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	Instructions:  Please read and complete all questions carefully.  For assistance in completing this questionnaire, please contact Initial Study Support at 206-448-4082 (press 2, then 1) or InitialStudySupport@QuorumReview.com.
Please note:  Forms that are incomplete or missing required attachments may result in delay of Board review. 

	Sponsor:
	     

	Protocol Number:
	     

	Study Title:
	     

	Study Device:
	     

	SECTION 1: U.S. RESEARCH 

	1. Has the device been approved by the FDA for marketing in the U.S.?
If “Yes,” provide the following, and proceed to question 2:

(1) The 510(k) or PMA #      
(2) FDA documentation of the 510(k) clearance or PMA approval must be attached.
If “No” proceed to question 3
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	2. Is the device being used in the study in accordance with its approved indication(s)?

If “Yes” proceed to Section 2.

If “No” proceed to question 3.
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	3. Has the Sponsor submitted an Investigational Device Exemption (IDE) application to the FDA for this study?
If “Yes,” provide the following and proceed to Section 2:
(1) Date the IDE application was submitted to the FDA      
(2) If the FDA has approved the IDE application, the IDE #     
If “No,” please check only one box below.
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	a.  FORMCHECKBOX 
 The study is exempt from IDE regulation under 21 CFR § 812.2(c)
If selected, indicate which exemption category applies (attach additional pages as necessary).  
 FORMCHECKBOX 
 A diagnostic device and the sponsor is complying with applicable requirements in 21 CFR 809.10(c) and the testing: (i) is noninvasive, (ii) does not require an invasive sampling procedure that presents significant risk, (iii) does not by design or intention introduce energy into a subject, and (iv) is not used as a diagnostic procedure without confirmation of the diagnosis by another, medically established diagnostic product or procedure.

 FORMCHECKBOX 
 A device undergoing consumer preference testing, testing of a modification, or testing of a combination of two or more devices in commercial distribution, if the testing is not for the purpose of determining safety or effectiveness and does not put subjects at risk.

 FORMCHECKBOX 
 A custom device, as defined in 21 CFR 812.3(b), unless the device is being used to determine safety or effectiveness for commercial distribution.

 FORMCHECKBOX 
 A device, other than a transitional device, in commercial distribution immediately before May 28, 1976, that: a. is being used or investigated in accordance with the indications in labeling in effect at that time OR b. the FDA has determined to be substantially equivalent to a device in commercial distribution immediately before May 28, 1976, and that is used or investigated in accordance with the indications in the labeling FDA reviewed under subpart E of part 807 in determining substantial equivalence. If the last box is selected, describe how either of these conditions is satisfied.      

	b.  FORMCHECKBOX 
 The Sponsor contends that the investigational device and its use in the study poses a 

non-significant risk (NSR) to participants, and intends to conduct the study under the abbreviated IDE requirements at 21 CFR §812.2(b). The Sponsor requests an IRB determination that the study is an NSR device investigation.

If selected, complete the following:

(1) Provide a description as to why the device as used in this study does not meet the definition of a “significant risk device” risk as defined at 21 CFR 812.3(m).       
(2) Indicate whether the FDA has conducted a risk assessment of this study, and if so, provide an explanation as to the outcome of that study.      

	c.  FORMCHECKBOX 
 The device is a combination product and is being regulated by the FDA under an investigational new drug (IND) application. 
If selected, complete the following:

(1) Provide the IND #:      .  If not available, indicate why:      
(2) Provide the date IND submission was made to FDA:      

	SECTION 2: CANADIAN RESEARCH

	1.        Is the device licensed by Health Canada?
If “Yes” complete section 1.a. and 1.b.

If “No” proceed to question 2.                                                                                     
	 FORMCHECKBOX 
 Yes             FORMCHECKBOX 
 No

	a. Provide the device license number:      

	b. Is the device being used outside of its approved indication?
	 FORMCHECKBOX 
 Yes             FORMCHECKBOX 
 No

	2.       Is this an in vitro diagnostic device?                                                                                            
	 FORMCHECKBOX 
 Yes             FORMCHECKBOX 
 No  

	3.       Provide the device class and regulatory controls:   FORMCHECKBOX 
 I                  FORMCHECKBOX 
 II                 FORMCHECKBOX 
 III             FORMCHECKBOX 
 IV

	SECTION 3: ALL RESEARCH
Please attach the following information if not included in the investigational protocol:

· Reports of prior investigations with the device, if any

· Detailed description of the device

· Labeling for the device

	Name of person completing this form:       

Date:       



(Please print if completing by hand)
Title:       



	Please submit via:


Quorum’s OnQ Portal at www.QuorumReview.com
or

Email your electronic submission to InitialStudySupport@QuorumReview.com
Signature page can be faxed to:  (206) 448-4193

Please contact Quorum’s Initial Study Support team with any questions:

InitialStudySupport@QuorumReview.com
Quorum Review, Inc.

(206) 448-4082 (press 2, then 1)
1601 Fifth Ave. Ste. 1000

Seattle, WA  98101
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