORMCHECKBOX 
 
 If “no”, please comment below

Please comment if you answered “no”      
5. Does the IRB contain sufficient expertise to review the vulnerable populations involved in this study?

yes  FORMCHECKBOX 


no   FORMCHECKBOX 
  If “no”, please comment and contact the IRB office immediately     

If the IRB does not have sufficient expertise to review the submission, please comment:     
6. If non-VA subjects will be recruited, does the Admission of Non-Veteran Patients form provide adequate justification? 
If adequate justification is not provided for inclusion of non-VA patients, please comment:     
yes  FORMCHECKBOX 

no   FORMCHECKBOX 
   If “no”, please comment in the space provided.      n/a  FORMCHECKBOX 
  Non-VA patients will not be 
                                                                                                                                 recruited

7. a.  If the plan limits enrollment, has it been adequately justified (e.g. age, gender, ethnicity, language)?
yes  FORMCHECKBOX 


no   FORMCHECKBOX 
  If “no”, please comment  
n/a  FORMCHECKBOX 
 plan does not limit enrollment

Please comment if limiting enrollment has not been adequately justified:      
        b. Does the plan describe equitable recruitment methods?

yes   FORMCHECKBOX 
     
no    FORMCHECKBOX 
    If “no”, please comment

If plan does not contain equitable recruitment methods, please comment     
8. a.  Will subjects be paid or receive some other compensation for their participation (e.g. coupon)?  

yes    FORMCHECKBOX 
    If “yes”

no      FORMCHECKBOX 
    If “no”,  skip to #8

b. Did the PI adequately describe the compensation schedule? Compensation must be equitably


distributed over the course of the study if subjects will be participating longer than three months.  

Compensation Schedule:      
c. Does the plan for compensation meet the criteria listed on the Application for New Human Research 


Study? 

yes    FORMCHECKBOX 
    If “yes”

no      FORMCHECKBOX 
    If “no”,  please comment

If the plan does not meet the criteria, please comment:      
         d.  After considering the compensation plan, the reviewer substantiates that:


yes   FORMCHECKBOX 
    no    FORMCHECKBOX 
 
 Compensation is fair and appropriate.

yes   FORMCHECKBOX 
    no    FORMCHECKBOX 
  Compensation does not constitute undue pressure or influence.

If you answered no to any of the questions, please comment:     
9. Does the recruitment plan minimize coercion?  (e.g. voluntary, no loss of benefits, may discontinue any time; compensation does not constitute coercion, etc. )

If the recruitment plan does not minimize coercion, please comment:      
yes    FORMCHECKBOX 

 
 no  FORMCHECKBOX 
  If “no”, please comment
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Investigational Drugs and Devices

Complete appendix B/C if this study involves the use of a drug or Device (either FDA-approved or investigational). 

1. a. Does this study include the use of a drug (either FDA-approved or investigational)?

yes   FORMCHECKBOX 
    

no  FORMCHECKBOX 
  If “no”, skip to #2

b. If this study involves the use of a drug (either FDA-approved or investigational) was either an IND number provided or a Waiver from the Requirement to Submit an IND Application to the FDA form attached?  

yes   FORMCHECKBOX 
   

no  FORMCHECKBOX 
  If “no” please comment  
n/a FORMCHECKBOX 

If an IND number or waiver form was not submitted, please comment:      
c. Did the reviewer receive the Study Drug Brochure or Drug Package Insert for each drug used in the protocol (study drug plus comparator drug?   

yes   FORMCHECKBOX 
     

no   FORMCHECKBOX 
 If “no”, please contact the IRB Office to obtain a copy

      d. Was VA Form 10-9012-Investigational Drug Information Record for each drug involved in the study? (This form is required for all drug studies)

yes   FORMCHECKBOX 



no   FORMCHECKBOX 
 If “no”, please comment  

If the form was not adequately filled out, please comment:      
2. a. Does this study include the use of a device (either FDA-approved or investigational)?

yes   FORMCHECKBOX 
    

no  FORMCHECKBOX 
  If “no”, skip to Section 7 – “Biologic and Radioactive Materials” on 
                                                                      this form.

b. Did the reviewer receive the Study Device Brochure or Device Package Insert for each device used in 
 the protocol (study device plus comparator device)?   

yes   FORMCHECKBOX 
     

no    FORMCHECKBOX 
 If “no”, please contact the IRB Office to obtain a copy

       c. What was the sponsor’s risk determination of the device? 

non-significant risk FORMCHECKBOX 

significant risk FORMCHECKBOX 

d. If the sponsor determined the device to be non-significant risk, do you agree with the determination?

yes  FORMCHECKBOX 



no  FORMCHECKBOX 
  If “no”, please comment

If you do not agree with the sponsor’s determination, please comment:       
HUMAN STUDIES SUBCOMMITTEE 
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Biologic and Radioactive Materials

1. If this research consists of storing (as opposed to “banking”) tissue, blood, or other biological materials at the VA or other sites for purposes related to this protocol, are there any concerns about the storage procedures. 

no   FORMCHECKBOX 
                yes  FORMCHECKBOX 
  If “yes”, please comment        n/a   FORMCHECKBOX 
  biological samples will not be stored    

If “yes’, are there any concerns about the storage procedures:      
2. If this research consists of “banking” tissue, blood, or other biological materials at the VA or other sites for future studies are there any concerns about the proposed procedures described in the Application to Establish a Tissue Repository? 


 
 no   FORMCHECKBOX 
 
         yes  FORMCHECKBOX 
  If “yes”, please comment       n/a   FORMCHECKBOX 
 samples will not be “banked”                         

If there any concerns about banking for future studies, please comment:      
3. If the study involves radioactive materials, is it appropriately described in the consent form?

If the use of radioactive materials is not adequately described, please comment:      
yes  FORMCHECKBOX 
            no   FORMCHECKBOX 
  If “no” please comment
       n/a   FORMCHECKBOX 
  does not involve radioactive 
                                                                                                                   materials
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