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FDA-Regulated Medical Device Studies 
Tools for Investigators 

 
 
The Office of Responsible Research Practices has created tools to assist Ohio State investigators in 
completing application materials when research reviewed by an Ohio State IRB involves articles 
regulated by the FDA as medical devices. The tools are designed to be used sequentially.  
Note: These tools do not account for emergency use, expanded access, or other “compassionate use” scenarios. 
 
Step 1:  Determine whether your study involves a medical device as defined by the FDA.  

“Device” means an instrument, apparatus, implement, machine, contrivance, implant, software, in vitro reagent, or 
other similar or related article including a component part or accessory that is: 

• Recognized by the FDA as an approved device; or 
• Intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease; or 
• Intended to affect the structure or any function of the body in man or other animals; and 

which does not achieve its primary intended purposes through chemical action within or on the body and which is 
not dependent upon being metabolized for the achievement of its primary intended purposes. 

 
Step 2: Use the Common Medical Device Research Scenarios Decision Tree to determine 

which of the five medical device scenarios applies to your research.  
 
Step 3: Use the Buck-IRB Cheat Sheet for device research to see a list of Buck-IRB pages that 

must reflect the administration and/or evaluation of medical devices, as well as which 
documents must be revised and/or provided for IRB review. 

 
Step 4: Refer to the Buck-IRB Device Research Screenshots for details about how to 

complete the Buck-IRB application form to reflect the medical device research 
scenario(s) involved in your study.  

 
Remember: 

• Multiple medical device research scenarios may be applicable to a single study.  

• If multiple medical devices are studied/administered, use the decision tree and tools for each 
device separately.  

• Questions? Contact ORRP for further guidance.  
 

These tools are provided for educational purposes only and should not be considered official regulatory documents.  

https://www.fda.gov/medical-devices/classify-your-medical-device/how-determine-if-your-product-medical-device
https://www.accessdata.fda.gov/SCRIPTS/cdrh/devicesatfda/
https://go.osu.edu/ORRPcontact


1 "Device" means an instrument, apparatus, implement, machine, contrivance, implant, in vitro reagent, or other similar or related article, including a component part or accessory, which is: (1) recognized by the FDA as an approved
device; (2) intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease or other conditions; or (3) intended to affect the structure or any function of the body of man or other animals, and which does not
achieve its primary intended purposes through chemical action within or on the body and which is not dependent upon being metabolized for the achievement of its primary intended purposes.


This decision tree is provided for educational purposes only and should not be considered an official regulatory document. 

DECISION TREE:


COMMON MEDICAL DEVICE RESEARCH SCENARIOS
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If your study involves administering a medical device1 or has aims related to medical device products, use the decision tree to determine which of the five most common medical device research
scenarios applies to your research and whether or not an IDE may be required. Please note, the decision tree does not account for every possible scenario or IDE exemption.

May qualify for
expanded access;

contact ORRP

Will the study collect data about the safety,
effectiveness, or performance of the

medical device? 

Is the product legally marketed in the
US as a medical device 


or 

exempt from premarket requirements 

(i.e., 510(k) exempt)?

Device
Scenario 1

Is the use for treatment
only (no research aims)?

Is the device a diagnostic device?

Does the testing in the study meet 

all of the following criteria?


   1. Noninvasive
   2. Does not require an invasive sampling 

       procedure that presents significant risk
   3. Does not introduce energy into subjects
   4. Results confirmed by approved method 

       before used to make clinical decisions

Yes

Device
Scenario 3

Yes

No

No

Contact FDA (Q-Sub)

Yes

Device
Scenario 2a

Device
Scenario 2b

Device
Scenario 2c

Marketing pathway

No No No

Does the research use of the medical
device differ from the approved/cleared

indications for use in any way?

510(k)
exempt

510(k)
clearance PMA

No

Yes

Yes

START

No

Yes

No

Contact FDA

Not sure

Full IDE
Requirements

Yes

Device
Scenario 5

Device
Scenario 4

Is the use of the device 

in the study significant

risk (SR)?

No

Abbreviated IDE
Requirements

Not sure

https://www.fda.gov/medical-devices/investigational-device-exemption-ide/expanded-access-medical-devices
https://www.accessdata.fda.gov/SCRIPTS/cdrh/devicesatfda/index.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpcd/315.cfm
https://www.fda.gov/media/114034/download
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpcd/315.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMA/pma.cfm
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/faqs-about-investigational-device-exemption#contacts
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-approval-process#sig_risk
https://www.fda.gov/media/75459/download
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-approval-process#non_sig_risk


Buck-IRB Cheat Sheet: FDA-Regulated Medical Device Research 

Office of Research, Responsible Research Practices, Rev. 02/11/21             Page 1 of 3 

This cheat sheet reflects the five most common medical device research scenarios. It does not account for every possible scenario or IDE exemption. 

Scenario # Description & example FDA regulatory 
oversight Buck-IRB Application Pages Required documentation and documents 

that should reflect device information 
Device 

Scenario 1 
Not a device study 

Approved/cleared medical device(s): 
• used as tools for data collection
• study does not collect data evaluating

the device

Examples: 
Research CT scan to measure cancer 
response to chemo drug 

Non-invasive medical devices used to measure 
vitals, visual acuity, etc. 

Clinical 
investigation: No* 

IDE: No 

Required 
• Research Methods & Activities

As applicableǂ 
• Funding & Financial Conflicts (if support

provided by external device
manufacturer)

• Confidentiality of Data (if external device
manufacturer will receive study data, or if
device is digital health)

• Risks, Harms & Discomforts

Required 
• Protocol
• Consent form (should include risks of

device-related research procedures) 

As applicable 
• Information about devices used as

tools if they are not commonly used in
medical practice or if the information
may help the IRB conduct its overall
review of the study

Device 
Scenario 
2a, 2b, 2c 

IDE exempt, on-label device study 

Study is evaluating safety, effectiveness, or 
performance of medical device(s) and: 
• The device(s):

o Is exempt from 510(k) premarket
requirements (2a)

o Has 510(k) clearance (2b)
o Has a PMA (2c)

• Use in the study is consistent with
approved/cleared indications for
use (“on label”)

Examples: 
Comparative effectiveness study of two 
ultrasound machines cleared for identifying 
abnormal heart function (2b) 

Clinical validation of un-marketed stand-on 
patient scale (2a) 

Clinical 
Investigation: Yes 

IDE: No 

Required 
• Research Methods & Activities
• Devices: FDA Approved Devices
• Alternatives to Study Participation
• Risks, Harms, and Discomforts

As applicableǂ 
• Funding & Financial Conflicts (if support 

provided by device manufacturer) 
• Confidentiality of Data (if external device

manufacturer will receive study data, or if
device is digital health)

• Monitoring (if greater than minimal risk)

Required 
• FDA IDE exempt determination letter

(if available; rare in this scenario)
• FDA documentation of marketing

eligibility showing indications for use
o 2a: Regulation number/description

(print-to-PDF)
o 2b: 510(k) summary (letter)
o 2c: PMA approval order/safety

summary & FDA-approved labeling 
• Manufacturer’s instructions for use,

user manuals, etc. for each device
• Protocol
• Consent form

As applicable 
• Recruitment materials
• Subject materials/instructions, etc.
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Scenario # Description & example FDA regulatory 
oversight Buck-IRB Application Pages Required documentation and documents 

that should reflect device information 
Device 

Scenario 3 
IDE exempt diagnostic device study 

Study is evaluating safety, effectiveness, 
and/or performance of a diagnostic 
device and testing: 
• is noninvasive
• doesn’t require an invasive sampling

procedure
• doesn’t introduce energy into a

subject
• will not be used for clinical decision-

making without confirmation by an
approved method

Examples: 
Validation of in vitro diagnostic device using 
discarded clinical samples 

Development of machine learning (ML) 
algorithm for prediction of surgical outcomes 

Clinical 
investigation: Yes 

IDE: No 

Required 
• Research Methods & Activities
• Devices: Investigational Devices/

Investigational Use of Approved Devices
• Alternatives to Study Participation
• Risks, Harms, and Discomforts

As applicableǂ 
• Funding & Financial Conflicts (if support

provided by device manufacturer)
• Confidentiality of Data (if external device

manufacturer will receive study data, or if
device is digital health)

• Monitoring (if greater than minimal risk)

Required 
• FDA IDE exempt determination letter

(if available) or explanation of how
study meets IDE exemption criteria

• Device information:
o Manufacturer’s instructions for use,

user manuals, labeling, etc. (if
diagnostic is already marketed or in
later stage of development)

o Robust description of device
function, safety measures, quality
controls, risks, etc. (if diagnostic is
still in early development)

• Protocol
• Consent form

As applicable
• Recruitment materials
• Subject materials/instructions, etc.

Device 
Scenario 4 

Nonsignificant Risk (NSR) device study 

Study is evaluating safety, effectiveness, or 
performance of a medical device and: 
• Use is investigational (unapproved

device or “off-label” use of legally
marketed device)

• Use in the study does NOT present
potential for serious risk to the
health, safety, or welfare of
participants

Examples (assuming devices do not require 
additional procedures that are SR): 

Evaluation of MRI machines within FDA-
specific parameters 

Clinical 
investigation: Yes 

IDE: Abbreviated 
requirements (no 
submission to 
FDA) 

Required 
• Research Methods & Activities
• Devices: Investigational Devices/

Investigational Use of Approved Devices 
• Alternatives to Study Participation
• Risks, Harms, and Discomforts

As applicableǂ 
• Funding & Financial Conflicts (if support

provided by device manufacturer)
• Confidentiality of Data (if external device

manufacturer will receive study data, or if
device is digital health)

Required 
• NSR Documentation: FDA NSR

determination letter (if available), or
description of how study is NSR

• Device information:
o Manufacturer’s labeling, operations

manual, instructions for use, etc. (if
device is already marketed or in
later stage of development)

o Robust description of device
function, safety measures, quality
controls, risks, etc. (if device is still
in early development)
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Scenario # Description & example FDA regulatory 
oversight Buck-IRB Application Pages Required documentation and documents 

that should reflect device information 
Device 

Scenario 4 
cont’d 

Studies of externally worn, continuous glucose 
monitors  

Comparative effectiveness study of 
conventional laparoscopes, if participants would 
undergo surgery anyway and research does not 
prolong the surgical procedure 

• Monitoring (if overall study is greater than
minimal risk)

• 

• Protocol 
• Consent form

As applicable 
• Recruitment materials
• Subject materials/instructions, etc.

Device 
Scenario 5 

Significant Risk (SR) device study 

Study is evaluating safety, effectiveness, or 
performance of a medical device and: 

• use is investigational (unapproved
device or “off-label” use of legally
marketed device)

• use in the study presents potential for
serious risk to the health, safety, or
welfare of participants

Examples: 
Testing of modified replacement heart valves 

Studies of novel or modified  contraceptive 
devices of any kind 

Device studies involving sham surgeries (e.g., 
in a control group versus an intervention group 
that receives a device) 

Clinical 
investigation: Yes 

IDE: Full IDE 
requirements 
(including IDE 
submission to 
FDA) 

Required 
• Research Methods & Activities
• Devices: Investigational Devices/

Investigational Use of Approved Devices
• Alternatives to Study Participation
• Risks, Harms, and Discomforts
• Monitoring

As applicableǂ 
• Funding & Financial Conflicts (if support

provided by device manufacturer)
• Confidentiality of Data (if external device

manufacturer will receive study data, or if
device is digital health)

Required 
• IDE Documentation: FDA IDE “study

may proceed” letter (for investigator-
initiated studies) or IDE# on protocol (if
sponsor is external to Ohio State &
Ohio State is not lead site)

• Device information:
o Manufacturer’s labeling, operations

manual, instructions for use, etc. (if
device is already marketed or in
later stage of development)

o Robust description of device
function, safety measures, quality
controls, risks, etc. (if device is still
in early development)

• Protocol
• Consent form

As applicable
• Recruitment materials

Subject materials/instructions, etc.
*

* If a study involves administering a device that is not legally marketed, Device Scenario 1 would not apply, even if no data will be collected about the device. Treatment-only studies of unmarketed 
devices may qualify for a Humanitarian Use Exemption or an expanded access pathway. Contact ORRP for more information.  
ǂ Buck-IRB page designated “as applicable” are not represented in the Buck-IRB Screenshots that follow. 

https://go.osu.edu/ORRPcontact
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Describe any procedures related to devices used as tools for data collection or 
other research procedures here. Specific devices typically do not need to be 
identified if procedures are described well (e.g., “we will collect height, weight, 
blood pressure,…participants get CT scans at 3 time points…”) 

Device Scenario 1 
Approved/cleared medical devices used as tools; not evaluated for safety/effectiveness 

 
Research Methods & Activities 
 
Use the boxes provided below to provide information on all interventions and activities that are to be performed in  
the research. Based on the selections chosen in the list of activities and components, completion of additional form 
pages may be necessary to provide required information for IRB review. 

 
 

Identify and describe all interventions and interactions that are to be performed solely for the 
research study. 

 

 

 

 

Check all research activities and/or components that apply.  

 

Devices should NOT be 
checked in this scenario, as 
the devices themselves are 
not being evaluated/developed 

Select any procedures/ 
activities related to use of 
the device(s) as tools in 
the study. Common 
activities for this scenario 
are identified below. 
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Select if devices used 
as “tools” involve non-
invasive medical 
procedures (blood 
pressure) 

Select if subjects will 
undergo radiation 
procedures for 
research purposes 

Select if subjects will 
undergo MRI for 
research purposes 
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Describe the research use of device(s) here, including how administration is 
dictated by the protocol (e.g., randomization, timing, dose, etc.).  

Device Scenario 2a, 2b, & 2c 
IDE exempt device study: evaluation of legally marketed device(s) used in accordance with 

approved indications for use 
 

Research Methods & Activities 
 
Use the boxes provided below to provide information on all interventions and activities that are to be performed in  
the research. Based on the selections chosen in the list of activities and components, completion of additional form 
pages may be necessary to provide required information for IRB review. 
 

Identify and describe all interventions and interactions that are to be performed solely for the 
research study. 

 

 

 
Check all research activities and/or components that apply.  

 

Also select any 
procedures/activities 
related to use of the 
device(s) in the study, 
such as surgeries, 
radiation, imaging 
procedures, non-invasive 
medical procedures, etc. 
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Devices 
 
Select from the options below to request inclusion of medical devices (e.g., instruments, implants, in vitro reagents, 
etc.) in the proposed research or to request approval for a Humanitarian Use device. Include only those devices that 
are to be used as part of the research protocol (except for Humanitarian Use devices), i.e., not those used for routine 
care or evaluation. Enter as many devices as required for the research. 

The College of Medicine Office of Research (COM/OR) provides assistance to investigators obtaining IDEs for human 
subjects research. A COM/OR representative will meet with investigators to review the FDA requirements of sponsor-
investigators, including device accountability and recordkeeping procedures. For assistance, contact the College of 
Medicine Office of Research at 614-292-2595.  

For more information on the requirements for conducting research involving medical devices, see HRPP policy  
Research Involving Medical Devices or Device Advice on FDA website.  

 
 
 

 

  

Add each legally marketed medical 
device that will be evaluated and will 
be used consistent with approved 
indications for use. 

https://go.osu.edu/hrrppolicy30
http://www.fda.gov/medicaldevices/deviceregulationandguidance/default.htm
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Describe how the device will be administered in the study. A description of device 
use may include:  

• Proposed intended use/indications for use  
• Identification of the disease or condition the device is intended to prevent, mitigate, 

screen, monitor, treat, or diagnose 
• Part of the body or type of tissue to which the device will be applied or interacting, 

where applicable 
• Frequency of use 
• Physiological use 

(Note: if frequency/route of administration, target population, user population, setting of use 
(hospital vs. home use), etc. differs from the approved indications for use in any way, Scenario 4 or 
5 will apply rather than Scenario 2.) 

 

 
FDA Approved Devices 
Devices cleared for marketing and used according to intended use. 

 

 

Name of device Name of device 
 

Regulatory Status 

 

 
 

Device Classification 

 

 
Proposed use 

 
 
 
 
 
 
 

 

 

 

 

 

Select for 
Scenario 2a 

Select for 
Scenario 2b 

Select for Scenario 2c 
Note: Select this box for 
devices marketed under De 
Novo reclassification orders. 

Select appropriate 
device class 
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The description may include:  
• Physical, chemical, and/or biological processes/principles used by the device to 

generate device output (if applicable) 
• Physical and biological characteristics of the device output (if applicable) 
• An explanation of the user interface and/or how the device interacts with other 

devices or with the user (medical professional and/or patient) 
Additional details, such as pictures or engineering drawings, can be uploaded in the device 
labeling section. 
 

Explain why the device is being used in this research. 

 

 

 

Provide a snapshot of the most common adverse effects; these may be 
summarized by grouping AEs into general categories (e.g., “mild to moderate 
short-term GI side effects”), as opposed to listing individual symptoms. Do not 
copy a comprehensive list of potential risks from the device labeling. 

 

 

 

Provide a brief description of the device.  

 
 
 

 

 

 

 

 

Provide the proposed rationale for choice of the device (compared to other devices that could have 
been used). 

 
 
 

Summarize the potential adverse effects (including serious warnings and more common adverse 
effects). 

 
 

 
 
 
 

Provide a copy of the device manufacturer’s approved labeling (e.g., package insert, device label, 
descriptive and informational literature, operations manual, etc.). 

 

 
 
 
 
 
 

For all Scenario 2 devices: 
• Provide labeling, descriptive information, user manuals, etc. so that the IRB 

can assess use & risks. As applicable, upload pictures or engineering 
drawings.  Promotional brochures alone are not sufficient.  

• Provide evidence of marketing clearance & indications for use as indicated 
below. Examples of documents for each scenario are on following pages. 

2a: 510(k) exempt 
devices 
• Provide screenshot of 

reg. # / description 
(print to PDF) 

Search here. 
 

2b: Devices with 510(k) 
• Provide 510(k) 

summary (PDF) 
 

 
Search here. 

2c: Devices with PMA 
• Provide PMA order & 

Summary of Safety 
and Effectiveness 
(PDFs) 

Search here. 
 

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/315.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMA/pma.cfm
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2a: Example screenshot of regulation number/description for “Stand-on patient scale” 
 
Find device in list of Class I and Class II Exempt Devices or search Product Classification Database 
 

 
 

 

Print-to-PDF, then 
upload this page to 
Buck-IRB 

Click this link to go to 
regulation #/ description 

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/315.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm
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2b: Example first page of 510(k) summary  
Note: Sometimes the summary is preceded by the FDA letter indicating 510(k) clearance. In the 
example below, the summary appears first, with the FDA letter appearing on page 2. In either case, 
the entire PDF document should be uploaded in Buck-IRB. Use 510(k) database to find device, then 
click “Summary” for PDF. 

 

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
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2c: Example first page of PMA Summary 
& Effectiveness Data  
 
 

 

After searching PMA 
database, use links to 
download device’s PMA 
order & summary info 

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMA/pma.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMA/pma.cfm
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Alternatives to participating in a therapeutic study may include the following: 

• Receiving different device(s) or other treatment 
• Receiving the device(s) at a frequency and/or route of administration 

determined by one’s physician (as opposed to the protocol) 
• Enrolling in a different clinical trial 

There may or may not be alternatives to participating in non-therapeutic studies. 

 

 

Alternatives to Participation 
 

 
Other than choosing not to participate, are there any alternatives to participating in the research? 
 

 
 
List the specific alternatives to participation, including available procedures or treatments that may 
be advantageous to the subject. 
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General study risks go here. Do not duplicate risks of devices listed elsewhere or 
copy a comprehensive list of adverse effects from device labeling. 

 

Address mitigation of general study risks rather than individual adverse effects of 
study devices. 

 

 

Risks, Harms & Discomforts 
 

 
Describe all reasonably expected risks, harms, and/or discomforts that may apply to the 
research. Discuss severity and likelihood of occurrence. As applicable, include potential risks to an 
embryo or fetus if a woman is or may become pregnant. 

 
 
 
 
 
 
 
Describe how risks, harms, and/or discomforts will be minimized.  
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Describe the research use of diagnostic device here, including source(s) of 
data/specimens, sampling method(s), and type of specimen(s), as applicable. 

 

Device Scenario 3 
IDE exempt diagnostic device study 

 

Research Methods & Activities 
 
Use the boxes provided below to provide information on all interventions and activities that are to be performed in  
the research. Based on the selections chosen in the list of activities and components, completion of additional form 
pages may be necessary to provide required information for IRB review. 

 
Identify and describe all interventions and interactions that are to be performed solely for the 
research study.  

  

  

 
Check all research activities and/or components that apply.  

 

Also select any additional activities 
resulting from the use of the device(s) 
in the study, such as procedures 
required for obtaining samples and/or 
data if they will be performed for the 
research.   
 
If the diagnostic device involves only 
secondary use of leftover specimens or 
data collected for clinical purposes, do 
not identify activities associated with 
the clinical collection (e.g., blood 
drawing, biological sampling, surgical 
procedures, imaging procedures, etc.). 
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For in vitro diagnostic 
(IVD) devices, select 
specimen research. 

Diagnostic device studies—
particularly those using artificial 
intelligence or machine learning 
(AI/ML) for algorithm 
development—often involve use 
of medical records/imaging 
results.  
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Devices 
 
Select from the options below to request inclusion of medical devices (e.g., instruments, implants, in vitro reagents, 
etc.) in the proposed research or to request approval for a Humanitarian Use device. Include only those devices that 
are to be used as part of the research protocol (except for Humanitarian Use devices), i.e., not those used for routine 
care or evaluation. Enter as many devices as required for the research. 

The College of Medicine Office of Research (COM/OR) provides assistance to investigators obtaining IDEs for human 
subjects research. A COM/OR representative will meet with investigators to review the FDA requirements of sponsor-
investigators, including device accountability and recordkeeping procedures. For assistance, contact the College of 
Medicine Office of Research at 614-292-2595.  

For more information on the requirements for conducting research involving medical devices, see HRPP policy  
Research Involving Medical Devices or Device Advice on FDA website.  

 
 
 

 

  

Add each diagnostic device that will 
be evaluated/developed in the study.  

https://go.osu.edu/hrrppolicy30
http://www.fda.gov/medicaldevices/deviceregulationandguidance/default.htm
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Describe how the device will be used/evaluated in the study. A description of 
device use may include:  

• Proposed intended use/indications for use  
• Identification of the disease or condition the device is intended to prevent, mitigate, 

screen, monitor, treat, or diagnose 
• Part of the body or type of tissue to which the device will be applied or interacting, 

where applicable; note if only leftover specimens will be used 
• Whether results of diagnostics will be returned to participants and/or physicians for 

clinical decision-making 
• Frequency of use 
• Physiological use 

 
 

 

 

Investigational Devices or Investigational Use of Approved  
Devices 
Devices that are investigational, modified, or proposed new intended uses. 

 

 

Name of device Name of device 
  

Manufacturer Manufacturer / developer (e.g., PI name 
for diagnostics developed at Ohio State)  

 

Device status 

 

 
Proposed use 

 
 
 
 
 
 
 

 

 

 

 

This device research should be determined to be (complete one): 

 
 

Select appropriate option based on marketing 
status.  
 
Most diagnostic studies at Ohio State are 
investigator-initiated studies of investigational 
in vitro diagnostics or algorithms. 
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Enter “Category 3,” as this is the IDE exemption category for diagnostic devices. 

To be eligible for IDE exemption under this category, the study must be four 
criteria. Provide a point-by-point, study-specific explanation of how each 
criterion is met: 

(1) Testing is noninvasive.

Explain how the use of the diagnostic device in the study meets the FDA’s definition of 
“noninvasive” testing (see definition below).  

(2) Testing does not require an invasive sampling procedure that presents significant risk.

Explain how any sampling procedures required to obtain specimens/data for the diagnostic 
meet the FDA’s definition of “noninvasive” (see definition below). 

(3) Testing does not by design or intention introduce energy into a subject.

Confirm that the diagnostic, as used in the study, will not introduce energy (light, sound, 
radiation, electromagnetic, etc.) of any kind into a participants’ body. 

(4) Testing is not used as a diagnostic procedure without confirmation of the diagnosis by another,
medically established diagnostic product or procedure.

Indicate whether results from the diagnostic device will be returned to participants and/or 
their clinicians or will be used in any other way for clinical decision-making. If so, describe 
the medically established diagnostic test/method that will confirm results prior to using them 
for clinical purposes. (Note: Novel diagnostics may not have any medically established 
method for confirming diagnosis; in that case, they are ineligible for IDE exemption.) 

Notes: 

• If any of the criteria are not met,
Scenario 4 or 5 will apply to this study,
rather than Scenario 3.

• In rare cases, the FDA may have made
an IDE exempt determination for the
diagnostic study. In such cases, write
“see uploaded FDA letter” in this box
and upload the determination letter as
noted below.

Category (1-7) 

 

See 21 CFR 812.2(c) for a description of the categories. 

Explain how the device is exempt from the requirements of 21 CFR 812.2(c) for this research. 

 

Definition of “noninvasive” (21 CFR 812.3(k)) 

“Noninvasive,” when applied to a diagnostic device or 
procedure, means one that does not by design or intention: 
1) Penetrate or pierce the skin or mucous membranes of the

body, the ocular cavity, or the urethra, or
2) enter the ear beyond the external auditory canal, the nose

beyond the nares, the mouth beyond the pharynx, the
anal canal beyond the rectum, or the vagina beyond the
cervical os.

For purposes of the diagnostic IDE exemption criteria, blood 
sampling that involves simple venipuncture is considered 
noninvasive, and the use of surplus samples of body fluids or 
tissues that are left over from samples taken for 
noninvestigational purposes is also considered noninvasive. 

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=812.2
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=812.3
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=812.2
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Provide a detailed device description. The description may include:  
• Physical, chemical, and/or biological processes/principles used by the device to 

generate device output (if applicable) 
• Physical, biological, or technological characteristics of the device output (if 

applicable) 
• An explanation of the user interface and/or how the device interacts with other 

devices or with the user (medical professional and/or patient) 
Additional details, such as pictures or engineering drawings, can be uploaded as noted 
below. 
 

Explain why the device is being used in this research. 

 

 

 

Provide a snapshot of the most common risks of the diagnostic device as used in 
the study. Do not copy a comprehensive list of potential risks from the device 
labeling. 

If diagnostic testing results will be used for clinical decision-making in the study, 
describe risks of false positives and false negatives. 

 

 

 

 
Provide a brief description of the device.  

 
 
 

 

 

 

 

 
 

Provide the proposed rationale for choice of the device (compared to other devices that could have 
been used). 

 
 

 
 
Summarize the potential adverse effects (including serious warnings and more common adverse 
effects). 

 
 

 
 
 
 

 
 

Provide documentation of all 
applicable FDA 
approvals/exemptions for the 
investigational or research use of 
the devices. Copies of any 
correspondence to and from the 
FDA must be provided to the IRB. 
Final IRB approval cannot be 
granted until regulatory status is 
confirmed.  

 

 

 

 

Provide any other applicable 
correspondence from the FDA 
pertaining to the SR 
investigation.  

Provide any other applicable 
correspondence from the FDA pertaining 
to the investigation, such as a 
determination of IDE exemption.  
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Provide a copy of the device 
manufacturer’s approved labeling 
(e.g., package insert, device label, 
descriptive and informational 
literature, operations manual, etc.). 

 

 

 

 

 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Provide labeling, descriptive information, user 
manuals, etc. so that the IRB can evaluate 
the intended use and potential risks of the 
device.  If the device is still in development, a 
robust description of these items must be 
provided. As applicable, upload pictures or 
engineering drawings. 
 
Promotional brochures alone are not 
sufficient. 
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Page 1 of in vitro diagnostic device labeling (example); example dx software labeling here. 
 Note: Device labeling & user manuals will vary; unlike drugs, there is not a universal format. 

 

https://www.accessdata.fda.gov/cdrh_docs/pdf10/P100005C.pdf
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Alternatives to participating in a therapeutic study may include the following: 

• Receiving different approved devices(s) or other treatment  
• Receiving the device(s) at a frequency and/or route of administration 

determined by one’s physician (as opposed to the protocol) 
• Enrolling in a different clinical trial 

There may or may not be alternatives to participating in non-therapeutic studies. 

 

 
 
Alternatives to Participation 
 

 
Other than choosing not to participate, are there any alternatives to participating in the research? 
 

 
 
List the specific alternatives to participation, including available procedures or treatments that may 
be advantageous to the subject. 
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General study risks go here. Do not duplicate risks of devices listed elsewhere or 
copy a comprehensive list of side effects from device labeling. 

 

Address mitigation of general study risks rather than individual adverse effects of 
study device(s). 

 

 

Risks, Harms & Discomforts 
 

 

Describe all reasonably expected risks, harms, and/or discomforts that may apply to the 
research. Discuss severity and likelihood of occurrence. As applicable, include potential risks to an 
embryo or fetus if a woman is or may become pregnant. 

 
 
 
 
 
Describe how risks, harms, and/or discomforts will be minimized.  
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Describe the research use of NSR device(s) here, including any additional 
procedures resulting from the use of the device(s) in the study. 

 

Device Scenario 4 
Nonsignificant Risk (NSR) device study 

 

Research Methods & Activities 
 
Use the boxes provided below to provide information on all interventions and activities that are to be performed in  
the research. Based on the selections chosen in the list of activities and components, completion of additional form 
pages may be necessary to provide required information for IRB review. 

 
Identify and describe all interventions and interactions that are to be performed solely for the 
research study.  

  

  

 
Check all research activities and/or components that apply.  

 

Also select any additional 
procedures resulting from the 
use of the device(s) in the study, 
such as surgeries, radiation or 
imaging procedures, etc.   
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Devices 
 
Select from the options below to request inclusion of medical devices (e.g., instruments, implants, in vitro reagents, 
etc.) in the proposed research or to request approval for a Humanitarian Use device. Include only those devices that 
are to be used as part of the research protocol (except for Humanitarian Use devices), i.e., not those used for routine 
care or evaluation. Enter as many devices as required for the research. 

The College of Medicine Office of Research (COM/OR) provides assistance to investigators obtaining IDEs for human 
subjects research. A COM/OR representative will meet with investigators to review the FDA requirements of sponsor-
investigators, including device accountability and recordkeeping procedures. For assistance, contact the College of 
Medicine Office of Research at 614-292-2595.  

For more information on the requirements for conducting research involving medical devices, see HRPP policy  
Research Involving Medical Devices or Device Advice on FDA website.  

 
 
 

 

  

Add each NSR device that will be 
evaluated in the study. Remember 
that device study risk is based on how 
the device is used, not just the risk of 
the device alone. 

https://go.osu.edu/hrrppolicy30
http://www.fda.gov/medicaldevices/deviceregulationandguidance/default.htm
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Describe how the device will be administered in the study. A description of device 
use may include:  

• Proposed intended use/indications for use  
• Identification of the disease or condition the device is intended to prevent, mitigate, 

screen, monitor, treat, or diagnose 
• Part of the body or type of tissue to which the device will be applied or interacting, 

where applicable 
• Frequency of use 
• Physiological use 

 
If a marketed device is used “off label,” describe how the use differs from approved 
indications (e.g., frequency/route of administration, target population, user population, 
setting of use (hospital vs. home use), etc.).    

 

 

Investigational Devices or Investigational Use of Approved  
Devices 
Devices that are investigational, modified, or proposed new intended uses. 

 

 

Name of device Name of device 
  

Manufacturer Manufacturer / developer (PI name for 
devices developed at Ohio State)  

 

Device status 

 

 
Proposed use 

 
 
 
 
 
 
 

 

 

 

 

 

This device research should be determined to be (complete one): 

 

Select appropriate option 
based on marketing status 
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Provide supporting documentation 
from the sponsor regarding why 
the device does not pose a 
significant risk. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

What should be included in the study-specific NSR explanation? 
 
Definition of NSR: An NSR study is one involving a device that: 

• is not an implant; 
• does not support or sustains human life; 
• is not substantially important in diagnosing, curing, mitigating, or treating a disease or in preventing 

impairment of human health; 
• does not otherwise present potential for serious risk to the health, safety, or welfare of a subject. 

 
The NSR explanation should address how the study meets this definition. 

 DO address each of the four points in the NSR definition. 

 DO refer to the FDA guidance document on SR and NSR studies (examples included!) 

 DO base the risk determination on the proposed use of the device in the specific study, not just the 
device alone. Consider the patient population(s), user population, setting, etc. Remember, the same 
device may be SR in one study and NSR in another, depending on how it is used. 

 DO address the nature of harm that may result from the use of the device, including physical and 
non-physical risks; potential adverse events; impacts of malfunctions/misuse, such as false 
positives/false negatives for diagnostics; etc. 

 DO include potential harms from additional procedures that are part of the study, such as surgical 
procedures, radiation/imaging, etc. 

 DO provide supporting documentation for the risk determination, such as literature/publications of 
similar studies of the device in the same population/used the same way. 

 
 DON’T copy the NSR definition and merely add a statement saying “The study meets this definition” 

(or state that the study does not meet the definition of SR). The NSR justification is an explanation, 
not a statement. 

 DON’T merely state that a different study using the same device was NSR. The determination 
should be based on the proposed use in the current study. 

 DON’T compare use of the device to alternative treatments or weigh risks against potential benefits 
of the device (e.g., “The investigational pacemaker is safer than those currently commercially 
available; therefore the study is NSR.”). The device risk determination is not a relative assessment. 

 

Upload one of the following documents: 

• FDA study risk determination letter confirming the study is 
NSR. This must be specific to this research project. It is irrelevant 
if other studies involving the same device were NSR.  

• Study-specific explanation from the study sponsor for why 
the study is NSR. See below for tips!  
Reminder: For investigator-initiated studies, the sponsor is the PI. 
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Provide a detailed device description. The description may include:  
• Physical, chemical, and/or biological processes/principles used by the device to 

generate device output (if applicable) 
• Physical and biological characteristics of the device output (if applicable) 
• An explanation of the user interface and/or how the device interacts with other 

devices or with the user (medical professional and/or patient) 
Additional details, such as pictures or engineering drawings, can be uploaded as noted 
below. 
 

Explain why the device is being used in this research. 

 

 

 

Provide a snapshot of the most common adverse effects; these may be 
summarized by grouping AEs into general categories (e.g., “mild to moderate 
short-term GI side effects”), as opposed to listing individual symptoms. Do not 
copy a comprehensive list of potential risks from the device labeling. 

 

 

 

 

Provide a brief description of the device.  

 
 
 

 

 

 

 

 
 

Provide the proposed rationale for choice of the device (compared to other devices that could have 
been used). 

 
 

 
 

Summarize the potential adverse effects (including serious warnings and more common adverse 
effects). 

 
 

 
 
 
 

 
 

Provide documentation of all 
applicable FDA 
approvals/exemptions for the 
investigational or research use of 
the devices. Copies of any 
correspondence to and from the 
FDA must be provided to the IRB. 
Final IRB approval cannot be 
granted until regulatory status is 
confirmed.  

 

 

 

 

Provide any other applicable 
correspondence from the FDA 
pertaining to the SR 
investigation.  

Provide any other applicable 
correspondence from the FDA pertaining 
to the NSR investigation.  
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Provide a copy of the device 
manufacturer’s approved labeling 
(e.g., package insert, device label, 
descriptive and informational 
literature, operations manual, etc.). 

 

 

 

 

 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Provide labeling, descriptive information, user 
manuals, etc. so that the IRB can evaluate 
the intended use and potential risks of the 
device.  If the device is still in development, a 
robust description of these items must be 
provided. As applicable, upload pictures or 
engineering drawings. 
 
Promotional brochures alone are not 
sufficient. 
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Page 1 of device labeling (example) 
 Note: Device labeling & user manuals will vary; unlike drugs, there is not a universal format. 
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Alternatives to participating in a therapeutic study may include the following: 

• Receiving different approved devices(s) or other treatment  
• Receiving the device(s) at a frequency and/or route of administration 

determined by one’s physician (as opposed to the protocol) 
• Enrolling in a different clinical trial 

There may or may not be alternatives to participating in non-therapeutic studies. 

 

 
 
Alternatives to Participation 
 

 
Other than choosing not to participate, are there any alternatives to participating in the research? 
 

 
 
List the specific alternatives to participation, including available procedures or treatments that may 
be advantageous to the subject. 
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General study risks go here. Do not duplicate risks of devices listed elsewhere or 
copy a comprehensive list of side effects from device labeling. 

 

Address mitigation of general study risks rather than individual adverse effects of 
study device(s). 

 

 

Risks, Harms & Discomforts 
 

 

Describe all reasonably expected risks, harms, and/or discomforts that may apply to the 
research. Discuss severity and likelihood of occurrence. As applicable, include potential risks to an 
embryo or fetus if a woman is or may become pregnant. 

 
 
 
 
 
Describe how risks, harms, and/or discomforts will be minimized.  
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Describe the research use of SR device(s) here, including any additional 
procedures resulting from the use of the device in the study. 

 

Device Scenario 5 
Significant Risk (SR) device study 

 

Research Methods & Activities 
 
Use the boxes provided below to provide information on all interventions and activities that are to be performed in  
the research. Based on the selections chosen in the list of activities and components, completion of additional form 
pages may be necessary to provide required information for IRB review. 

 
Identify and describe all interventions and interactions that are to be performed solely for the 
research study.  

  

  

 
Check all research activities and/or components that apply.  

 

Also select any additional 
procedures resulting from the 
use of the device in the study, 
such as surgeries, radiation or 
imaging procedures, etc.   
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Devices 
 
Select from the options below to request inclusion of medical devices (e.g., instruments, implants, in vitro reagents, 
etc.) in the proposed research or to request approval for a Humanitarian Use device. Include only those devices that 
are to be used as part of the research protocol (except for Humanitarian Use devices), i.e., not those used for routine 
care or evaluation. Enter as many devices as required for the research. 

The College of Medicine Office of Research (COM/OR) provides assistance to investigators obtaining IDEs for human 
subjects research. A COM/OR representative will meet with investigators to review the FDA requirements of sponsor-
investigators, including device accountability and recordkeeping procedures. For assistance, contact the College of 
Medicine Office of Research at 614-292-2595.  

For more information on the requirements for conducting research involving medical devices, see HRPP policy  
Research Involving Medical Devices or Device Advice on FDA website.  

 
 
 

 

  

Add each SR device that will be 
evaluated in the study. Remember 
that SR is based on how the device is 
used in the study, not just the risk of 
the device alone. 

https://go.osu.edu/hrrppolicy30
http://www.fda.gov/medicaldevices/deviceregulationandguidance/default.htm
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Describe how the device will be administered in the study. A description of device 
use may include:  

• Proposed intended use/indications for use  
• Identification of the disease or condition the device is intended to prevent, mitigate, 

screen, monitor, treat, or diagnose 
• Part of the body or type of tissue to which the device will be applied or interacting, 

where applicable 
• Frequency of use 
• Physiological use 

 
If a marketed device is used “off label,” describe how the use differs from approved 
indications (e.g., frequency/route of administration, target population, user population, 
setting of use (hospital vs. home use), etc.).   

 

Investigational Devices or Investigational Use of Approved 
Devices 
Devices that are investigational, modified, or proposed new intended uses. 

 

 

Name of device Name of device 
  

Manufacturer Manufacturer / developer (PI name for 
devices developed at Ohio State)  

 

Device status 

 

 
Proposed use 

 
 
 
 
 
 
 

 

 

 

 

 

This device research should be determined to be (complete one): 

 

Select appropriate option 
based on marketing status 
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Indicate who will handle storage and dispensing of the device, recordkeeping, 
etc. 

This section should describe how serious adverse events are reported, to whom, 
and the time frame in which it is done.  

     

Investigational Device Exemption (IDE) 
number: Provide IDE # (will start with a G) 

State who holds the IDE (i.e., sponsor, 
investigator, other) State who holds the IDE

Provide protocol-specific documentation (e.g., sponsor’s protocol cover sheet, FDA or sponsor 
correspondence, etc.) of the IDE number. 

Describe the process for investigational device accountability, storage, and recordkeeping to 
ensure that the device will be used according to the approved protocol, under the direction of 
approved investigator(s). 

 

For an investigator-held IDE, describe the process of assuring compliance with FDA regulations 
pertaining to sponsors (e.g., recordkeeping, reporting).  

 

Acceptable forms of IDE documentation are as follows: 

• Preferred documentati
 
on: FDA IDE Study May Proceed 

letter (see example on following page).
o This document is r equired for clinical investigations 

initiated by Ohio State investigators.

• Alternative documentat ion: IDE number is identified on the 
protocol document. This method is acceptable when the 
IDE sponsor is external  to Ohio State and Ohio State is 
not the lead site reviewing the research.
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Page 1 of IDE Study May Proceed letter (example) 

 

G###### 

IDE number 
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The description may include:  
• Physical, chemical, and/or biological processes/principles used by the device to 

generate device output (if applicable) 
• Physical and biological characteristics of the device output (if applicable) 
• An explanation of the user interface and/or how the device interacts with other 

devices or with the user (medical professional and/or patient) 
Additional details, such as pictures or engineering drawings, can be uploaded in the device 
labeling section. 
 

Explain why the device is being used in this research. 

 

 

 

Provide a snapshot of the most common adverse effects; these may be 
summarized by grouping AEs into general categories (e.g., “mild to moderate 
short-term GI side effects”), as opposed to listing individual symptoms. Do not 
copy a comprehensive list of potential risks from the device labeling. 

 

 

 

 
Provide a brief description of the device.  

 
 
 

 

 

 

 

 
 

Provide the proposed rationale for choice of the device (compared to other devices that could have 
been used). 

 
 

 

 
Summarize the potential adverse effects (including serious warnings and more common adverse 
effects). 

 
 

 
 
 
 

 
 

Provide documentation of all 
applicable FDA 
approvals/exemptions for the 
investigational or research use of 
the devices. Copies of any 
correspondence to and from the 
FDA must be provided to the IRB. 
Final IRB approval cannot be 
granted until regulatory status is 
confirmed.  

 

 

 

 

Provide any other applicable 
correspondence from the FDA pertaining 
to the SR investigation.  
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Provide a copy of the device 
manufacturer’s approved 
labeling (e.g., package insert, 
device label, descriptive and 
informational literature, 
operations manual, etc.). 

 

 

 

 

 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Provide labeling, descriptive information, user 
manuals, etc. so that the IRB can evaluate 
the intended use and potential risks of the 
device.  If the device is still in development, a 
robust description of these items must be 
provided. As applicable, upload pictures or 
engineering drawings. 
 
Promotional brochures alone are not 
sufficient. 
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Page 1 of device labeling (example) 
 Note: Device labeling & user manuals will vary; unlike drugs, there is not a universal format. 
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Alternatives to participating in a therapeutic study may include the following: 

• Receiving different approved devices(s) or other treatment  
• Receiving the device(s) at a frequency and/or route of administration 

determined by one’s physician (as opposed to the protocol) 
• Enrolling in a different clinical trial 

There may or may not be alternatives to participating in non-therapeutic studies. 

 

 
 
Alternatives to Participation 
 

 
Other than choosing not to participate, are there any alternatives to participating in the research? 
 

 
 
List the specific alternatives to participation, including available procedures or treatments that may 
be advantageous to the subject. 
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General study risks go here. Do not duplicate risks of devices listed elsewhere or 
copy a comprehensive list of side effects from device labeling. 

 

Address mitigation of general study risks rather than individual adverse effects of 
study device(s). 

 

 

Risks, Harms & Discomforts 
 

 

Describe all reasonably expected risks, harms, and/or discomforts that may apply to the 
research. Discuss severity and likelihood of occurrence. As applicable, include potential risks to an 
embryo or fetus if a woman is or may become pregnant. 

 
 
 
 
 
Describe how risks, harms, and/or discomforts will be minimized.  
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