
VA PITTSBURGH HEALTHCARE SYSTEM 

INSTITUTIONAL REVIEW BOARD (IRB)
CHECKLIST TO BE USED FOR INVESTIGATIONAL DEVICE STUDIES

STUDY TITLE:      
MIRB#:      
Principal Investigator:      
Device to be used:      
Date of Review:      
___________________________________________________________________________________

INVESTIGATIONAL DEVICE SCREENING 

I. Does the device meet one of the IDE exemptions? (See list below)

                      FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

    OR

     II.        Does the device meet the abbreviated IDE requirements? (See list below)

                           FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No

If the answer is “No” to either of the above questions, then you must complete the additional questions below.

____________________________________________________________________

If the answer is “yes” to questions 1-6, the device must be designated as a Significant Risk.

1. Is the device intended as an implant and does it present a potential for serious risk to the health, safety, or welfare of a subject?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
2. Is the device purported or represented to be for a use in supporting or sustaining human life and does it present a potential for serious risk to the health, safety, or welfare of a subject?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
3. Is the device for a use of substantial importance in diagnosing, curing, mitigating, or treating disease, or otherwise preventing impairment of human health and does it present a potential for serious risk to the health, safety, or welfare of a subject?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
4. Does the device present a potential for serious risk to the health, safety, or welfare of a subject?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
5. Has the sponsor categorized the device as a “significant risk”?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
6. Is there an IDE number available for the specific use of this device?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
Conclusion: 
 FORMCHECKBOX 
 Significant Risk Device

 FORMCHECKBOX 
 Nonsignificant risk device

Reviewer Name:      





/es/      

Exempted IDE Investigations 21 CFR 812.119

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

2) A device, other than a transitional device, introduced into commercial distribution on or after May 28, 1976, that 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.  

3) A diagnostic device, if the sponsor complies with applicable requirements in Sec. 809.10(c) 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 of the diagnosis by another, medically established diagnostic product or procedure.  


4) 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.  

5) A device intended solely for veterinary use.

6) A device shipped solely for research on or with laboratory animals and labeled in accordance with Sec. 812.5(c).  

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

Abbreviated requirements for these investigations

The following categories of investigations are considered to have approved applications for IDE’s, unless FDA has notified a sponsor under Sec. 812.20(a) that approval of an application is required:  

1) An investigation of a device other than a significant risk device, if the device is not a banned device and the sponsor:  

(i) Labels the device in accordance with Sec. 812.5;  

(ii) 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;  

(iii) Ensures that each investigator participating in an investigation of the device obtains from each subject under the investigator’s care, informed consent under part 50 and documents it, unless documentation is waived by an IRB under Sec. 56.109(c).  
(iv) Complies with the requirements of Sec. 812.46 with respect to monitoring investigations;  

(v) Maintains the records required under Sec. 812.140(b) (4) and (5) and makes the reports required under Sec. 812.150(b) (1) through (3) and (5) through (10);  
(vi) Ensures that participating investigators maintain the records required by Sec. 812.140(a)(3)(i) and make the reports required under Sec. 812.150(a) (1), (2), 

 HYPERLINK "http://www1.va.gov/oro/apps/compendium/Files/21CFR812.htm" \l "fda21cfr812150a5#fda21cfr812150a5" (5), and (7); and  

(vii) Complies with the prohibitions in Sec. 812.7 against promotion and other practices.  

2) An investigation of a device other than one subject to paragraph (e) of this section, if the investigation was begun on or before July 16, 1980, and to be completed, and is completed, on or before January 19, 1981.

TIPS FOR COMPLETING THE DEVICE CHECKLIST:

· Nonsignificant risk device is not synonymous with “minimal-risk” study. Keep in mind the definition of “minimal-risk”. All criteria for IRB approval still apply to nonsignificant risk studies. 

· Significant risk studies need an IDE number presented prior to consideration for approval and must be conducted according to IDE regulations (21 CFR 812).

· The sponsors assessment of “nonsignificant risk” for a device may or may not be appropriate. It should not be assumed that a device is nonsignificant risk simply by sponsor determination.

· When determining the risk level of a device, consider prior investigations conducted with the device, the proposed investigational plan, a description of subject selection criteria, and monitoring procedures.

· The risk of the device should be determined by the proposed use of the device and not the device alone. Even if the device is FDA approved, it may be significant risk if the proposed use is not covered under the FDA approval.

· If the subject must undergo a procedure to receive the device, the procedural risk should also be considered (e.g. neurologic surgery for a new intracranial shunt requires the risk of intracranial surgery to be considered as well as the risk of the device itself).

Examples of Significant Risk Devices:

· Urologic catheters with antiinfective coatings

· Long-term percutaneous catheters

· Cardiology PCI catheters

· Collagen implant material for surgical uses

· Surgical lasers

· Tissue adhesives

· Bronchial and tracheal tubes

· Epidural catheters and needles

· Respiratory ventilators/jet ventilators/rebreathing devices

· CPR devices

· Cardiac bypass devices

· Cardiovascular filters

· Implantable cardiverter/defibrillators

· Pacemakers and leads

· Vascular hemostasis device

· Joint prostheses

· Endoosseous implants

· ENT implants

· Biliary stents

· Components of water treatment systems for hemodialysis

· Hemodialyzers

· Penile prostheses

· Injectable collagen

· Electroconvulsive therapy (ECT) devices

· Intracranial shunts

· Cervical caps, diaphragms, condoms (w/ new material) etc.

· Catheters for Fallopian tube or chorionic villus sampling

· Intraocular lenses

· Corneal storage media

· Bone growth stimulators

Examples of Non-Significant Risk Devices:

· Daily wear contact lenses

· Conventional GI or GU endoscopes

· Conventional layngoscope, culdoscope etc.

· Digital mammography

· General urologic catheters (e.g. Foley)

· Transcutaneous Electric Nerve Stimulation (TENS)

· Menstrual pads and tampons

· Wound dressings

· External monitors for insulin reactions


