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Appendix A-1: [Completeness Prereview] Devices

PI:  Click or tap here to enter text. Protocol # Click or tap here to enter text. 

	Devices

	Device Name(s) [If more than 1, list all devices here]:  Click or tap here to enter text. 
	☐ Investigational Device(s) added to submission in PennERA

	Device Information

	1. What type of device is being used? (e.g., software / application, in vitro diagnostic, assay, lab developed test, genetic testing, ultrasound, implant, etc.)
In Vitro Diagnostics (IVD): “Reagents/ instruments/ systems intended for use in diagnosis of disease / other conditions, including a determination of the state of health, to cure, mitigate, treat, or prevent disease. Such products are intended for use in collection, preparation, and examination of specimens.” [21 CFR 809.3]
Lab Developed Tests (LDT): Type of IVD that is designed, manufactured & used within a single lab. The FDA does not consider diagnostics to be LDTs if they are designed or manufactured completely, or partly, outside of the lab that offers & uses them.
Key words related to IVDs and LDTs: test, assay, analyte, reagent, instrument, system, sequencing, next gen, NGS, in vitro, biomarker. 
	Click or tap here to enter text. 

	2. How is the device being used? [If more than one device, check all that apply and include any clarifications in the comments]

The definition of a medical device is a device that is: 
· “intended for use in the diagnosis of disease or other conditions, or in the cure, mitigation, treatment, or prevention of disease, in man or animals, or
· intended to affect the structure or any function of the body of man or other animals."

	a. ☐ The device is a medical device
b. ☐ The device is not traditionally a medical device but is being used as a medical device. 
c. [bookmark: _Hlk497485778]☐ The device is used to assess physiology (assessing or describing normal functions of living organisms and their parts; to qualify there can be no diagnostic use of the device and the device cannot affect the structure or function of the body)
d. ☐ Other, please explain: Click or tap here to enter text.
Comments (if necessary): Click or tap here to enter text. 

	3. Is the device marketed in some way? [If more than one device, check all that apply and include any clarifications in the comments]

510K Exempt devices are listed on the FDA website: www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpcd/315.cfm 
Devices at FDA: www.accessdata.fda.gov/scripts/cdrh/devicesatfda 
HUDs: www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfHDE/hde.cfm 
Product Classifications (helpful for determining potential risk of device)
www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/PCDSimpleSearch.cfm 
Establishment Listing (helpful for looking up manufacturers)
www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm 
	a. ☐ Commercially available as a non-medical device (may include some general wellness devices)
b. ☐  510K exempt
c. ☐ 510K clearance- 510K #: Click or tap here to enter text. 
d. ☐ Premarket Approval (PMA)- PMA#: Click or tap here to enter text. 
e. ☐ Humanitarian Use Device- HDE#: Click or tap here to enter text. 
f. ☐ Not marketed in the United States  Continue to Q4, and consult with Senior Administrator or Director, if needed

Comments (if necessary): Click or tap here to enter text. 

	4. Device Documentation
	a. Operations manual / Instructions for Use 
☐ attached OR  ☐ requested

b. If FDA cleared / approved: 510K clearance, PMA approval, or HDE approval is 
☐ attached OR  ☐ requested


	5. Is the device the subject of the investigation? In essence, is the purpose of the study to determine the safety and/or efficacy of the device? 

Note: Examine the study objectives. Sometimes efficacy is described as validation. If it is not clear, ask the PI if the safety or efficacy of the device is being assessed. 
	☐  Yes  If not already submitted, request that the study team complete the supplemental form, Research with Investigational Devices. Then skip to Q6.
☐ No, go to 5a


	a. Is the device undergoing any of the following: 
· consumer preference testing, 
· testing of a modification, or 
· testing of a combination of two or more devices in commercial distribution
	☐  Yes  go to 5ai
☐   No  go to 5b

If unsure, ask the study team these questions and/or consult with Senior Administrator or Director or OCR SSU

	i. Does the testing put the subjects at risk? E.g., does this appear to be a greater than minimal risk protocol? 
	☐  Yes  skip to 7, study is not IDE exempt
☐   No  The study likely qualifies for IDE exemption. 

	b. If marketed, is the device being used in accordance with its marketing indications?
Note: Marketed indications can be found in the 510K or PMA paperwork and/or in the Operations Manual/Instructions for use.
	☐   Yes Study likely qualifies for expedited category 4 

☐   No  Consult with Senior Administrator or Director

	Exempt from IDE Regulations

	6. Does the application indicate the study is exempt from IDE regulations? 
	☐   Yes: Documentation of the exemption: 
☐ Attached OR
☐ Requested  Stipulation: Please submit documentation that confirms this study is exempt from IDE regulations per 21 CFR 812.2(c) from OCR, the Sponsor (if applicable), or the FDA.

☐   No: The application is clear that this is a SR or NSR device.  Skip to question 7

☐   Unknown, the application doesn’t specify
☐ PSOM Faculty - refer to OCR SSU: 
Stipulation: Please request an IDE exemption from the PSOM Office of Clinical Research. Please complete] the IDE Exemption form. It can be found online here: www.med.upenn.edu/ocr/sponsor-support-unit.html under the heading IND/IDE/CTA Exemptions. After the exemption determination has been made, please upload the determination letter into HSERA with your response submission.

☐ Non-PSOM Faculty- Answer 6a/6b. Obtain the information from the Research with Devices supplemental device form. Consult with Senior Administrator, Director, and/or OCR SSU as needed.

	a. If marketed, is the device being used in accordance with its marketing indications?
Note: Marketed indications can be found in the 510K or PMA paperwork and/or in the Operations Manual/Instructions for use. 
	☐   Yes Study likely qualifies for IDE exemption

☐   Not used according to labelling complete 6b 

	b. Is the device a diagnostic device? 

Note: This includes (but not limited to) assays, IVDs, LDTs, and genetic testing
	☐   Yes, complete 6ai

☐   No Does not qualify for exemption, skip to question 7

	i. Are ALL of the following TRUE? The device… 
· Is noninvasive,
· Does not require an invasive sampling procedure that presents significant risk (e.g., a biopsy for research purposes)
· Does not by design or intention introduce energy (sound, light, magnetism, radiation, biofields) into a subject 
· Is not used as a diagnostic procedure** without confirmation of the diagnosis by another, medically established diagnostic product or procedure 
**Diagnostic procedure means that either the results are returned to participants, placed in the medical record, or their care will change based on the results of the test/device. 
	☐   Yes Study likely qualifies for IDE exemption

☐   No, at least one of these are true Does not qualify for exemption, skip to question 7

	If the study is exempt, Section C does not apply. 
The study could be reviewed under expedited category 1 IF the study is minimal risk.

	Exemption Data Entry and Notes

	· Update Penn ERA Summary Page, Pending Issue that may Impact Future Reviews to reflect that the study has an IDE exemption
· If the IRB is issuing the exemption: Include an exemption note in the letter. 

	Additional Comments: Click or tap here to enter text. 

	

	Section C: IDE Regulations Apply—Study is not exempt

	7. Who is the Regulatory / IDE Sponsor the study? 


	a. ☐ Device Manufacturer: Click or tap here to enter text. 
b. ☐ Principal Investigator
c. ☐ The University
d. ☐ Other: Click or tap here to enter text. 
e. ☐ Unclear Request from the PI

	8. How does the Sponsor categorize the risk level of the device? 

Definition of significant risk: presents a potential for serious risk to the health, safety or welfare of a subject due to its intended use AND is used: 
· As an implant, OR
· For supporting or sustaining human life, OR
· Of substantial importance in diagnosing, curing, mitigating, or treating disease or otherwise preventing impairment of human health, OR
· Presents some other serious risk to patient’s health, safety, or welfare

NOTE: If the device is noted to be a Class III device (or similarly marketed devices are Class III or have a Premarket Approval (PMA), the study team should be directed to submit to FDA. 

	b. ☐ Significant Risk: IDE# Click or tap here to enter text. 

Documentation of the IDE: 
☐ Attached OR
☐ Requested  Stipulation: Please submit documentation of the IDE for this device.

c. ☐ Non-significant Risk

Research with Devices supplemental form: 
☐ Attached OR 
☐ Requested  Stipulation: Please submit the Research with Devices supplemental form that is available for download on the IRB forms webpage.

Add to agenda notes that the IRB must complete an NSR determination


	Additional Comments: Click or tap here to enter text. 

	[bookmark: _GoBack]

	NSR or SR Data Entry and Notes

	1. Is HRPP Page, IDE review marked yes? 


	a. ☐ Yes
b. ☐ No  Stipulation: HSERA, HRPP Page, IDE Review: Because this study involves an investigational device, please review this guidance and confirm that you have done so. 


	2. Is HRPP Page, Research Device Management answered appropriately? (It cannot be marked N/A)
	a. ☐ Yes
b. ☐  No  Stipulations if this information cannot be found in the protocol: 
HSERA, HRPP Page, Research Device Management: Because this study involves an investigational device, this cannot be answered not applicable. Please indicate whether Investigational Drug Service (IDS) or the study team will be managing the device. 

HSERA, Procedures Page, Procedures: If the study team is managing the device, please revise this section to describe how it will be managed (describe plans for receipt, storage, labelling, dispensing, returning failed devices to the manufacturer, and destruction). If you need guidance on this, please contact the Office of Clinical Research (OCR) Sponsor Support Unit at psom-ind-ide@pobox.upenn.edu for instructions on how to remain compliant.


	3. Does the Sponsor page identify the sponsor of the IDE in the Regulatory Sponsor or IND Sponsor section?  It is insufficient for both of these to be blank. 
	a. ☐ Yes
b. ☐ No  Stipulation: HSERA, Sponsor Page: Please update either the Regulatory Sponsor or IND Sponsor sections on this page to reflect who will be the abbreviated IDE Sponsor of this study. If there is no industry sponsor involved with this study, then the PI is automatically the Sponsor and this should be indicated under IND Sponsor on the Sponsor page.



	4. If the PI, another Penn Faculty member, or a Penn Department is the Regulatory Sponsor, has the PI provided documentation that the Sponsor has registered with OCR? 

	a. ☐ Yes
b. ☐ No  Stipulation for IRB letter after risk determination has been made: With your response please confirm this [NSR or SR IDE] is registered with the Office of Clinical Research per PSOM SOP 006 by uploading a copy of your registration confirmation into HSERA. If OCR determines that training is required, please also provide a copy of your training certificate. Information about Sponsor Registration and Training requirements can be found online here: www.med.upenn.edu/ocr/sponsor-training.html.  Any questions about these requirements should be directed to the OCR Sponsor Support Unit at psom-ind-ide@pobox.upenn.edu. 


	Reminders for After the Meeting: 

· Update Penn ERA Summary Page, Pending Issue that may Impact Future Reviews to reflect that the study has a SR or NSR IDE. 
· Include the following note in the letter: 

Notes/Reminders
NSR Device
Please note: The Board determined that the investigational device (INSERT DEVICE NAME) used qualifies as a non-significant risk device for the purposes of this research study and no application to the FDA is required. Changes to this protocol and/or to the product labeling may impact this determination.

SR Device
Please note: The Board determined that the investigational device (INSERT DEVICE NAME) used qualifies as a significant risk device for the purposes of this research study and an application to the FDA is required. 
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