Principal Investigator:       
Protocol Title:       
MIAMI VAHS 

HUMAN STUDIES SUBCOMMITTEE 

APPLICATION FOR NEW HUMAN RESEARCH STUDY 

MIAMI VAHS IRB INVESTIGATOR MANUAL

Additional information about the IRB submission process is available in Miami VAHS IRB Investigator Manual available on the Miami VA Research website: www.sfvafre.org.   Please consult the manual for additional guidance about this facility’s human research program.  

INSTRUCTIONS FOR USING THIS FORM

This checklist provides guidelines about information that must be included in new research applications involving human subjects conducted at the Miami VAHS that will require IRB review.   

· Space is provided on this form for studies that do not contain all applicable information mentioned in the application.  

· Fill out only the sections that apply to the type of research you are conducting.   

· Please pay special attention to notes or special instructions that may be included in a specific question or section. 

· Information that must be submitted on a separate form is indicated.  All forms and information sheets may be found at www.sfvafre.org.  If a form is not listed on the website, it can be obtained from the IRB Office (Room 2B100). 

· Information and materials are REQUIRED for all questions, in which “YES” is the only possible answer. 
· Investigators who develop their own studies should use this application as a guide in determining which kinds of information must be included in their new research application.  A protocol outline is listed in section 10 of this form.  

· The Principal Investigator must complete and return this form along with all accompanying forms.  

· Number of Copies to Submit for Full Committee Review:

            10 packets - that include this completed form, all attachments, and complete protocol – DOUBLE-SIDED!






 (These are distributed to IRB/SCIENTIFIC Reviewers, Biosafety (if applicable), Research Pharmacist)
 
  

+ 8  packets - that contain only the cover application form, protocol, informed consent document, or waiver of  






IC/Authorization request, and any advertising materials 

 


Total = 18 packets PLUS original must be submitted 

· Number of Copies to Submit for Exempt and Expedited Review

             6 packets - that include this completed form, all attachments, and complete protocol – DOUBLE-SIDED!






(These are distributed to Primary/Scientific Reviewers)
 


Total = 6 packets PLUS original must be submitted 

· Contact the IRB Office (Mitch Gajardo) if you have any questions: 

Phone: 305 575-7000 ext. 4465 


E-mail:  mitscher.gajardo@va.gov
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SECTION 1
Required IRB Document Checklist

 The following forms must be completed (All forms are available at: www.sfvafre.org):

 FORMCHECKBOX 
 
Application for Miami VA Research Project form with all applicable signatures (PI, Co-Investigators, Service 


Chief or Chief of Staff, Chiefs of any other service that might be affected)  


 FORMCHECKBOX 
 
Project Data Sheet  


 FORMCHECKBOX 
  
Location of Research form with all applicable signatures (Principal Investigator, Service Chief and Chief of Staff).

  
 FORMCHECKBOX 
   Investigator Checklist for Preparation of Informed Consent (if a waiver of IC is not requested)


 FORMCHECKBOX 
   Does your protocol contain an adequate description of the following required elements?
a. 
Specific aims and hypotheses  FORMCHECKBOX 
Yes 

b. 
Background and significance to the VA mission  FORMCHECKBOX 
Yes
c. 
Research methods(must include study design, target population, inclusion/exclusion criteria, projected start 
and completion time)  FORMCHECKBOX 
Yes 

d. 
A description of the procedures being performed for diagnostic or treatment purposes (as opposed to 


research purposes)  FORMCHECKBOX 
Yes  FORMCHECKBOX 
N/A

e. 
Safety plan: A description of potential risk and how the risk to participants are minimized  FORMCHECKBOX 
Yes
f. 
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 
N/A  

g. 
Data analysis plan is consistent with the study objectives  FORMCHECKBOX 
Yes 

h. 
Provisions to maintain privacy and information security?  FORMCHECKBOX 
Yes 
i. 
Literature references  FORMCHECKBOX 
Yes


 FORMCHECKBOX 
 Bio-sketches or CV’s for all personnel in the research team

 FORMCHECKBOX 
 Report of Research Staff Members form  

 FORMCHECKBOX 
 FDA Form 1572 – Statement of Investigator (required for industry-sponsored research only)
 FORMCHECKBOX 
 Scope of Practice for all personnel in the research team (Principal Investigator has own version)
 FORMCHECKBOX 
 Copies of VA ID badges for all personnel (title 38, title 5, IPA, or WOC)
 FORMCHECKBOX 
 CITI/GCP or equivalent training (visit www.citiprogram.org)


 FORMCHECKBOX 
 Information Security 201 for Research Personnel


 FORMCHECKBOX 
 VHA Privacy and Information Security Training



 FORMCHECKBOX 
 Disclosure of Available Funds and Financial or Non Financial Interests

SECTION 2
TYPE OF SUBMISSION/ SPONSOR – INVESTIGATOR APPLICATIONS

/FORMS/EXPEDITED REVIEW AND EXEMPTIONS

1. Type of Submission

a. Please indicate the type of research:

 FORMCHECKBOX 
 Clinical drug trial

 FORMCHECKBOX 
 Survey/Questionnaire
  FORMCHECKBOX 
  Other (please describe):       

  

 FORMCHECKBOX 
 Clinical device trial 

 FORMCHECKBOX 
 Chart Review

  FORMCHECKBOX 
   Prospective study
b. International Research

i. Is this research being conducted at international sites (not within the US, its territories, or Commonwealths)?  


no   FORMCHECKBOX 
 

yes  FORMCHECKBOX 
 

ii. Does this research involve human biological specimens originating from international sites?  


no   FORMCHECKBOX 
  

yes  FORMCHECKBOX 

iii. Does this research involve human data originating from international sites?  


no   FORMCHECKBOX 
 

yes  FORMCHECKBOX 
 
iv. Does this research involve sharing human data with an international site?

no   FORMCHECKBOX 
 

yes  FORMCHECKBOX 
 

Note: If you answered “yes” to i, ii, iii, or iv please contact the IRB before filling out this form.
c. Is this a tissue or data repository?  

no
 FORMCHECKBOX 
 

yes 
 FORMCHECKBOX 
  If “yes”, please indicate type of repository (tissue or data)      
Note: If you are submitting an application to establish a tissue/data repository, please contact the IRB before filling out this form.

 d. Will children or prisoners be recruited for this study? 

no
 FORMCHECKBOX 
 

yes
 FORMCHECKBOX 

Note: Will require a waiver from VACO. Please contact the IRB before filling out this form.

2. Sponsor-Investigator Research Applications

Are you a “Sponsor-Investigator” (as defined by the F.D.A. – a “Sponsor-Investigator” is an individual who both initiates and conducts an investigation, and under whose immediate direction the investigational drug is administered or dispensed:   
 FORMCHECKBOX 
  no - I am not a Sponsor-Investigator  
 FORMCHECKBOX 
  yes  
. 
Note: Section 8 is required to be completed for a study that involves a sponsor investigator.
3. Expedited or Exempt Review

If you are requesting either of the following, did you complete the following forms:



yes   FORMCHECKBOX 
 Request for Expedited Review 

yes   FORMCHECKBOX 
 Request for Exempt Review  

Note: The Miami VAHS Investigator Manual, which contains instructions about how to request an exemption or expedited review, is available at: www.sfvafre.org.   
n/a   FORMCHECKBOX 
 Expedited/Exempt review is not being requested. 

4.    Has this protocol been reviewed by any other IRB committee or do you intend to submit it for review to another IRB?    

no  
 FORMCHECKBOX 
 (skip to question 5)
yes
 FORMCHECKBOX 
 If  “yes”, please explain in the space provided

If this protocol has been reviewed by another IRB or if you intend to submit it for review, please provide details:      
a. If this protocol has been reviewed by any other IRB committee, what was the IRB’s determination (e.g. approved, disapproved, tabled, etc.) and provide outcome determination 



n/a  FORMCHECKBOX 

If this protocol was reviewed by another IRB, please provide the outcome:      
5. Have you been given a warning or received any other action from the FDA, another U.S. government agency or any  
global regulatory agency within the last five years regarding behavior by you or anyone else in a research study you 
participated. 

no
 FORMCHECKBOX 
  Neither I, nor persons associated with a research study in which I have been involved with have received this type of correspondence.

yes 
 FORMCHECKBOX 
 
If  “yes”, please explain and attach any documentation associated with the correspondence.
If you have received any warnings, please explain:      
6. 
Is this a multi-center study?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No. 

If Yes, 

This investigator is the LEAD INVESTIGATOR  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

This facility is the LEAD SITE  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

If either of the above is Yes, describe provisions for the management of information obtained from the different sites that might be relevant to the protection of participants.

     
7. 
Where will the research project be conducted?  (Check all that apply)

 FORMCHECKBOX 

VA Inpatient Setting

 FORMCHECKBOX 

VA Outpatient Clinic

 FORMCHECKBOX 

VA Laboratories

 FORMCHECKBOX 

VA Clinicians office

 FORMCHECKBOX 

VA/DOD Clinic

 FORMCHECKBOX 

Subjects Home

 FORMCHECKBOX 

Affiliate Location

Attach affiliate IRB approval documents

Provide affiliate FWA number:      
 FORMCHECKBOX 

Other (e.g., locations in a multi-site study, when MVAHS is the lead site, specify):       
Attach IRB approval documents

Provide FWA number(s):      
SECTION 3
RISK/ BENEFIT ASSESSMENT

1. Indicate the type(s) of potential risks related to participation in the study.

	
	Type of Risk

	 FORMCHECKBOX 

	Physical  (e.g. minor pain, discomfort, injury from invasive procedures, drug side effects)

	 FORMCHECKBOX 

	Psychological (e.g. undesired changes in thought processes and emotions e.g. stress, guilt, 

embarrassment, invasion of privacy, breach of confidentiality.  

	 FORMCHECKBOX 

	Social (e.g. embarrassment in one’s social group, stigmatization, standing in one’s community, invasion of    
              privacy, breach of confidentiality)

	 FORMCHECKBOX 

	Legal (e.g. criminal prosecution for having engaged in illegal activities)

	 FORMCHECKBOX 

	Economic (e.g. loss of employment, loss of health insurance)


If you checked any of the above, please describe:      
2. How will the investigator assure the risks are minimized? 

Please describe:      
3. 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

     
      
4. 
Provide information about the severity, likelihood, frequency, and reversibility of potential adverse actions in the 
space provided. 

5. 
Does the research have direct benefits to subjects? 



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



 FORMCHECKBOX 
 ameliorates patient’s disorder




 FORMCHECKBOX 
 provides participant with better understanding of his/her disorder




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




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




 FORMCHECKBOX 
 increased knowledge about human physiology or behavior




 FORMCHECKBOX 
 improved safety




 FORMCHECKBOX 
 technological advances




 FORMCHECKBOX 
 better health




 FORMCHECKBOX 
 Other (Please describe):       
         
7. Explain how the benefits justify the risks of the study.

     
SECTION 4
SUBJECT SELECTION AND VULNERABLE POPULATIONS

Do you plan to recruit subjects for this study?

       no  
 FORMCHECKBOX 
 
If “no”, This a Chart-review Study - skip to Section 6  “Informed Consent” on this form

yes
 FORMCHECKBOX 
   If “yes”,  continue to section 5 and be sure to complete appendix A 
SECTION 5

Department of Defense (DoD) Research or Recruitment of DoD Personnel 

Do you plan to recruit active military personnel for this study?

       no  
 FORMCHECKBOX 
 
If “no”, This a Chart-review Study - skip to Section 6 “Safety Monitoring Plan” on this form

yes
 FORMCHECKBOX 
   If “yes”,  continue to section 6 and be sure to complete appendix B

Do you plan to recruit from the VA/DOD clinic for this study?

       no  
 FORMCHECKBOX 
 
If “no”, This a Chart-review Study - skip to Section 6 “Safety Monitoring Plan” on this form

yes
 FORMCHECKBOX 
   If “yes”,  continue to section 6 and be sure to complete appendix B

Do you plan to conduct research funded by the Department of Defense for this study?

       no  
 FORMCHECKBOX 
 
If “no”, This a Chart-review Study - skip to Section 6 “Safety Monitoring Plan” on this form

yes
 FORMCHECKBOX 
   If “yes”,  continue to section 6 and be sure to complete appendix B

SECTION 6
INFORMED CONSENT

1. Waiver of IC and Waiver of HIPAA Authorization 

Are you requesting a Waiver or Alteration of Informed Consent and a Waiver of HIPAA Authorization as part of a chart review study?
no   
 FORMCHECKBOX 
  If “no”, go to question # 2.


yes   FORMCHECKBOX 
  If “yes”, please attach forms , then skip to Section 7  of this application.    
2. Waiver of Documentation of IC

Are you requesting a Waiver of Documentation of Informed Consent?

no   
 FORMCHECKBOX 
   if “no”, go to question # 3
yes 
 FORMCHECKBOX 
   If “yes” please attach form and informational letter.    An informed consent plan is required (see questions below in #5- “Informed Consent Plan”)

3. Informed Consent Document

Does your protocol require submission of a VA Form 10-1086 - Informed Consent Document? 

 

no  
 FORMCHECKBOX 
  If “no”, skip to question #5    



yes
 FORMCHECKBOX 
  If “yes”, please complete and  attach to submission 

4. Checklist for Preparing IC Documents

Did you use as guidance and complete all items of the Investigator Checklist for Preparation of Informed Consent Documents? (an example of an informed consent document is available at:  www.sfvafre.org)
 
yes 
 FORMCHECKBOX 
    If “yes”, please attach to submission 

5. Informed Consent Plan 

Note: An informed consent plan is required when an informed consent document or a waiver for documentation of informed consent is part of the study.   At a minimum the informed consent plan must include the elements listed below. Please provide the following information:

a. Will you be recruiting decisionally impaired subjects? 

 FORMCHECKBOX 

no (skip to c)
 FORMCHECKBOX 
 yes  if “yes”, please attach an assent document  
If you answered “yes” please explain:      
b. Will anyone other than the subject be authorized to provide consent or permission for the subject’s involvement in the research (e.g., parents, court ordered guardian, spouse, etc.)?


 FORMCHECKBOX 
 
no   
 FORMCHECKBOX 
 yes (please explain below): 

c. If your study involves pregnant women, describe how will you provide information regarding the possible impact of the research on the fetus? 
 FORMCHECKBOX 
 N/A - Pregnant women will not be recruited for this study.
     
d. Will the participant be given the opportunity to take home the consent document to consider the options and to discuss participation with family members before signing the consent document?


no
 FORMCHECKBOX 
  If “no”, please explain     
yes
 FORMCHECKBOX 
 

If you answered “no” please explain:      

6. Informed Consent Process  


   a. Describe how the required information is being presented to subjects (consent form, orally, information sheet, etc.).  
    Attach a copy of what is being presented to subjects.

     

   b. Describe the circumstances under which consent will be obtained, including where the process will take place

     
    

   c. Who will obtain consent?  Describe their experience in obtaining consent from subjects.

     
 
        d. How will it be determined that the subjects or the subjects’ authorized representatives understand the information   
  
  presented?  

     
     
   e. Are patients who do not read or understand English being recruited?
 FORMCHECKBOX 
 
no   
 FORMCHECKBOX 
 yes (describe the process how informed consent will be obtained and attach a copy of the translated and authenticated informed consent document):

     
f.
Will 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 
  

g. Does the sponsor require a witness during the consenting process? 

yes   FORMCHECKBOX 
 (include a witness signature line to the informed consent document)
no     FORMCHECKBOX 
  

h. What steps will be taken to minimize the possibility of coercion or undue influence? Note: Simply reiterating information     that was in the consent document is not sufficient.
     
SECTION 7
Safety Monitoring Plan

     
1. All studies (including minimal risk) require a safety monitoring plan. If already described in the protocol please 
provide the page in the protocol where it is described, if not please describe below.

2. 
If the study is more than minimal risk, does the safety plan in the protocol adequately describe the following?   

	Yes  FORMCHECKBOX 
     
	A plan to monitor research progress and subject reactions, including who will do the monitoring and how monitoring will be accomplished



	Yes  FORMCHECKBOX 
     
	Identification of a Data Monitoring Committee or Data Safety Monitoring Board, where applicable. (You must provide details including the name of the committee, whether it is an independent from the sponsor, how often it meets, whether written reports are available, etc.) 



	Yes  FORMCHECKBOX 
     
	A 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, legal

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

	Yes  FORMCHECKBOX 
     
	A plan to assure data accuracy and protocol compliance.



	Yes  FORMCHECKBOX 
     
	What safety information will be collected, including serious adverse events

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

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

	Yes  FORMCHECKBOX 
     
	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.

	Yes  FORMCHECKBOX 
     
	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.


SECTION 8
INVESTIGATIONAL DRUGS AND DEVICES

Investigational Drugs/Biologics

This study involves the use of a drug or a device (either FDA-approved or investigational):             

yes 
 FORMCHECKBOX 
   If “yes”, complete appendix C  and/or  D  as appropriate (see below)
no  
 FORMCHECKBOX 
   If “no”, skip to section 9  “Biologic and Radioactive Materials” 

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

Complete appendix D if this study involves the use of a device (either FDA-approved or investigational). 

SECTION 9


BIOLOGIC AND RADIOACTIVE MATERIALS

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

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

no  
 FORMCHECKBOX 
   If “no”, skip to section 10  “Study Protocol Elements” 

Complete Appendix E if the study involves Biologic and/or Radioactive Materials. Biologics are defined as any human specimen including tissue, cells or fluids. 
SECTION 10
STUDY PROTOCOL ELEMENTS

1. Does the protocol contain the required elements described in section 1  FORMCHECKBOX 
 yes

2. Does your protocol contain an adequate description of the following optional elements?

       a. 
Double-blinding 


no  FORMCHECKBOX 
   
yes  FORMCHECKBOX 
      
N/A   FORMCHECKBOX 
  

If yes, is there a provision for: 

Trending    
no   FORMCHECKBOX 
      yes    FORMCHECKBOX 
  


Unlocking the code
no   FORMCHECKBOX 
      yes    FORMCHECKBOX 
  

b.  Randomization
no   FORMCHECKBOX 
      yes    FORMCHECKBOX 
     
N/A   FORMCHECKBOX 
  

c.  Washout period 

 
no   FORMCHECKBOX 
      yes    FORMCHECKBOX 

N/A   FORMCHECKBOX 
  
d.  Radiation exposure  

no   FORMCHECKBOX 
      yes    FORMCHECKBOX 

N/A   FORMCHECKBOX 
  

e. Deviation from standard care 
no   FORMCHECKBOX 
      yes    FORMCHECKBOX 
     
N/A   FORMCHECKBOX 
    

f. Is this a challenge study?

no   FORMCHECKBOX 
      yes    FORMCHECKBOX 
 
N/A   FORMCHECKBOX 
  
If the study protocol does not adequately justify the optional elements you listed above (in #2), please provide a full explanation of the element here:       
3. Surveys/Questionnaires

If your study includes the use of any surveys/questionnaires, have you included them?    

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

4.    Will deception, including withholding of information, be used in this research? 


 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No   If yes, complete the following.


a. Describe the deception being used in this study:

     

b. Explain why deception is necessary in this research:

     

c. Are the risks to subjects in this research greater than minimal?



 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No. IF YES, DECEPTION CANNOT BE USED IN THIS RESEARCH.


e. Describe what information is being provided to subjects when they decide to participate:

     
  
f. Describe the how the subjects will be provided with additional pertinent information after participation

    

     
SECTION 11
PATIENT PRIVACY, CONFIDENTIALITY AND INFORMATION SECURITY 
You are required to provide a privacy plan for all studies in the protocol. Please complete the privacy, confidentiality and information security checklist. The document can be found at www.sfvafre.org. 
1. Provide an explanation of the provisions to protect privacy interests of subjects (include the time and place where they give information, the nature of the information they give, who will receive and who will use the information, and the purposes for collecting their information):

Please explain provisions to protect privacy interests of subjects      

 FORMTEXT 
     







SECTION 12
CONFLICT OF INTEREST
FUNDING SUPPORT AND FINANCIAL DISCLOSURE

1. Is there any funding support, current or pending, for this project (financial or other support)?
yes   FORMCHECKBOX 
   

                                   Funds are being administered by: 

                                  FORMCHECKBOX 
 VA       FORMCHECKBOX 
  University of Miami    FORMCHECKBOX 
  SFVAFRE (contact the Research Office for guidance on 







          developing the CRADA) 
no    FORMCHECKBOX 
  This project is not funded 

2. Do any members of the research team or any of their immediate family members have any potential financial interest in the sponsor of this research and/or in the results of this research?  (e.g. stock in sponsor’s company, consulting services) 


Note: All research staff must complete a Disclosure of Available Funds and Financial or Non Financial Interests form.  


no  
  FORMCHECKBOX 
   



yes
  FORMCHECKBOX 
 If yes, the IRB staff will forward the new protocol packet to the the COI Administrator. 
3. Do any members of the research team or any of their immediate family members have any potential non-financial interest in the sponsor of this research and/or in the results of this research? (e. g. family member works for sponsor).

Note: All research staff must complete a Disclosure of Available Funds and Financial or Non Financial Interests form.  



no   
 FORMCHECKBOX 
 



yes
 FORMCHECKBOX 
 If yes,. the IRB staff will forward the new protocol packet to the the COI Administrator .  

SECTION 13
BEFORE AND AFTER THE STUDY BEGINS ACKNOWLEDGEMENTS; SIGNATURES

	Before the Study Begins

	The Principal Investigator may initiate the study only after receiving the documentation listed below.  

Additional information about these policies and procedures can be found in the Miami VAHS IRB Investigator Manual.

Please read and initial each of the following statements to indicate your awareness of these policies and requirements. 

	PI Initials
	Approval Document

	
	Approval memorandum signed by the ACOS/R&D

	
	Signed VA Form 10-1223 - Report of Subcommittee on Human Studies

	
	Signed VA Form 10-9012 - Investigational Drug Information Record, if applicable.

	
	VA Form 10-1086 - Informed Consent Document stamped by the IRB (if a waiver has not been granted)

	
	Documentation of Request for Waiver of Informed Consent/Waiver of HIPAA Authorization, if applicable.  

	
	Documentation of Waiver of Authorization for Recruitment Purposes, if applicable.

	
	Completion of Pharmacy/ PI Review of Initial Study Drug Stock at Pharmacy service, if applicable.


	After  the Study Begins 

	After  initiating the study, the Principal Investigator has various reporting responsibilities. Additional information about these policies and procedures can be found in the Miami VAHS IRB Investigator Manual.   Please refer to the manual to determine which forms or information needs to be submitted.  

Please read and initial each of the following statements to indicate your awareness of these policies and requirements.    

	PI Initials 
	Item

	
	Continuing review must be achieved at the interval determined by the IRB.  

	
	Serious, unexpected and related to research problems must be reported to the IRB within5 working days of occurrence (or receipt of notification). 



	
	Al unanticipated problems in research that do not meet the reporting requirement have to be maintained by the investigator and reported during continuing review.

	
	Breaches in data security and patient privacy must be reported immediately as described in the MCPM 00-108-07-InformationSystems Security Report and reported to the IRB as described in the Miami VAHS Investigator Manual.

	
	Protocol deviations must be reported to the IRB as soon as they are discovered.  

	
	Allegations of non-compliance with pertinent regulations and/or policies must be reported to the IRB within 5 working days of occurrence (or receipt of notification)

	
	Allegations of research misconduct must be reported to the IRB within 5 working days of occurrence (or receipt of notification).  



	· 
	All proposed changes and any others not listed, must be submitted for IRB review approval before they are implemented:   

· research plan





· informed consent document
· Informed consent plan
· recruitment plan 
· data collection/storage/sharing
· conflict of interest/financial disclosure information
· investigator brochure
· research personnel  
· location of the research


	
	Under certain circumstances a subject is not allowed to participate in more than one active research study without prior approval by the IRB.



	
	Auditors and monitors must register with the IRB Office before beginning the audit. 


	
	Reports of audits/site visit/monitoring visit and DSMB must be forwarded to the IRB as soon they are received.  

	
	Correspondence from the sponsor or any regulatory agency must be forwarded to the IRB as soon as it is received

	
	The following informed consent items must be documented or submitted to the IRB Office:

· A copy of the executed informed consent form must be submitted to the IRB Office.
· The informed consent process must be documented in the “CPRS Template for Documentation of Informed Consent Discussion for Research Study” that is contained in the subject’s medical record.
· A copy of the completed informed consent discussion template must be submitted to the IRB Office.  

· For studies involving investigational drugs, a copy of the VA Form 10-9012 must be submitted to the IRB Office.



	
	When a study has ended you must:

(1) make a note indicating the subject’s participation in the study has ended in  CPRS; 
(2) submit study closure documents to the IRB; 
(3) archive all study documents as appropriate.  



	
	Maintain medical chart documentation as required in the PI Manual   




SIGNATURE:

With my signature i certify the acknowledgements previously described and that the research team is qualified and 
credentialed to conduct this research study.
_________________________________  


_______________________

Principal Investigator Signature


 
                     Date
HUMAN STUDIES SUBCOMMITTEE 

APPLICATION FOR NEW HUMAN RESEARCH STUDY 

Appendix A Macrobutton "FollowLink" 

Recruitment Plan 

1. Recruitment Methods 

 
Please indicate which of the following recruitment methods you plan to use:

a. The Principal Investigator will recruit his/her own patients to participate in this study:

yes  FORMCHECKBOX 
  
If “yes”, explain in the space provided. Also you must complete Waiver of Informed Consent/HIPAA Authorization form (required when using patient records or databases to identify potential participants for a study).

no    FORMCHECKBOX 
                     

If “yes”, explain here:       
b. (i)    Patients will be recruited using advertising and/or recruitment flyer (e.g. print ads, flyers, radio):

 yes   FORMCHECKBOX 
    If “yes”, justify use of advertisement and location and submit a copy of advertisement 
 no     FORMCHECKBOX 
   If “no”, skip to c.

If “yes”, explain here:       
 b. (ii) 

Do the advertisement materials meet the following criteria?  

yes   FORMCHECKBOX 
     title of study 

yes   FORMCHECKBOX 
     name/address of PI and/or research facility

yes   FORMCHECKBOX 
     condition under study and/or purpose of study 

yes   FORMCHECKBOX 
     summary of criteria that will be used to determine eligibility for the study

yes   FORMCHECKBOX 
     time or other commitment required of subjects 

yes   FORMCHECKBOX 
     location of research and the person or office to contact for further information

yes   FORMCHECKBOX 
     clear statement that this is research and not treatment

 

yes   FORMCHECKBOX 
     statement of any compensation the subject may receive

yes   FORMCHECKBOX 
     Does not include any exculpatory language through which the subject or legally 


authorized representative is made to waive legal rights or release the  investigator, institution or its agents from liability or negligence. 

yes   FORMCHECKBOX 
     Does not overstate benefits.

yes   FORMCHECKBOX 
     Does not emphasize amount of money to be paid. 

yes   FORMCHECKBOX 
     Does not state it is safe for effective for the purpose under investigation.

yes   FORMCHECKBOX 
     Does not state it is superior than other drugs/devices.

yes   FORMCHECKBOX 
     Does not use terms such as “new” without explaining test article is investigation.

yes   FORMCHECKBOX 
     Does not Promise “free” medical treatment.

b. (iii) 
Explain how and where the recruitment materials will be published, posted or distributed.
      
c. The Principal Investigator (or designee) will approach subjects in VA clinics (e.g. appropriate specialty) to ask subjects about their interest in participating in the study:   

yes 
 FORMCHECKBOX 
        If “yes”, explain in the space provided

no   
 FORMCHECKBOX 

If “yes” explain here      
d. VA practitioners not involved in this research will be asked to refer their own patients to the study: 

yes 
 FORMCHECKBOX 
    If “yes”, explain in the space provided


no  
 FORMCHECKBOX 

If “yes”, explain here      
e.  Potential study participants will be identified/recruited from patient records or databases: 

 yes  FORMCHECKBOX 
 If “yes”, explain in the space provided and you must submit a Waiver of Informed Consent/HIPAA Waiver (required when using patient records or databases to identify potential participants for a study).   

  no   FORMCHECKBOX 

If “yes”, explain here:       
f. Subjects will be recruited for phone surveys.     

 yes  FORMCHECKBOX 

If “yes”, explain in the space provided.   
 

 no    FORMCHECKBOX 
 
If “no”, go to question h.

If “yes”, explain here:       
Note: In order to recruit subjects for phone surveys, the Principal Investigator should first send a letter along with an informed consent document to the potential subject explaining the purpose of the study and any other information he/she may need to make a decision about whether or not to participate.  Simply agreeing to participate during the initial phone contact does not constitute informed consent in and of itself.  If the patient returns the signed consent form, the study may proceed.  Similar procedures are applicable for studies employing centralized informed consent phone systems. However, an alternative to this informed consent process may be granted which would not require return of an informed consent document.  
       g. Did you include  a phone script  for IRB review?

yes    FORMCHECKBOX 



 no    FORMCHECKBOX 
 If “no” explain in the space provided.

If “no”, explain here:       
       h. Potential study participants will be recruited in a manner other than the methods listed in questions a-f above:  

    
yes  FORMCHECKBOX 
   
If “yes”, explain in the space provided.   


no    FORMCHECKBOX 

If “yes”, explain here:       
Vulnerable Populations
2. Vulnerable Populations

a. Will any of the following potentially vulnerable population(s) be recruited? 

   FORMCHECKBOX 
 no   FORMCHECKBOX 
 yes     Impaired decision making capacity


   FORMCHECKBOX 
 no   FORMCHECKBOX 
 yes     Fluctuating decision-making capacity


   FORMCHECKBOX 
 no   FORMCHECKBOX 
 yes     Employees


   FORMCHECKBOX 
 no   FORMCHECKBOX 
 yes     Students

 FORMCHECKBOX 
 no   FORMCHECKBOX 
 yes      Mentally Disabled Persons 

 FORMCHECKBOX 
 no   FORMCHECKBOX 
 yes      Economically or Educationally Disadvantaged Persons         

 FORMCHECKBOX 
 no   FORMCHECKBOX 
 yes      Pregnant Women and fetuses

 FORMCHECKBOX 
 no   FORMCHECKBOX 
 yes      Prisoners (requires waiver from VACO – consult IRB Office)

 FORMCHECKBOX 
 no   FORMCHECKBOX 
 yes      Children (requires waiver from VACO – consult IRB Office)
 FORMCHECKBOX 
 Other:     

 If you answered “no” to all of the questions, go to “g”

 If you answered “yes” to any of the questions or marked other, go to “b”. 

b. If vulnerable populations will be recruited, please provide adequate justification in the space below. Note: Research in 

which the subject is a fetus, in utero or ex-utero (including human fetal tissue) and research related to invitro fertilization must not be conducted by VA investigators while on official duty, or at VA facilities, or at approved off-site facilities. 

Adequate justification:       
c. Which of the following measures will be taken to assure that the rights of vulnerable populations are adequately        
     protected:

 FORMCHECKBOX 
  Surrogate consent

 FORMCHECKBOX 
  Requirement that someone from the IRB oversee the consent process

 FORMCHECKBOX 
  A waiting period between initial contact and enrollment to allow time for family discussion and questions.

 FORMCHECKBOX 
  Involvement of subject advocates

 FORMCHECKBOX 
  Someone not involved in the research will obtain the consent

 FORMCHECKBOX 
  Independent monitoring

 FORMCHECKBOX 
  Formal capacity assessment 

 FORMCHECKBOX 
  Tests of comprehension.

 FORMCHECKBOX 
  Reading the consent form to subjects slowly and ensuring their understanding paragraph by paragraph.

 FORMCHECKBOX 
  Interpreter for hearing-impaired subjects

 FORMCHECKBOX 
  Translation of informed consent forms 

 FORMCHECKBOX 
  Use of audio-visual aids during the informed consent process

 FORMCHECKBOX 
  Consultation with subject matter expert 

 FORMCHECKBOX 
  Study needs patient record flag 

 FORMCHECKBOX 
  Certificate of Confidentiality (COC) 

 FORMCHECKBOX 
 Additional measures to protect the privacy of students/employees. 

 FORMCHECKBOX 
 Mother and Father consent  

 FORMCHECKBOX 
 Other:     
Provide an explanation for the items checked above:       
d. Will you be enrolling other classes or groups of prospective subjects who might be vulnerable to coercion or undue influence (e.g. students or employees)? 

yes  FORMCHECKBOX 
   
If “yes”, explain in the space provided.   


no   FORMCHECKBOX 

If “yes”, please describe the class or group of prospective subjects and any specific measures or special considerations, steps, or safeguards to ensure that these classes or groups are adequately protected:       
e. Will subjects with impaired decision making capacity and/or fluctuating capacity be recruited? 

(Note: VHA Handbook 1200.05: Persons with impaired decision-making capability may only participate in research studies that are specifically approved for this vulnerability) 


No   FORMCHECKBOX 
  If “no”, skip to  f


Yes FORMCHECKBOX 
  If “yes”, complete i- viii.

i. Incompetent subjects or subjects with impaired decision making capacity must not be subjects in research simply because they are readily available.  Justify that there is a compelling reason to include incompetent persons or persons with impaired decision making capacity in your study.  

     
ii. Does the research entail more than minimal risk?  



Minimal Risk: Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the

search are not greater in and of themselves than those ordinarily encountered in daily life or during the 
performance of routine physical or psychological examinations or tests.



No    FORMCHECKBOX 
  If “no”, continue to question iii.  
Yes  FORMCHECKBOX 
 If “yes”, answer next question. 

If yes, is there a greater probability of direct benefit to the subject? 

No    FORMCHECKBOX 
  If “no”, please comment below
Yes  FORMCHECKBOX 

     
iii. Describe your plan for determining whether the subject has impaired decision-making capacity and requires consent by a surrogate (when, how, who (names), qualifications, relationship to proposal).  

            Note: The “Recruitment” section of the Miami VAHS IRB Investigator Manual describes additional VA               
            requirements for determining and documenting decision-making capacity.   

     
iv. How will you document impaired decision making capacity? 


 FORMCHECKBOX 

Consent by a legally authorized representative will be limited to situations where the prospective participant is incompetent or has impaired decision-making capacity, as determined and documented in the person’s medical record in a signed and dated progress note.


 FORMCHECKBOX 

A determination that a participant is incompetent or has an impaired decision-making capacity will 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 is unlikely to regain it within a reasonable period of time. 


 FORMCHECKBOX 

The investigator will 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.

v. Decision making capacity may fluctuate during the course of the study.  Describe your plan for monitoring decision making capacity during the course of the study. 

     
vi. What procedures have been devised to ensure that subjects’ representatives are well-informed regarding their roles and obligations to protect incompetent subjects or persons with impaired decision-making capacity?

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




Yes  FORMCHECKBOX 
 

No    FORMCHECKBOX 
 If “no”, please adequately justify in the space provided

     


Note: Under no circumstances must a subject be forced or coerced into participating 

viii. What procedures have been devised to ensure that the participants will not be forced or coerced to participate in a research study? 

     
f. Will pregnant women be recruited? 

No  
 FORMCHECKBOX 
  If “no”, skip to  “g”

Yes
 FORMCHECKBOX 
  If “yes”, complete i- iii.

i. Describe the provisions to monitor the risk to the participant and the fetus. 

     
ii. Describe the manner in which the potential participants will be selected

     
iii. Have studies on animals and non-pregnant individuals been completed, and has data for assessing potential risks to pregnant women and fetuses been provided in the background and rational for the study.  

Yes  FORMCHECKBOX 
 

No    FORMCHECKBOX 
 If “no”, please adequately justify in the space provided

     
g. Non-Veteran Subjects

 

a. Will non-Veteran patients be recruited? 


yes  FORMCHECKBOX 

If “yes”, provide a detailed justification for the inclusion of non-veteran patients in the space provided below.


  no   FORMCHECKBOX 
    If “no”, skip to “h”.

Note: If VA Services are being used as part of the research, a CPRS chart must be established for non-veteran subjects. A $384 fee will be charged to the Principal Investigator’s research project account. Please contact the IRB Office if you have any questions. 

Note: Non-veteran subjects may only be recruited when there are not sufficient VA subjects to conduct the study.  

(in addition, include the following: number of non-veterans expected to be enrolled:      

b. Approximately how many non-veteran patients will be recruited for this study?      

c. Approximately how many outpatient visits are scheduled per patient?      

d. Where will patients be studied?   At the VA  FORMCHECKBOX 

Elsewhere  FORMCHECKBOX 
 Specify      
h. Limited Enrollment

            
Does the study limit the enrollment of patients based on age, gender or ethnic classification?

yes
 FORMCHECKBOX 
    If “yes”, provide adequate justification in the space provided.

no 
 FORMCHECKBOX 
     

If “yes”, provide adequate justification:       
i. Compensation to Subjects 
i. Will subjects be paid or receive some other compensation for their participation (e.g. coupon)?  

yes    FORMCHECKBOX 
    If “yes” , describe in the space provided.   

no      FORMCHECKBOX 
    
If “yes”, describe what is the form of compensation and the schedule of the compensation :         

ii. Does the plan for compensation meet the following criteria: 

yes  FORMCHECKBOX 
   no 
 FORMCHECKBOX 

All compensation information is in the informed consent document (e.g.




amount, schedule, etc.). 

yes  FORMCHECKBOX 
   no 
 FORMCHECKBOX 

Compensation is not considered and described as a benefit.

yes
 FORMCHECKBOX 
   no 
 FORMCHECKBOX 

Compensation is on a schedule.  Exceptions may be considered when




participation in the study is short-term.


 

yes
 FORMCHECKBOX 
    no  FORMCHECKBOX 

Compensation may not be withheld has a condition of completing the




study   

yes  FORMCHECKBOX 
    no  FORMCHECKBOX 

Compensation must be prorated for patients who withdraw early from




the study. 


yes
 FORMCHECKBOX 
    no  FORMCHECKBOX 

Compensation for completing a small proportion of the study is not 




coercive. 

yes
 FORMCHECKBOX 
    no  FORMCHECKBOX 

Compensation does not include finders’ fee.  

 

yes
 FORMCHECKBOX 
    no  FORMCHECKBOX 

If a bonus is offered, amount of bonus for completion is not coercive. 


yes
 FORMCHECKBOX 
    no  FORMCHECKBOX 

A coupon for purchase of study item is not offered.  For example, 




participants are not offered coupons for purchasing the study drug     

yes
 FORMCHECKBOX 
    no  FORMCHECKBOX 

Payment is appropriate because procedures are not part of patient’s 




medical care and makes special demands upon the patient. 


yes
 FORMCHECKBOX 
    no  FORMCHECKBOX 

Payment is acceptable because it is standard practice of non-VA 




institution or other comparable situation.               

yes
 FORMCHECKBOX 
    no  FORMCHECKBOX 

Payment is acceptable for transportation expenses that would not be 


incurred in the normal course of receiving treatment and are not reimbursed by any other mechanism.


If you answered “no” to any of the questions above please explain:      
Appendix B Macrobutton "FollowLink"

Department of Defense (DoD) Research or Recruitment of DoD Personnel 

For Research Funded by the Department of Defense (DoD) or Army, Office of Naval Research, Air Force or Marine Corps Components

DoD Component Involved the Research (e.g., DoD, Army, Air Force, Office of Naval Research, etc.):

How does this study involve the DoD Component?

Supported  FORMCHECKBOX 


Other  FORMCHECKBOX 
 Specify: 

DoD Contact/Liaison Information
Name:





Title:

Telephone number:



Email Address:

1. Is this a multi-site research study? Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If yes, detail the roles and responsibilities of each party at each site involved in the research.  Note a formal agreement between the institutions specifying the roles and responsibilities of each party may be required.  Check with your DoD liaison to verify requirements.  The MVAHS IRB can aid the MVAHS researcher in developing such an agreement when required. If required, a proposed agreement will be acceptable with the protocol submission. Formal agreements for multi-site research conducted with Army support are generated by the Army as specific duty contracts.  The Army contract liaison works with investigators in the execution of duty contracts.  For other DoD multi-site studies, the MVAHS IRB can aid the MVAHS researcher in developing such an agreement when required. 

Roles and responsibilities of each party at each site include:

2. Is this classified Research? Yes  FORMCHECKBOX 

 No  FORMCHECKBOX 

If yes: please note that classified research involving human subjects cannot be approved by the VA facility IRB or affiliate IRB or Research and Development Committee or performed at VA facilities. 
3. Has an external scientific review been performed (e.g., DoD review panel)?      Yes  FORMCHECKBOX 

 No  FORMCHECKBOX 

Note: Scientific Review will be performed by the IRB. 
If yes:

Specify the committee or entity that performed the scientific review and attach it to the application form: _________________________

4. Does this research involve surveys or questionnaires with DoD personnel and/or U.S. military personnel?    
Yes  FORMCHECKBOX 

   No  FORMCHECKBOX 

If yes, the research must be reviewed and approved by the DoD, as per the specific DoD requirements.  When DoD approval is obtained, a copy of the approval must be submitted to the MVAHS IRB before the research can be reviewed by the R&D Committee.
5. Does this research involve more than minimal risk?    Yes  FORMCHECKBOX 

   No  FORMCHECKBOX 

If yes, a Research Monitor is required. The Research Monitor must be a physician, dentist, psychologist, nurse or other healthcare provider capable of overseeing the  progress of the research protocol especially issues of individual participant/patient management and safety.  The research monitor has the authority to stop the research study in progress, remove individuals from the study and take any steps to protect the safety and well being of participants until the IRB makes an assessment. 

Note: The IRB may require appointment of a Research Monitor for a portion of the study, or for studies involving no more than minimal risk.


Research Monitor Name _____________________________________________


Research Monitor Contact Information __________________________________

Research Monitor’s Responsibilities/Activities ____________________________

__________________________________________________________________


Attach:   FORMCHECKBOX 
 A letter from the Research Monitor accepting this role


   
 FORMCHECKBOX 
 The Research Monitor’s CV


By checking the boxes below, I certify the following:


 FORMCHECKBOX 
 The Research Monitor is independent of the research investigative team


 FORMCHECKBOX 
 The Research Monitor has been appointed by name as provided above

 FORMCHECKBOX 
 The Research Monitor possesses sufficient educational and professional experience to serve as the participant’s advocate

 FORMCHECKBOX 
 Reports from the Research Monitor will be promptly submitted to the IRB at intervals determined by the IRB.

6. Will this research be conducted outside the United States and its territories, and involve human subjects who are not U.S. citizens or DoD personnel?

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


If yes:


Name of country where research will be conducted:


Local IRB that will be reviewing the protocol :


Attach Documentation of:  


 FORMCHECKBOX 
 Permission to conduct the research study in the host county by certification or

 FORMCHECKBOX 
 Local ethics committee or IRB review
 FORMCHECKBOX 
  I certify that I have consulted with the host country IRB reviewing this protocol, and the local applicable laws, regulations, customs and practices for the host country will be followed.

7. Does this research involve U.S. military personnel? Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If yes, the recruitment plan outlined in the IRB application must detail how undue influence will be minimized, including the following additional protections:

· Officers shall not influence the decision of their subordinates to participate in the research

· Officers and senior non-commissioned officers shall not be present at the time of recruitment into this research

· Officers and senior non-commissioned officers must have a separate opportunity to participate in the research

· When recruitment involves a percentage of a unit, an independent ombudsman shall be present during recruitment

· Compensation will not be offered for research during duty hours
Note: Individuals may receive compensation for research activities if the research activities take place outside of scheduled work hours.

8. Does this research involve prisoners of war?  Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


 FORMCHECKBOX 
 By checking the box, I acknowledge that research with prisoners of war is prohibited.

9. Does this research involve Biological and Chemical Weapons?  Yes  FORMCHECKBOX 

No FORMCHECKBOX 

 FORMCHECKBOX 
 By checking the box, I acknowledge that research with Biological and Chemical Weapons is prohibited.

10. Will consent be obtained using a legally authorized representative? Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Note: An LAR is not appropriate unless the research is intended to be beneficial to the subject and the subject lacks capacity to consent due to age, condition, or other reason which prohibits the subject from providing consent.
11. Are you requesting a waiver of consent? Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If the research participant meets the following definition, a waiver of consent is prohibited unless it is obtained from the Secretary of Defense and the research presents the prospect of direct benefit to the subject.

Experimental subject: Research involving a human being as an experimental subject is an activity, for research purposes, where there is an intervention or interaction with a human being for the primary purpose of obtaining data regarding the effect of the intervention or interaction (32CFR.210.102 (f) reference (c)).

If research participants do not meet the definition of experimental subject, the IRB may waive consent.

12. Has written verification from the DoD program officer of the specific educational requirements been attached to the application?  Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

As described by DoD, “all personnel involved in reviewing, approving, supporting, conducting, managing, or overseeing research involving human subjects must complete initial and ongoing research ethics and human subjects protections training appropriate to each individual’s level of involvement, duties, and responsibilities.” [Secretary of Navy SecNav Instruction 3900.39D].  
Have all required DOD training been attached to this application? Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Appendix C
Investigational Drugs

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

1. List all drugs/biologics used in this research (including active placebos). For each indicate:

	Name
	Dosage Strength
	Method Route of Admin.

	
	
	

	
	
	

	
	
	


2. Did you include copies of VA Form 10-9012-Investigational Drug Information Record for each drug listed above? 
yes  FORMCHECKBOX 
     No    FORMCHECKBOX 
  If “no”, explain below

Explain why VA Form 10-9012 was not submitted:      
3. a. Does this study involve any of the following?
yes  FORMCHECKBOX 
  no  FORMCHECKBOX 
 
There are any therapies, diagnostics, or preventatives in your protocol  that are not approved for general use in the doses you will use, 

or 

yes  FORMCHECKBOX 
  no  FORMCHECKBOX 
  
You are using this drug in a population which is not indicated in the approved labeling for the drug product,

 or
yes  FORMCHECKBOX 
  no  FORMCHECKBOX 
 
There are any doses to be used currently outside the approved labeling for the indication you will give it for 

or  

yes  FORMCHECKBOX 
  no  FORMCHECKBOX 
 
The route of administration you will use is not FDA-approved


b. If you answered “yes” to any of the questions above, provide the IND Number(s):            



 FORMCHECKBOX 
 If yes, did you provide evidence of the IND, i.e., a copy of the industry sponsored 

protocol with the IND number; or a letter from the FDA or industry sponsor setting forth the IND number?



Who holds the IND? (check one):


 
 FORMCHECKBOX 
 Sponsor

 

 FORMCHECKBOX 
 Investigator

If the Investigator holds the IND, is the investigator aware of the applicable FDA sponsor regulations and ensures that research is conducted according to the signed agreement and the approved protocol?  (See Guidance document for Sponsor Investigators found on www.sfvafre.org.)

c. If you answered “no” to all of the above, did you attach a Waiver from the Requirement to Submit an IND Application to the FDA form?   yes   FORMCHECKBOX 
   

4. Did you include 3 copy of the Study Drug Brochure or Drug Package Insert for each drug used in the protocol (study drug plus comparator drugs?   yes   FORMCHECKBOX 

Appendix D
Investigational Devices

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

1. This research involves the following test articles (check all that apply and complete the appropriate sections below):

 FORMCHECKBOX 
  FDA approved medical device

      
      
 FORMCHECKBOX 
   Investigational (Non-FDA approved) medical device

Provide details about storage procedures, inventory control and documentation:      
2. Provide a plan for the storage, dispensing, handling, and disposal of investigational and FDA-approved medical devices. Where this is being done by the investigator, include a description of the procedures for inventory control and documentation

3. List all FDA-approved medical devices used in this research. For each indicate:

	Name


	Mechanism of action
	Manufacturer
	Name of Supplier
	Location of Supply

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


     
4. These devices will be used according to the FDA labeling without modification.

Yes   FORMCHECKBOX 
      No   FORMCHECKBOX 
  (If “No”, they may be Investigational Devices and the following section must be completed).

5. The Investigator or sponsor MUST provide a risk determination (“non-significant risk” or ”significant risk”) for any device study, and depending on the determination, submit the information and/or documents requested below.
	PI or Sponsor’s Risk Assessment 

Select One – Non-Significant Risk or Significant Risk

	 FORMCHECKBOX 
   Non-significant Risk
        Provide justification and documentation:      


	 FORMCHECKBOX 
    Significant Risk

 FORMCHECKBOX 
 Provide evidence of the IDE, i.e., a copy of the industry sponsored protocol with the IDE number, a letter from the FDA or industry sponsor setting forth the IDE number. 




6. Is there an IDE or abbreviated IDE for this research?  Yes  FORMCHECKBOX 
      No  FORMCHECKBOX 
 If “no”, go to “7
i. If yes, provide the IDE Number(s):           

ii. Who holds the IDE?




 FORMCHECKBOX 
 Sponsor

 


 FORMCHECKBOX 
 Investigator

iii. If the Investigator holds the IDE, is the investigator aware of the applicable FDA regulations and ensures that research is conducted according to the signed agreement, the approved protocol and 21CFR 812 as listed below.  




Yes   FORMCHECKBOX 
 




No     FORMCHECKBOX 

The device fulfills the requirements for an abbreviated IDE
	o The device is not a banned device

	o The sponsor labels the device in accordance with 21 CFR 812.5. 



	o The sponsor obtains IRB approval of the investigation after presenting the reviewing IRB with a brief explanation of why the device is not a significant risk device, and maintains such approval. 



	o The sponsor ensures that each investigator participating in an investigation of the device obtains from each subject under the investigator’s care, consent under 21 CFR 50 and documents it,unless documentation is waived.



	o The sponsor complies with the requirements of 21 CFR 812.46 with respect to monitoring investigations;



	o The sponsor maintains the records required under 21 CFR 812.140(b) (4) and (5) and makes the reports required under 21 CFR 81 2.150(b) (1) through (3) and (5) through (10);



	o The sponsor ensures that participating investigators maintain the records required by 21 CFR 812.140(a)(3)(i) and make the reports required under 812.150(a) (1), (2), (5), and (7); and



	o The sponsor complies with the prohibitions in 21 CFR 812.7 against promotion and other practices.




7. If there is no IDE, check the reason below and provide documentation establishing that the clinical investigation of the medical device at issue falls within one of the following categories:

 FORMCHECKBOX 
  A clinical investigation of a FDA-approved, legally marketed device that is being used in accordance with its labeling.

 FORMCHECKBOX 
  A clinical investigation of a device that the FDA has determined to be substantially equivalent to a device in commercial distribution immediately before May 8, 1976 and that is used or investigated in accordance with the labeling FDA reviewed under Subpart E of 21 CFR Part 807 in determining substantial equivalence; 

 FORMCHECKBOX 
 Clinical investigation of a Non-Significant Risk Device.

 FORMCHECKBOX 
  A clinical investigation involving a Diagnostic Medical Device if it complies with FDA labeling requirements and if the testing:  (a) is noninvasive; (b) does not require an invasive sampling procedure that presents significant risk; (c) does not by design or intention introduce energy into a subject; and (d) is not used as a diagnostic procedure without confirmation by another medically established diagnostic product or procedure. 

 FORMCHECKBOX 
  Consumer preference testing, testing of a modification or testing of a combination of devices if the devices(s) are legally marketed devices and if the testing is not for the purpose of determining safety or effectiveness and does not put subjects at risk. 

 FORMCHECKBOX 
  Clinical investigation of a device intended solely for veterinary use.

 FORMCHECKBOX 
  Clinical investigation of a device solely intended for Research with laboratory animals that contains the labeling  “Caution – Device for investigational use in laboratory animals or other tests that do not involve human subjects.”

8. Did you include 2 copy of the Study Device Brochure or Device Package Insert for each device used in the protocol?   
yes   FORMCHECKBOX 
   

Appendix E
Biologic and Radioactive Materials

Complete appendix D if this study involves the use of Biologic and/or Radioactive Materials

Biologic Materials

1. Biologic Materials

a. Does this research include the collection of blood or other body fluids, or the use of any biohazard or chemical hazard materials? 

 
yes    FORMCHECKBOX 
   Attach the Biohazard/Chemical Hazard Information Involving Research form.        

  
no
 FORMCHECKBOX 
  
b. Does this research include taking biopsies or removal of other tissues?


yes    FORMCHECKBOX 
   Attach the Biohazard/Chemical Hazard Information Involving Research form.        

  
no   
 FORMCHECKBOX 
  
c. Will biological samples be processed outside of the Miami VA Medical Center: 
 
yes
 FORMCHECKBOX 
  Attach a Biological Sample Statement on entity’s letterhead signed by 

 appropriate official.   

  
no    
 FORMCHECKBOX 
      

d. Does this research consist of storing (as opposed to “banking”) tissue, blood, or other biological materials at the VA or other sites for purposes related to this protocol: 

 
yes 
 FORMCHECKBOX 
         

 
no    
 FORMCHECKBOX 
    Biological samples will not be stored.    

If “yes’, please provide details about storage procedures:      
2. Tissue Banking

Note: regarding tissue banking: You must obtain approval from VACO for any off-site banking facilities. 

Does this research consist of “banking” tissue, blood, or other biological materials at the VA or other sites for future studies:
 
 yes 
 FORMCHECKBOX 
  Attach copies of “Tissue Banking” form.    

 
 no   
 FORMCHECKBOX 
  Samples will not be “banked”.                         

Radioactive Materials

Note: Required for All Studies that Involve the Use of Radioactive Materials

1. Radioactive Materials

a. Does this research involve the use of radioactive materials? 


yes 
 FORMCHECKBOX 
  If yes, attach copies of the Application for the Use of Radioactive Materials form.         

 
no 
 FORMCHECKBOX 
  

b. If you answered “yes” to the previous question, does your protocol clearly describe how radioisotopes will be used?

yes 
 FORMCHECKBOX 
         

no  
 FORMCHECKBOX 
   If no, please describe how radioisotopes will be used in the space provided.

Describe how radioisotopes will be used:      
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