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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)     
    6.a. 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 
   
A. 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 
 
       10a.   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


Box Below For IRB Use Only





To be completed by IRB reviewer: 





1. Risk level of the device (based on the proposed use of the device) determined by the IRB? Significant Risk Non-Significant Risk 





2. Do you concur with the risk level specified by the sponsor? Yes No �
�



3. Is an investigational device exemption from the FDA required for this device? Yes No 





4. Do the potential research benefits of this device justify the risk to subjects as compared to alternative devices and procedures? Yes No �
�
5. Is the investigator’s plan for control of the investigational device adequate to ensure that the device(s) will be used only in the approved research protocol and under the direction of the approved personnel?  Yes   No�
�
�
�
__________________________________________________ �
�
Signature of IRB Reviewer �
�






