PVAMC IRB Submission Application


Investigator:      
Study Title:      
Submission Date:      
Basic Study Information (if, for any questions, more information is available than will fit in the space provided, please use a separate sheet of paper to complete your answer.)
Scientific Rationale/Purpose

1. Briefly explain the scientific rationale for the study or state specifically where in a separate, attached document the scientific rationale is explained:

     
2. Describe the purpose of the study:

     
Study Design Elements:

3. What elements of study design are included in this research project? Check all that apply:

	 FORMCHECKBOX 
 Questionnaire or Survey
	 FORMCHECKBOX 
 Use of Focus Groups

	 FORMCHECKBOX 
 Interview
	 FORMCHECKBOX 
 Intervention

	 FORMCHECKBOX 
 Observational 
	 FORMCHECKBOX 
 Video or Audio Taping*

	 FORMCHECKBOX 
 Retrospective Chart Review
	 FORMCHECKBOX 
 Instruction/Curriculum

	 FORMCHECKBOX 
 Data Repository
	 FORMCHECKBOX 
 Tissue Repository

	 FORMCHECKBOX 
 Event Monitoring
	 FORMCHECKBOX 
 Other (specify)      


* Requires VA-Form 10-3203 Consent for Use of Picture and/or Voice
Characteristics of Study Participants:

4.
A. Patients  FORMCHECKBOX 


Healthy Volunteers FORMCHECKBOX 

       Other  FORMCHECKBOX 

Please describe:     

B. Age range: from       to      

C. Source of study (check all that apply)

	 FORMCHECKBOX 
 VA Inpatients
	 FORMCHECKBOX 
 VA Outpatients

	 FORMCHECKBOX 
 General Public
	 FORMCHECKBOX 
 Patient families

	 FORMCHECKBOX 
 VA employees

 FORMCHECKBOX 
 Active Duty Military*
	 FORMCHECKBOX 
 Patients at Non-VA facility

 FORMCHECKBOX 
 Other (specify)      




D. Total number to be enrolled (do not include screen failures) At PVAMC:      

Other (specify):      

E. Please indicate the page number(s) of the protocol that detail the power analysis:      
Vulnerable Participants:

5. Are any of the following vulnerable participants actively recruited? YES  FORMCHECKBOX 
  NO   FORMCHECKBOX 

If YES, please check the appropriate vulnerable populations and complete Appendix A

	 FORMCHECKBOX 
 Minors
	 FORMCHECKBOX 
 Fetuses

	 FORMCHECKBOX 
 Pregnant Women
	 FORMCHECKBOX 
 Prisoners

	 FORMCHECKBOX 
 Mentally ill with impaired decision-making capacity
	

	 FORMCHECKBOX 
 Other (specify)      
	


Inclusion/Exclusion Criteria:

6. A. Please indicate the page number(s) of the protocol that list(s) the participant inclusion and exclusion criteria: 


     
B. How will eligibility be determined and by whom? 


     
C. Are any inclusion or exclusion criteria based on age, gender, racial/ethnic origin, pregnancy or childbearing potential?    YES  FORMCHECKBOX 
 NO FORMCHECKBOX 




If YES, please explain and justify.      
D. Are any specific classes of persons who might benefit from the research excluded from participation (e.g., pregnant women, particular race(s) and/or gender)?




(1) If YES, provide a scientific justification for the exclusion:



      



(2) If YES, also provide an ethical justification for the exclusion:



      
Participant Identification:

7. 
A. Are you going to use any VA computer systems (e.g., VISTA, CPRS, Pharmacy Databases, CHIPS, other clinical databases, etc.) to identify potential participants? 

YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 


If YES, please describe in detail how you intend to use the computer system to identify patients. Include specifically which system (i.e., CPRS, pharmacy database, etc) will be used, what information will be collected, and how this information will be stored.


     

B. Will any identifiable information be accessed prior to informed consent when identifying potential participants? 

YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 
  N/A- Waiver of Informed Consent will be requested  FORMCHECKBOX 


C. Are you going to identify and/or recruit patients into your study from VAMC Community Based Outpatient Clinics (CBOC) YES  FORMCHECKBOX 
 NO FORMCHECKBOX 
 



If YES, please list location(s)      
D. Will the research team contact individuals by phone prior to consent and/or will a recruitment letter be sent to potential participants?


If YES, attach a telephone script and letter to participant for review.  The letter must include the following elements:


1) The name of the responsible investigator, 2) the name of the research protocol, 3) the name of the person who will contact the potential participant (if not the responsible investigator), and 4) a statement that the participant may call (401) 457-3066 to verify the validity of the study and authorized contacts.

E. If NO, to A, B ,C, and D above, explain the approach that will be taken to identify and recruit participants:




      
Advertisements/Recruitment:

8. 
A. Will advertisements be used to recruit participants? YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 
 (skip to question 8 C)


B. If YES, indicate the type (check all that apply):


 FORMCHECKBOX 
 Posted Advertisements   FORMCHECKBOX 
 Newspaper or Magazine  FORMCHECKBOX 
 TV or Radio   FORMCHECKBOX 
 Internet


C. Will other recruitment materials be used to recruit subjects?  YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 
  


D. If YES to B and/or C, please submit a copy of each for review.


Note: All subjects recruitment materials must be approved by the IRB prior to use.

Informed Consent:

9. 
What type of informed consent will be obtained?


A.  FORMCHECKBOX 
 Written Informed Consent

B.  FORMCHECKBOX 
 Short Form: Information Summary/Oral Presentation with short form documenting informed consent. Participants will sign the short form and a copy of the summary. In addition to signature of participant and of person administering the consent, the oral presentation will be witnessed and a signature of this additional witness obtained. (Please submit the information Summary/Oral Presentation for review)
      C.  FORMCHECKBOX 
 Waiver of documentation of informed consent request: the PI is requesting a

waiver of the requirement to obtain a signed informed consent document. (Please submit

for review the script of information to provide in writing or orally to ensure

informed consent.)

      D.  FORMCHECKBOX 
 No Informed Consent; the PI is requesting a waiver of informed consent process.  Please submit the Request for Waiver or alteration of Informed Consent. (skip to question 12)
10. If 9.A. above was checked, please complete the following questions:


A. How many different informed consent  forms have been submitted for use in the research project?      

B. Describe where, when and by whom the research participants will be approached and consented (This must also be documented in the protocol):


     

(NOTE: Any individuals approaching subjects for study participant must have successfully completed the PVAMC training requirements and a completed Scope of Practice (for non-clinicians) or be credentialed through VetPro (for licensed clinicians)

C. Who will serve as witness if a witness is required?

     

(NOTE: VA regulations do not require a witness in addition to the person administering consent.  If an IRB or sponsor requires a witness, by VA regulations this may be a member of the study team, and only the signing needs to be witnessed, not the consenting procedure).


D. So that the IRB can establish that you have taken steps to minimize the possibility of coercion or undue influence, please explain:

· If you plan to have a waiting period between informing the potential participant and obtaining informed consent and why:      
· In what language you intend to conduct the informed consent session:      
· How you will assure that the language used is understood by the prospective participant or the legally authorized representative:      
· Whether any additional steps will be taken to minimize possible coercion or undue influence:      
· Who will be providing consent or permission?      
Capacity to Consent
11.   A. Will all subjects have the capacity to give informed consent?   YES  FORMCHECKBOX 
   NO FORMCHECKBOX 


B. If NO to 11A,



(1) Describe the likely range of impairment.


     


(2) Explain how and by whom their capacity to consent will be determined.


     
Note:  In cases where the prospective subject does not demonstrate sufficient decision making capacity, the practitioner, in consultation with the chief of service, or COS, may determine after appropriate medical evaluation that the prospective research subject lacks decision-making capacity and is unlikely to regain it within a reasonable period of time.  Individuals who lack the capacity to consent may participate in research only if consent is given on their behalf by a legally authorized representative. 
Payment for Participation:

12. Will participants receive any financial or other form of payment for participation? 

YES  FORMCHECKBOX 
    NO   FORMCHECKBOX 

If YES, complete Appendix B. 

Note: It is VA policy that there shall be no cash payments that appear to be coercive based on the age, gender, or socio-economic profile of VA patients who serve as investigational subjects in research. This determination will be made by the IRB. Please note that it is also prohibited to pay professionals in exchange for referrals of potential participants (“finder’s fees”) or to have payments which are designed to accelerate recruitment that are tied to the rate or timing of enrollment (“bonus payments”).

Procedures Being Performed for Diagnostic or Treatment Purposes

13. Will any of the procedures which are required by the protocol be performed regardless of the protocol for diagnostic or treatment purposes?       YES  FORMCHECKBOX 
   NO FORMCHECKBOX 

If YES, explain which procedures are already being performed for diagnostic or treatment purposes, or state which other, attached document contains this information. 

     
Investigational Drugs:
An investigational drug is a drug or biologic agent that is studied in a clinical investigation. This includes approved drugs to be studied for an unapproved or approved use in a controlled, randomized or blinded clinical trial. A comparator drug (i.e., standard care) used in a clinical investigation is considered an investigational drug. 
14. Will an investigational drug(s) be used?      YES FORMCHECKBOX 
   NO FORMCHECKBOX 

If YES, complete Appendix C.

Investigational Devices:

An investigational device is a device that is the object of a clinical study designed to evaluate the safety or effectiveness of the device. An investigational device may be an approved device that is being studied for an unapproved use or efficacy. This includes an approved device that is being studied for an unapproved or approved use in a controlled or blinded clinical trial.

15. Will an investigational device be evaluated in this research project?     YES FORMCHECKBOX 
   NO FORMCHECKBOX 

If YES, complete Appendix D.

Risks to Participants:

16. Please indicate the page number(s) of the protocol that identifies the risks to participants:       
17. Please indicate the page number(s) of the protocol that describes the steps taken to minimize risks to participants:       
Safety Monitoring:

18. Please indicate the provisions for safety monitoring in the research project. Check all that apply.

 FORMCHECKBOX 
 All safety monitoring procedures are described in the research protocol. Please note the page number(s) of the protocol that describes safety monitoring procedures:      
 FORMCHECKBOX 
 Data Safety Monitoring Board (DSMB)

 FORMCHECKBOX 
 Data Monitoring Committee

 FORMCHECKBOX 
 Other:      
 FORMCHECKBOX 
 Not Applicable: this research project does not require safety monitoring because it is a minimal risk study.

Note that, in general, it is desirable to have a formal safety monitoring procedure, such as one of the items above, for research that is blinded, involves multiple sites, involves vulnerable subjects, or employs high-risk interventions. Some sponsors may require specific types of safety monitoring.

Potential Benefits

19. A. Please indicate the page number(s) of the protocol that describes the importance of the knowledge that may be expected to result from this research:      
B. Please indicate the page number (s) of the protocol that describes the importance of the knowledge that may be expected to result from this research or state which other, attached document contains this information:      
Investigator’s Assurance:
I certify the information provided in this application is complete and correct.
I understand that I have ultimate responsibility for the conduct of the study, the ethical performance of the project, the protection of the rights and welfare of human subjects, and strict adherence to any stipulations imposed by the Providence VA Medical Center IRB. 

I agree to comply with all PVAMC policies, as well all federal, state and local laws on the protection of human subjects in research, including:

· ensuring all study personnel satisfactorily complete human subjects training

· performing the study according to the approved protocol

· implementing no changes in the approved study without PVAMC IRB approval

· obtaining informed consent from subjects using only the currently approved consent form

· protecting identifiable health information in accord with the HIPAA Privacy Rule

· promptly reporting serious or untoward adverse events

Signature of Principal Investigator _______________________  Date __________

Print Full Name and Title ____________________________________________


Attachments:

Please check the appropriate appendices to be included with this submission (Delete all Appendix’s that are not applicable before submitting):

 FORMCHECKBOX 
 Appendix A – Recruitment of Vulnerable Participants

 FORMCHECKBOX 
 Appendix B – Payment for Participation

 FORMCHECKBOX 
 Appendix C – Investigational Drugs

 FORMCHECKBOX 
 Appendix D – Investigational Devices

Providence VA Medical Center Institutional Review Board

IRB Submission Application

APPENDIX A- Recruitment of Vulnerable Participants
_________________________________________________________________
If this appendix is not being submitted with an IRB Submission Application (i.e., for initial review by the IRB), please complete this section for identification purposes

Principal Investigator:      
Project Title:       
_________________________________________________________________

This appendix should be completed if any of the following populations will be specifically recruited to participate in this research study: minors, fetuses, pregnant women, prisoners, mentally ill with impaired decision-making capacity, medically ill with impaired decision-making capacity, or some other group that you have defined on the initial review questionnaire (question 5) as being vulnerable.

If this study may involve any of the above populations, please answer the following:

1. Why are these vulnerable populations included in the research? 

     


2. Could the research be conducted without the use of such subjects?  YES  FORMCHECKBOX 
      NO     FORMCHECKBOX 


3. Are additional safeguards included in the research project proposal to protect the rights and welfare of the vulnerable subject(s)? YES   FORMCHECKBOX 
      NO     FORMCHECKBOX 
    (go to question 5)
4. If YES to 3, describe the additional safeguards included in the research project proposal to protect the rights and welfare of the vulnerable subject(s):

    Please attach additional pages if necessary.

     
5. If NO to 3, please justify why you believe additional safeguards are not necessary to protect the rights and welfare of the vulnerable subjects:

     
Providence VA Medical Center Institutional Review Board
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APPENDIX B-Payment for Participation

_________________________________________________________________
If this appendix is not being submitted with an IRB Submission Application (i.e., for initial review by the IRB), please complete this section for identification purposes

Principal Investigator:      
Project Title:       
_________________________________________________________________

This appendix should be completed if subjects will receive any type of payment for participation in this research study.

1. Specify the type of payment (i.e., cash, gift certificate):

     


2. Specify the payment amount:

     


3. Justify payment amount on the basis of time, travel and effort involved:

     


4. Explain the schedule of payment (e.g. when payment is given and in what amount):

     


5. Describe the conditions that must be fulfilled by subjects to receive either full or partial payment.
     
6. Will a prorated system 1 of payment be used?       YES   FORMCHECKBOX 
      NO     FORMCHECKBOX 

    If NO, please justify:

     
    (NOTE: The information provided in the answers to A, C, D and E must also be indicated in the Informed Consent Form.)


7. Please indicate from the circumstances below, why patients are receiving financial or other

form of payment for participation:

 FORMCHECKBOX 
No direct subject benefit (The study is not directly intended to enhance the diagnosis

            or treatment of the medical condition for which the volunteer subject is being treated, 

            and when the standard of practice in affiliated, non-VA institutions is to pay patients in

            this situation.)

 FORMCHECKBOX 
Others being paid (In multi-institution studies, patients at a collaborating non-VA institution are to be paid for the same participation in the same study at the same proposed rate.)

 FORMCHECKBOX 
Comparable Situations (Patients are compensated in comparable situations.)

 FORMCHECKBOX 
Transportation Expenses (Travel expenses are incurred by the subject that would not be incurred or reimbursed in the normal course of receiving treatment.)

NOTE: It is VA policy that there shall by no cash payments that appear to be coercive based on the age, gender, or socio-economic profile of VA patients who serve as investigational subjects in research. This determination will be made by the IRB.

______________________________

1 The FDA encourages a prorated system of payment whereby subjects who do not finish the  
   protocol are paid in proportion to the part completed. The amount of payment must be justified    

   on the basis of time and effort involved,  and must not be so large as to constitute undue 
   inducement of the subject to participate in the research.  If a non-prorated system of payment
   will be used, this should be justified in this section.     
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APPENDIX C- Investigational Drugs

_________________________________________________________________
If this appendix is not being submitted with an IRB Submission Application (i.e., for initial review by the IRB), please complete this section for identification purposes

Principal Investigator:      
Project Title:       
_________________________________________________________________

This appendix should be completed if the focus of the study is a drug that is studied in a clinical investigation. This includes drugs to be studied for an unapproved or approved use in a controlled, randomized or blinded clinical trial.

1.   A. Will an investigational (unapproved) new drug be used?  YES   FORMCHECKBOX 
      NO    FORMCHECKBOX 

       B. Will an approved drug be used for an indication that has not received Food & Drug

           Administration (FDA) approval?                                        YES   FORMCHECKBOX 
      NO     FORMCHECKBOX 

      C. Will an approved drug be used as a comparator drug?     YES   FORMCHECKBOX 
      NO     FORMCHECKBOX 

If YES to any of the above, list all drug(s) to be used and their use(s) in the table below:

	DRUG
	USES

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     


*A VA Form 10-9012, the Investigational Drug Information Record, must be completed for each of the drugs listed in the table, and any other drugs which are specifically studied as a part of this protocol. Please contact the PVAMC Research Pharmacist for assistance in completing the form(s).

NOTE: These drugs must be received, stored, and dispensed by the PVAMC Pharmacy.

2. Have you made arrangements with Pharmacy for receiving, storage and dispensing?
YES   FORMCHECKBOX 
      NO     FORMCHECKBOX 

 If NO, please contact Pharmacy 
3. Will anyone other than the PI be signing prescriptions or orders for study drugs dispensed

by the Research Pharmacy?      YES   FORMCHECKBOX 
      NO     FORMCHECKBOX 

If Yes, please explain:      
4. Is an IND (Investigational New Drug Application) required?  YES   FORMCHECKBOX 
      NO     FORMCHECKBOX 

(Note: An IND is needed when a new, investigational drug is being evaluated, when an approved drug is being evaluated for a new indication, or when an approved drug is being used in a manner which increases its risk based on a new preparation through the form, route of administration, dose of the drug or in a new patient population) 

If YES to 4, provide the name of the person/firm holding the IND, the IND number and the

date of IND filing:

Name:      
IND #:      
Date:      
Address:      
Complete and attach FDA Forms 1571 and 1572, and provide a copy of the IND letter from the FDA.
5. What is the phase of investigation?
 FORMCHECKBOX 
   Phase I – Initial study to determine the metabolism and pharmacologic actions of drugs

                        in humans, the side effects associated with increasing doses, and to gain

                        early evidence of effectiveness.

 FORMCHECKBOX 
      Phase II – Controlled clinical study conducted to evaluate the effectiveness of the drug

                           for a particular indication or indications, in patients with the disease or

                           condition under study, and to determine the common short-term side effects

                           and risks.

 FORMCHECKBOX 
      Phase III – Expanded controlled and uncontrolled trial after preliminary evidence

                           suggesting effectiveness of the drug has been obtained, and is intended to

                           gather additional information to evaluate the overall benefit-risk relationship of

                           the drug and provide an adequate basis for physician labeling.

 FORMCHECKBOX 
     Phase IV - Post-marketing study to delineate additional information, including the drug's

                           risks, benefits, and optimal use.

6. Please identify the study design (check all that apply). If none of the following are

appropriate, please check “other” and describe the study design in the space provided. 

 FORMCHECKBOX 
   Single-blind

 FORMCHECKBOX 
   Double-blind
 FORMCHECKBOX 
   Active drug control, i.e., a placebo is not used in this study design (comparator trial)

 FORMCHECKBOX 
   Open trial
 FORMCHECKBOX 
   Cross-Over

 FORMCHECKBOX 
   Placebo control in addition to standard therapy, i.e., no standard therapy is withheld
from any treatment arms

 FORMCHECKBOX 
   Placebo control without standard therapy, i.e., standard therapy is withheld from one or

more treatment arms. 
 FORMCHECKBOX 
  Other
7. Indicate the page number of the consent form which states that research records are subject to inspection by the Food and Drug Administration: 

     
Attach the following (the checkboxes are provided as a tool to assure that all required documents are attached)

 FORMCHECKBOX 
  Two copies of the Investigator’s Brochure (including toxicity, previous animal/human 
studies, lab tests and bibliography) or package insert (if investigator’s brochure is
unavailable) for each drug listed above to this appendix. If the Investigator’s Brochure
and/or package insert is not available, provide a comprehensive review of the literature
and other relevant information regarding human safety and toxicity data.

 FORMCHECKBOX 
  VA Form 10-9012, Investigational Drug Information record, for each drug listed in the

table above (The Investigational Drug Information record must be reviewed by the Research Pharmacy prior to approval.) The final 10-9012(s) should be submitted to the IRB with this application

 FORMCHECKBOX 
  FDA Forms 1571 and 1572 (if applicable)

8.  To receive an investigational drug as defined by VHA Handbook 1108.04, in addition to FDA regulations for the conduct of research under an IND an investigator must (Please sign below that you will follow the below required responsibilities):

(1)  Provide the Pharmacy Service or Research Investigational Pharmacy information on each subject receiving an investigational drug through the electronic medical record or other locally approved means.  Documentation is to include allergies, toxicities, or adverse drug events related to the investigational drug, or the potential for interaction with other drugs, foods, or dietary supplements, i.e., herbals, nutriceuticals (see VHA Handbook 1108.04).


(2)  Ensure the local Pharmacy Service or Research Service Investigational Pharmacy

      receives:


(a)  Documentation of IRB and any other relevant approvals;


(b)  A copy of VA Form 10-9012, Investigational Drug Information Record, when

      applicable;


(c)  A copy of the current approved protocol;


(d)  A copy of the informed consent form for each participating subject with all appropriate

      signatures;


(e)  Documentation of the IRB continuing review approval;


(f)  Copies of sponsor-related correspondence specific to the drug(s) as appropriate;


(g) Copies of all correspondence addressed to the investigator from the FDA (and other

       involved authorities) specific to the investigational drug(s) as appropriate;


(3)  Inform the Chief of the Pharmacy Service, the research pharmacy when applicable,

       and the IRB in writing when a study involving investigational drugs has been suspended,

       terminated, or closed;


(4)  Comply with all dispensing requirements;


(5)  Comply with all documentation requirements and make relevant records accessible to

      the investigational drug pharmacist when requested (VHA Handbook 1108.04 6.a.(4));

(6)  Comply with all VHA pharmacy requirements regarding receiving, dispensing, storing, and record-keeping for investigational drugs.

________________________________


_________________

Principle Investigator Signature



Date
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APPENDIX D- Investigational Devices 

_________________________________________________________________
If this appendix is not being submitted with an IRB Submission Application (i.e., for initial review by the IRB), please complete this section for identification purposes

Principal Investigator:      
Project Title:       
_________________________________________________________________

This appendix should be completed if a device that is the object of this research study is being evaluated for safety or effectiveness.  An investigational device study can include devices which are approved and are being studied for an unapproved use or efficacy or are the focus of a controlled, randomized or blinded trial for an approved or unapproved use.  

Device Description:

1.  What is the name of the device?       

2. Describe the type of device:      
3.  Manufacturer of the device:      
4. Explain all designations for the device:      
5. What are the therapeutic classification and expected therapeutic effects of the device:      
6. Is the device an investigational new device to be evaluated in this research project?

    YES  FORMCHECKBOX 
 (proceed to question 6.a)     NO  FORMCHECKBOX 
 (proceed to question 7)     

If Yes, attach a PubMed query (accessible at http://ncbi.nih.gov/entrez/query.fcgi)

        and printed abstracts for all previous published reports of the device).

· Date literature survey completed:      
· Key search words to complete the survey:      
7. Will an approved device be used for an indication or use that has not received Food & Drug Administration (FDA) post-marketing approval?  YES   FORMCHECKBOX 
       NO   FORMCHECKBOX 
   
If Yes, is this device being tested under FDA Pre-market Notification (510K) status? 
    YES   FORMCHECKBOX 
      NO    FORMCHECKBOX 
 

8.  Will an FDA approved device be used as a comparator device?   YES   FORMCHECKBOX 
      NO   FORMCHECKBOX 
  
If Yes, what is the name of the comparator device?      
9.  Is this study of an already cleared/FDA approved medical device in which the device is used or investigated in accordance with the indications in the approved labeling?

      YES  FORMCHECKBOX 
       NO   FORMCHECKBOX 
  

10.  Is this a study of a diagnostic device?  YES   FORMCHECKBOX 
  NO    FORMCHECKBOX 
 

a.  If Yes, is the study invasive?  YES  FORMCHECKBOX 
   NO    FORMCHECKBOX 
 

Does the study require an invasive sampling procedure that presents significant risk?
      YES   FORMCHECKBOX 
      NO    FORMCHECKBOX 
 

Does the design introduce energy into the subject?  YES   FORMCHECKBOX 
      NO    FORMCHECKBOX 
 
Is the device used as a diagnostic procedure without confirmation of the diagnosis by another, medically established product or procedure?  YES   FORMCHECKBOX 
      NO   FORMCHECKBOX 
  

If YES to any of the questions under 10a, please complete all of the rest of the questions.  
If NO to all of the questions under 10a, skip to investigator assurances.


Risk/Benefit Information (answer the following questions based on the proposed use of the device in this research project):

11. Is the device intended as an implant and present a potential for serious risk to the health, safety, or welfare of a subject? YES  FORMCHECKBOX 
  NO   FORMCHECKBOX 
 

12. Is the device purported or represented to be for use supporting or sustaining human life and present a potential for serious risk to the health, safety, or welfare of a subject?
YES  FORMCHECKBOX 
  NO   FORMCHECKBOX 
  

13.  Is the device for use of substantial importance in diagnosing, curing, mitigating, or treating disease, or otherwise preventing impairment of human health and present a potential for serious risk to the health, safety, or welfare of a subject? YES  FORMCHECKBOX 
  NO   FORMCHECKBOX 
  

14.  Does the device in any other way present a potential for serious risk to the health, safety, or welfare of a subject?  YES  FORMCHECKBOX 
  NO   FORMCHECKBOX 
 

15.  Has the device study been determined by the sponsor to be a Significant Risk (SR) device or a Non-Significant Risk (NSR) device? 

 FORMCHECKBOX 
  SR    FORMCHECKBOX 
   NSR      FORMCHECKBOX 
  Unknown


If the sponsor has identified the study NSR, attach an explanation of the determination and provide any other information that may help the IRB in evaluating the risk of the study.  For example, further description of the device, reports of prior investigations with the device, the proposal investigational plan, subject selection criteria, and other information that may be relevant to the IRB’s review.  

16. Has the device study been determined by the FDA to be a Significant Risk (SR) device or a Non-Significant Risk (NSR) device?
 FORMCHECKBOX 
  SR     FORMCHECKBOX 
  NSR       FORMCHECKBOX 
 No determination yet made

If the FDA has determined that the device study is NSR, please attach documentation of that determination.

17. What scientific evidence does the sponsor use to document the level of risk of the device? 

     
18. If the device is SR, what is the Investigational Device Exemption (IDE) Number?

     
19.  If an IDE Number does not exist, is the IDE pending?  YES FORMCHECKBOX 
  NO     FORMCHECKBOX 

       (NOTE: you may need to contact the sponsor for this information.) 

20.  If an IDE number has been assigned, have you attached a copy of the IDE approval letter? 
        YES FORMCHECKBOX 
  NO     FORMCHECKBOX 
  N/A, No IDE required  FORMCHECKBOX 

21.  Will the subject need to undergo an additional procedure as part of the investigational 
       study?          YES FORMCHECKBOX 
  NO     FORMCHECKBOX 
    

22. What are the possible severe adverse outcomes possible with the device? 

     

23.  What are the risks of this device compared to alternative devices and procedures?

     
24.  What are the benefits of this device compared to alternative devices and procedures?
     
25.  Explain any special precautions required with this device:

     
26.  Are you (the PI and research team) familiar with the FDA regulatory requirements regarding this type of device?  YES FORMCHECKBOX 
  NO     FORMCHECKBOX 
    

If NO, contact the Research Office at 457-3066 for information to become knowledgeable regarding the FDA requirements.    

Storage, Security, and Dispensing:

27. List the manufacturer storage requirements:

     
28. How will the device be stored at the Providence VA Medical Center (PVAMC)?

     

29. Where will the device be stored at the PVAMC?

     

30. How will the device be secured at the PVAMC?

     

31. Who will have access to the device?

     

32. Who will be accountable for the device?

     

33. How will the dispensing of the device be tracked?

     
34. How will records pertaining to the device be maintained at the PVAMC?

     

35. Who will be responsible for maintaining the records at the PVAMC?

     


Attach the following to this appendix:

· Two copies of the sponsor/manufacturer information (including name, description, FDA status, any previous IRB reports, and risks). This may include IDE application and an investigator’s brochure.

Investigator Assurances

1.   I will only use the investigational device after notification of IRB and R&D Committee approval and informed consent is obtained, or the conditions are met for waiver of informed consent.

2. I will forward the original signed consent form to the Research Office within 72 hours of obtaining patient's consent.

3. I will provide secure storage for all investigational devices according to their storage requirements as stated in the Providence VA Medical Center Investigational Device Information Record.

4. I will ensure that all investigational devices are secured properly as stated in the Providence VA Medical Center Investigational Device Information Record.

5. I will provide accountability of all investigational devices used in this research project as defined in the Providence VA Medical Center Investigational Device Information Record.

6. I will maintain records and tracking of all investigational devices as stated in the Providence VA Medical Center Investigational Device Information Record.

7. I will ensure proper dispensing and utilization of the investigational devices as defined in the  research project proposal.

8. I will meet the FDA regulatory requirements for sponsors.


____________________________________________________                      ________

Signature of Principal Investigator                                                                          Date
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