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	STUDY APPLICATION SUPPLEMENT 

  Medical Device

Form # 24B

Vers 12/4/2015



DESCRIPTION:  This application may be completed by the sponsor.  It is designed to give reviewers a greater understanding of the device.
Include this form, signed and 


 FORMCHECKBOX 

Documentation of IDE, if claimed 
 FORMCHECKBOX 

Approved or proposed label


 FORMCHECKBOX 

Report of Prior Investigations or Risk analysis  
 FORMCHECKBOX 

Picture, drawing or diagram

MAKE A COPY FOR YOUR STUDY CORRESPONDENCE FILE.

Send completed package to submit@eandireview.com.
INSTRUCTIONS: Incomplete or blank answers, or those without the proper documentation will delay your review.  The spaces provided for your answers will adjust in size as you type in them
	A. Identification

	1.  Study Information  (Within what study is the device to be used?)

	Study Name 
	

	Study Number
	

	2.  Contact Information (Who can answer device questions?)

	Name (with degrees)
	     
	Phone
	     

	Company
	     
	Cell
	     

	Mailing Address
	     
	E-mail
	     

	City, State, Zip
	     
	

	3.  Device Information

	Name of Device
	     

	Mfg of Device
	     

	Sponsor
	     

	Study Name
	     

	Study Number
	     

	4. ClinicalTrials.gov

	Has this trial been registered?
	 FORMCHECKBOX 
 Yes  If yes, attach the listing.
 FORMCHECKBOX 
 No    Please explain why this is not a clinical trial requiring registration:      


	B. Device Description Summary

	1
	Device History:  Is it substantially equivalent or is it totally new? Has this particular version ever been used before?
	

	2
	What is known about the risks of this device?  Is there prior clinical information?  Is there laboratory information?   Has this particular version ever been used before?
	

	3
	Where will the device(s) be stored?  How many can be at a site at once?  Is there any reason to be concerned about device storage?  Accountability?
	

	4
	Will the subject be charged for this device?
	 FORMCHECKBOX 
 No or, if yes:      

	5
	Classification of the device: 
	     

	6
	Has the sponsor had a pre-IDE meeting with FDA?
	     


	C. Regulatory Status Information

	Select one option 1 through 4.   Sign in the option and attach appropriate supporting materials.  Stop here: Do NOT continue to Section D.

	1.  FORMCHECKBOX 


	This device – as it is used in this study – is NOT FDA REGULATED.  (Huron HRP316)
Stop here.  Sign here. Attach a very clear explanation about why the study is not FDA regulated.  The IRB may or may not agree.

	
	
PI or Sponsor


Signature  





Date





	2.  FORMCHECKBOX 

	The device IS FDA regulated and can be legally marketed for the proposed use.  
 FORMCHECKBOX 
 
Class 1 device 
Classification number          

 FORMCHECKBOX 
 
Cleared by 510K 
Number  K       and date      
 FORMCHECKBOX 
 
Approved by PMA- 
Number  P       and date      
 FORMCHECKBOX 
 
Approved as Humanitarian 
Stop here - Use the HUD forms


 FORMCHECKBOX 

Cleared by another route: 
How        and date      
AND

This marketed device – as used in this study - is not an investigational device because

 FORMCHECKBOX 
 
It is being used as indicated, and
 FORMCHECKBOX 
 
It is not a study of device safety or efficacy and the information need not be held for FDA inspection.
As a marketed device used as indicated, it is not investigational.  

Stop here.  Sign here.

	
	PI or Sponsor

Signature  


Date  


	3.  FORMCHECKBOX 

	There is another reason that the device is not investigational.  

Stop here. Sign here. Attach explanation.  

	
	PI or Sponsor

Signature  


Date  



	4.  FORMCHECKBOX 

	Neither 1, nor 2, nor 3 applies.   Continue to section D. 


	D. Investigational Status Information

	  This study does include an Investigational Device   

  Select option 1, 2, or 3.   Sign in the option and attach appropriate supporting materials.

	1.  FORMCHECKBOX 

	The device has an IDE # G        for indication:       

Please assure us of one of the following:


 FORMCHECKBOX 

The protocol has the IDE number on it or 

 FORMCHECKBOX 

The FDA documentation (letter) is attached.
If the investigator holds the IDE, who is assuming the duties of a sponsor?      

	
	PI or Sponsor


Signature  


Date  



	2.  FORMCHECKBOX 

	The device is exempt under exemption 21 CFR 812.2.(c )       

 FORMCHECKBOX 

The last page of this form is completed. 
Expedited review may be possible if ALL procedures fall within the expedited categories.

	
	PI or Sponsor

Signature  


Date  



	3.  FORMCHECKBOX 

	The device fits into another investigational category, namely:       .  Attach explanation.

	
	PI or Sponsor


Signature  


Date:  



	4.  FORMCHECKBOX 

	Neither 1, nor 2, nor 3 can be checked.  An Abbreviated IDE is being sought. (Complete Section E.)
Continue to E only if 1, 2, and 3 are not appropriate. 


	E. Abbreviated Investigational Device Exemption (IDE) (NSR)

	


COMPLETE ONLY IF D.4. IS CHECKED ABOVE
To qualify for an Abbreviated IDE, the seven requirements of 21 CFR 812.2(b) must be met. 

IF you contend that the investigational device – as it is used in the context of this study – 

· does NOT present a potential for serious risk of harm to the health, safety or welfare of the subject, and 

· the IRB agrees with your assessment, and 

· the other requirements for an Abbreviated IDE are met, then

The FDA will consider that there is an approved IDE.

	E.1.
 Step 1 - Consider the definition of a Significant Risk Device (SR)

	A “SIGNIFICANT RISK DEVICE” means an investigational device that (21 CFR 812.3(m)):

	1.

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
Is intended as an implant 
	and
	presents a potential for serious risk of harm to the health, safety or welfare of the subject; or

	2.

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
Is purported or represented to be for a use in supporting or sustaining human life 
	and
	presents a potential for serious risk of harm to the health, safety or welfare of the subject; or

	3.

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
Is for a use of substantial importance in diagnosing, curing, mitigating, or treating, disease, or otherwise preventing impairment of human health
	and
	presents a potential for serious risk of harm to the health, safety or welfare of the subject;
or

	4.

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
It otherwise
	
	presents a potential for serious risk of harm to the health, safety or welfare of the subject.

	5.
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
Has the FDA notified the sponsor under section 812.20(a) that an IDE is required?

	
	Total  Yes
  
Total  No
  
	IF there is 1 or more Yes response, stop here.  The decision must be SR.  IDE information is required.
IF there were 5 No responses, continue to Step 2.

	E.2.
 Step 2 – Justify this NSR claim to the IRB

	RISK ANALYSIS:  Why should the IRB believe that this device – as used in the context of this particular study – does not present a potential for serious risk of harm?  What are the possible risks to a study participant?  Distinguish the risks associated with standard medical care from the risks associated with the risks of use of this device in this context.  Your risk analysis should be attached.  This decision must be made by the convened IRB.

	1.  
	Risks due to being a person (patient or healthy volunteer) eligible to be in this study. These are baseline risks that exist prior to enrollment.  If any of these risks are altered note that increment.
	

	2.  
	Risks due to study procedures other than those due to the device.   Study participation may mean additional procedures not due to the device.  These are considered as part of study review  (21 CFR 56.111).
	

	3. 
	Risks due to the clinical use of the alternative device, if any.  These are the risks of the type of device as it would otherwise be used in clinical care to assess the differences. 
	

	4.  
	Risks due to use of the device.  These are the risks of the device in the context of this study.
	

	5.  
	Risks due to device design or re-design.  This might include bio-compatibility, electrical risk, radiation exposure, sharp corners, etc.
	

	E.3.
 Step 3  - The other Abbreviated IDE Requirements

	The NSR decision is one of required elements of an abbreviated IDE.  These are directly from regulation 21 CFR 812.2(b).  Do you agree that:

	1 
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	The device is not banned by the FDA.

	1(i)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	The device will be labeled in accordance with Sec. 812.5.

	1(ii)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	IRB approval will be maintained for the life of the study.  (All proposed modifications to the device must be approved using the full board process!)

	1(iii)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	Each investigator will obtain informed consent under part 50 and will document it, unless documentation is waived by the IRB under Sec. 56.109(c).

	1(iv)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	The study will be monitored in accord with 812.46.

	1(v)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	Records will be maintained in accord with 812.140(b) (4) and (5) and the reports required under Sec. 812.150(b) (1) through (3) and (5) through (10) will be available.

	1(vi)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	Participating investigators will maintain the records required by 812.140(a)(3)(i) and make the reports required under 812.150(a) (1, 2, 5, and 7).

	1(vii)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	The prohibitions in Sec. 812.7 against promotion and other practices will be honored.


	F. Signature and Assertion

	Sign here only if there is no signature in section C or in D.

· The above information is true to my knowledge and will be updated as necessary.

· I am submitting this information on behalf of    FORMCHECKBOX 
 myself as the investigator    FORMCHECKBOX 
 the sponsor

· I am aware that the IRB may, after discussion, determine that the device is NSR.  FDA has been known to reach a different decision and ask that studies be stopped until an IDE is obtained.  

· I am aware that the IRB may, after discussion, determine that the device is a Significant Risk device in which case both sponsor and investigator will receive a written notice and will be required to obtain an IDE (or notice it is not needed) from the FDA before approval can be released.  

	Signature


	Printed Name


	Date





EXEMPTIONS UNDER 812.2(c)

If an exemption was claimed in section D.2 select the claimed exemption below and be sure it is justified.

 FORMCHECKBOX 
  Exemption (1). A device, other than a transitional device, in commercial distribution immediately before May 28, 1976, (e.g., a predicate device) when used or investigated in accordance with the indications in labeling in effect at that time. 

 FORMCHECKBOX 
  Exemption (2). A device, other than a transitional device, that has a 510K (i.e., introduced into commercial distribution on or after May 28, 1976 and FDA had determined to be substantially equivalent to a device in commercial distribution immediately before May 28, 1976) and that was used or investigated in accordance with the indications in the labeling FDA reviewed under Subpart E of Part 807 in determining substantial equivalence.

 FORMCHECKBOX 
  Exemption (3). Diagnostic Device.  All of the following are true: 

	 FORMCHECKBOX 
  The device is a diagnostic device.

 FORMCHECKBOX 
  The device is noninvasive.  (813(f))

 FORMCHECKBOX 
  The testing does not require an invasive (813(f)) sampling procedure that presents significant risk.

 FORMCHECKBOX 
  The testing does not by design or intention introduce energy into a subject.

 FORMCHECKBOX 
  The testing is not used as a diagnostic procedure without confirmation of the diagnosis by another, medically established diagnostic product or procedure.


 FORMCHECKBOX 
  Exemption (4)  Not safety or effectiveness.  All of the following are true:

	 FORMCHECKBOX 
  The testing is not for determining safety or effectiveness and
 FORMCHECKBOX 
  The testing does not put subjects at risk.

 FORMCHECKBOX 
  The testing is for a medical device undergoing one of the following:

 FORMCHECKBOX 
   Consumer preference testing

 FORMCHECKBOX 
   Testing of a modification

 FORMCHECKBOX 
   Testing of a combination of two or more medical devices in commercial distribution.




 FORMCHECKBOX 
  Exemption (5).   A device intended solely for veterinary use.    

 FORMCHECKBOX 
  Exemption (6).   A device shipped solely for research on or with laboratory animals and labeled in accordance with Sec. 812.5(c).
 FORMCHECKBOX 
  Exemption (7).   Custom Device. All of the following are true:
	 FORMCHECKBOX 
  It is NOT being used to determine safety or effectiveness for commercial distribution.

 FORMCHECKBOX 
  It necessarily deviates from devices generally available or from an applicable performance standard or premarket approval requirement in order to comply with the order of an individual physician or dentist.

 FORMCHECKBOX 
  It is not generally available to, or generally used by, other physicians or dentists.

 FORMCHECKBOX 
  It is not generally available in finished form for purchase or for dispensing upon prescription.

 FORMCHECKBOX 
  It is not offered for commercial distribution through labeling or advertising.

 FORMCHECKBOX 
  It is intended for use by an individual patient named in the order of a physician or dentist

 FORMCHECKBOX 
  One of the following is true:

 FORMCHECKBOX 
  It is to be made in a specific form for that patient.

 FORMCHECKBOX 
  It is intended to meet the special needs of the physician or dentist in the course of professional practice.
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