Study ID No. ________


VA PITTSBURGH HEALTHCARE SYSTEM 

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

STUDY TITLE:      
Principle Investigator:      
Device to be used:      
1. Has the study sponsor classified the device as “significant risk”?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

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

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
3. Is the device intended as an implant?
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
4. Is the device used for supporting or sustaining life?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
5. Does the device have substantial importance in diagnosing, curing, mitigating, or treating disease?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

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

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
Conclusion: 
 FORMCHECKBOX 
 Signficant Risk Device

 FORMCHECKBOX 
 Nonsignificant risk device

Reviewer Name:      





/es/      

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

Reviewer Initials: _________

Date: _________


