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INVESTIGATIONAL DEVICES – APPENDIX B
Purpose: This form is designed to provide information to the IRB for human subjects research when the research involves studying a medical device for safety and/or effectiveness. 
Instructions: Complete this form only if your research involves using a device on participants and/or their biological specimens AND you are collecting data about the device potentially related to safety or effectiveness (e.g., device accuracy, sensitivity, reliability, how well it works, associated side effects, impact on the body or health outcomes). 
· Investigators must fill out a version of this form for each investigational device. 
· Respond to every question on this form unless you are directed to skip to a later question/part. If a question does not apply but there is no option to skip, explain why you do not believe it is applicable. 
· First save the completed form on your computer then upload it to the Research Administration Portal (RAP). 
· See our HSR Definitions and definitions on pages 5 and 6 of this document for assistance with terminology. 
[bookmark: _Hlk56767186]
General information for investigator’s reference (optional):
	Principal 
Investigator (PI):
	     	
	Faculty Advisor:
	     	

	Study Title or Number:
	     	




	Part I: Device Details

	Describe the investigational device (e.g., appearance, intended use, manufacturer, specifications):

	     

	Describe the Food and Drug Administration (FDA) status for the device AND any approved indications from the FDA label (if device is FDA approved/cleared):
Examples of FDA status: FDA approved, FDA cleared (e.g., 510k), not FDA approved/cleared.

	     

	Is there any possibility that the results of this research may be submitted to the FDA by you or the manufacturer/sponsor? Explain why or why not:
Note: even if there are no plans to report to the FDA, the study may still be FDA regulated. 

	     

	Is the investigational device a legally marketed device in the US (i.e., FDA approved/cleared) AND being used/investigated in accordance with its FDA label? 
|_| Yes (Check if Yes and explain below how the intended use in the research is consistent with the FDA label)
|_| No, the device is not FDA approved/cleared (Check if applicable and skip to question 5 below)
|_| No, the device is not being used/investigated in accordance with the FDA label  
(Check if applicable and explain below how the device is being used/investigated differently in this research compared to how it is indicated in the FDA approval/clearance)

	     

	Provide description of device storage, handling, and accountability, including how access to the device will be limited to appropriate personnel and how you will ensure the device will be used only for appropriate study participants.

	     

	State overall study success criteria for the device including justification (e.g., how will success of the device be measured and provide rationale):

	     

	Is the investigational device diagnostic (i.e., a tool, instrument, reagent, software etc., used for identifying diseases/conditions that may affect body structure, function or health)? 
Examples:
· Imaging devices such as X-Rays and MRIs, 
· In Vitro Diagnostics such as pregnancy tests and early cancer detection tests, 
· Software designed to analyze images of moles to identify possible melanoma 
· An app that analyzes heart data from a sensor to identify Atrial Fibrillation.
 
|_| Yes (Check if Yes and complete the additional questions a-e below)
|_| No (Check if No and skip to question 8 below)

	a. Is the testing invasive?

Invasive procedures include procedures that 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. 

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 non-investigational purposes is also considered noninvasive.

|_| Yes 
|_| No

Please explain your Yes or No answer below:
      

	b. Does the device require a sampling procedure that presents significant risk to participants?
|_| Yes 
|_| No

Please explain your Yes or No answer below:
      

	c. Does the investigational device introduce energy into the participant(s) when used? 
Examples of energy include light (e.g. lasers, UV), heat, sound (e.g., ultrasound), magnetic fields (e.g., MRI, TMS), electrical currents (e.g., EEG, ECG), and ionizing radiation (e.g., X-ray, CT scans). 
|_| Yes 
|_| No
Please explain your Yes or No answer below:
      

	d. Are you also confirming the diagnosis from the investigational device with another, medically established diagnostic product or procedure?
|_| Yes 
|_| No
Please explain your Yes or No answer below. If you chose “Yes”, also describe the established diagnostic product or procedure being used to confirm the investigational device diagnosis:
      

	e. Will results from the investigational device be provided back to participants?
|_| Yes 
|_| No
Please explain your Yes or No answer below. If you chose “Yes”, also describe whether the results may be clinically relevant, how the results will be returned, and any risks associated with returning experimental results (e.g., if the results are inaccurate, how might this negatively impact participants):
      

	Is the investigational device being studied because it is undergoing consumer preference testing, testing of a modification, or testing of a combination of two or more devices in commercial distribution?

	|_| Yes (Check if Yes and explain below)
|_| No (Check if No and skip to question 9 below)
     

	Is the investigational device a custom device as defined in 21 U.S.C. 360j(b)?

	|_| Yes (Check if Yes and explain below how the investigational device meets criteria for a custom device)
|_| No (Check if No and skip to question 10 below)
     

	[bookmark: _Hlk218080663]Is the investigational device software intended to be used for one or more medical purposes (e.g., diagnosis, prevention, monitoring, treatment or alleviation of disease/condition)?
Examples: analysis of clinical samples that help with disease diagnosis, monitoring sleep apnea using the microphone of a smart device to detect breathing patterns, use of data from individuals for predicting risk score for developing stroke or heart disease

	|_| Yes (Check if Yes then explain the medical purposes in the space below)
|_| No, the investigational device is not software/AI/Machine learning (Check if applicable then skip to Part III below)
|_| No, the investigational device is not being studied, used or intended for a medical purpose
(Check if applicable then provide your rationale in the space below)
     

	Does the investigational device include artificial intelligence (AI) and/or algorithms/machine learning (AI/ML)?
|_| Yes (check if yes and explain below how the AI/ML is being used in this study and how the output from the AI/ML will be used)
|_| No (check if No and skip to part II below)

	     



	Part II: Device Risks and Benefits

	0. Sponsor/Investigator’s Assessment of Device/Study

	|_|  IDE Exempt	 

	|_|  	Nonsignificant Risk (NSR)
|_|  	Significant Risk (SR)
Note: See HSR Definitions document and definitions below on page 6 for more information. 

	
	a. Provide rationale explaining your selection above (i.e., describe why do you and/or the sponsor believe the device/study should be considered IDE exempt, nonsignificant risk, or significant risk).   

	
	     

	
	b. If you selected non-significant risk (NSR) above, explain how the investigational device does NOT present a potential for serious risk to the health, safety, or welfare of a subject. In the information you provide, please provide sources and other details to support your assessment: 

|_| N/A: did not select Nonsignificant risk device above 


	
	     

	Supplemental Information: As attachments in the RAP, include all of the following that are available:
· Detailed information from the sponsor, such as a description of the device and how it is used.
· Diagrams and/or in situ photographs of the device.
· Directions for use for the device, typically provided by the sponsor or manufacturer.
· Device labeling consistent with Federal Regulations [21 CFR 812.5].
· Relevant performance information on the device (e.g., published or unpublished data, summary of bench and/or animal testing data, and/or summary of prior clinical experience).
· Safety/warning information about the device

	Note: If the CPHS/IRB determines that the proposed nonsignificant risk study is actually a significant risk study, the sponsor or sponsor/investigator must submit to the FDA a report of the CPHS/IRB findings within 5 working days after learning of the CPHS/IRB’s determination [21 CFR 812.150(9)].

	0. Provide description of potential risk(s) associated with the investigational device including any proposed warnings, precautions, contraindications, nature of harm that may result from use of the device, restrictions or training requirements:

	     

	0. Are there any possible risks/harms described in the device label/instructions for use that you do not believe are applicable to your study?
|_| Yes (Check if Yes, explain below which risks/harms are not applicable and why)
|_| No (Check if No and skip to question 4 below)

	     

	0. Include Data Safety Monitoring Plan for using the device in this study:

	     

	0. Provide description of potential benefit(s) of the device for the research participants (if any). Also describe the importance of the knowledge that may reasonably be expected to result:

	     

	0. Summarize any prior investigations conducted with the device that contain safety details (if applicable):

	     

	

	[bookmark: _Hlk218083897]Definitions (informational only)

	Medical Device: 

	· An instrument, apparatus, implement, machine, contrivance, implant, in vitro reagent, or other similar or related article, including a component part, or accessory which is:

	· recognized in the official National Formulary, or the United States Pharmacopoeia, or any supplement to them, 
· intended for use in the diagnosis of disease or other conditions, or in the cure, mitigation, treatment, or prevention of disease, in man or other animals, OR 
· intended to affect the structure or any function of the body of man or other animals, and which does not achieve any of its primary intended purposes through chemical action within or on the body of man or other animals and which is not dependent upon being metabolized for the achievement of any of its primary intended purposes.
Investigational Device: a medical device which is the object of a study in which the device will be evaluated for safety and/or effectiveness.  
· Examples of safety/effectiveness data include collecting information about device accuracy, sensitivity, reliability, how well it works, device side effects, device impact on the body or health outcomes etc. 
· The device may either be used on a human or human specimens. A participant may be in normal health or may have a medical condition/disease. Even if you never interact/intervene and specimens are anonymous, using an investigational device with human specimens may make the study FDA regulated.  

	Significant Risk Study/Device: A study of a device that presents a potential for serious risk to the health, safety, or welfare of a subject AND

	· is intended as an implant; OR
· is used in supporting or sustaining human life; OR
· is of substantial importance in diagnosing, curing, mitigating or treating disease, or otherwise prevents impairment of human health; OR
· otherwise presents a potential for serious risk to the health, safety, or welfare of a subject. [21 CFR 812.3(m)]

	Nonsignificant Risk Study/Device: A study/device that does not meet the definition for a significant risk study/device is considered a nonsignificant risk (NSR) study/device.  A NSR device does not pose significant risk to human subjects but also does not qualify for an IDE exemption. 

	· It is the responsibility of the CPHS/IRB to classify a study as nonsignificant risk by evaluating the sponsor-generated device information provided by the investigator who is applying to the CPHS/IRB.
· FDA approval is not required.  However, Full CPHS/IRB review and approval is required.
· Nonsignificant risk is not the same as a “minimal risk” classification used for Expedited Review.  

	IDE Exempt Study/Device: A study/device that meets criteria outlined in 21 CFR 812.2(c). 
Common examples include investigating an FDA approved/cleared device that is being used or investigated in accordance with the FDA approval/clearance OR studying a diagnostic device in a way that is non-invasive, does not present significant risk, does not introduce energy into a subject and is not used as a diagnostic procedure without confirmation by another medical established product or procedure.  

	· IDE exempt studies are exempt from a majority of the requirements in 21 CFR 812 but are still considered FDA regulated and must comply with the FDA requirements such as IRB review (21 CFR 56) and informed consent (21 CFR 50).
· FDA approval is not required.  However, CPHS/IRB review and approval is required.
· Some IDE exempt research can be minimal risk but the determination will be made on a case-by-case basis.



	Additional Consent Form Requirements (informational only)

	The consent form should include:
· A brief lay description of the device and what it is designed to do. Also consider including a device diagram

	· A clear statement that the device is investigational and has not been approved/cleared by the FDA, or if applicable, that the device has been FDA approved/cleared and is being used in accordance with that label

	· A list of various alternatives to participation in the study (e.g., name the standard therapies available with approved devices as well as other experimental treatments with investigational devices as applicable).

	· Any costs to participants using the device in this research (if applicable) 

	· A statement about whether subjects or their insurance carrier will be billed for the device (if applicable).

	· If the device is novel/experimental, a statement that the costs may not be covered by insurance because the device is experimental.

	· A description of the potential risks associated with using the device.

	· A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained and that notes the possibility that the FDA may inspect the records.
· A statement noting that the data collected on subjects who withdraw from the research will remain part of the study database and may not be removed if the data was collected prior to their withdrawal



	Reporting Requirements (informational only)

	· The investigator must make the following reports in a timely manner.

	· Unanticipated Problems and Adverse Device Effects: The investigator must submit to the sponsor and RCS a report of any unanticipated problems and adverse device effects as soon as possible but no later than 7 days after the investigator first learns of the event. These events are submitted as Reportable New Information (RNIs) in the RAP. However, investigators should contact RCS immediately upon discovery of an unanticipated problem or event involving risks to subjects or others (e.g., via phone/email). 

	· Progress Reports: The investigator must submit progress reports to the sponsor/monitor, if applicable, and to RCS at regular intervals but no less than on a yearly basis (e.g., at time of continuing review). 

	· Deviations from the Investigational Plan: The investigator must notify the sponsor, if applicable, and RCS of any deviation from the investigational plan to protect the life or physical well-being of a subject in an emergency. The notice must be provided as soon as possible but no later than 5 working days after the emergency occurred. If it is not an emergency, prior approval from the IRB and the sponsor is required prior to making changes to the approved plan. If the device/study is significant risk and under an IDE and the change or deviation may affect the scientific soundness of the investigational plan or the rights, safety or welfare of the subject, the sponsor is also required to obtain FDA approval via supplemental application. 

	· Informed Consent: If an investigator uses a device without obtaining informed consent, the investigator must report the use to the sponsor, if applicable and to the reviewing IRB within 5 working days. If the device/study is significant risk, the sponsor or sponsor-investigator must also report the event to the FDA within 5 working days of receiving notice that a device was used without informed consent. 

	· Final Report: The investigator must submit a final report to the sponsor, if applicable, and to the reviewing IRB within 3 months after termination or completion of the investigation.

	· Other Reports: The investigator must provide accurate, complete, and current information about any aspect of the investigation upon request from the reviewing IRB and/or FDA.
· Also see HRP-112 - Information Sheet for Sponsor-Investigators Holding an IDE or an Abbreviated IDE



	Control of Investigational Devices – Investigator Responsibilities (informational only)

	· Investigators conducting studies in which an investigational device will be used must ensure adequate control of the device. Adequate control and handling of investigational devices include all of the following:

	· The investigator must ensure that the investigational device is used only in accordance with the CPHS/IRB approved protocol, the signed agreement, the investigational plan and applicable FDA regulations.

	· The investigator must administer the investigational device only to participants under the investigator’s direct personal supervision or under the supervision of a sub-investigator directly responsible to the investigator.

	· The investigator must not supply the investigational device to any person not authorized to receive it.

	

	· The investigation must maintain accurate, complete, and current records relating to the investigator’s participation in an investigation. Records of receipt, use or disposition of a device that relate to the following must be kept:

	· The type and quantity of the device, the dates of its receipt, and the batch number or code mark.

	· The names of all persons who received, used, or disposed of each device.

	· Why and how many units of the device have been returned to the sponsor, repaired, or otherwise disposed of.

	· If the investigation is terminated, suspended, discontinued, or completed, the investigator must return any unused supplies of the investigational device to the study sponsor, or otherwise provide for disposition of the unused supplies as directed by the sponsor.



	[bookmark: 10B]Import/Export of Investigational Devices (informational only)

	· Investigators should be aware that FDA does not recognize regulatory approvals from other countries; therefore, an imported medical device must meet all FDA requirements.

	· The IDE sponsor/researcher must be located in the United States.

	· Anyone who intends to import an investigational device takes on the responsibilities of a sponsor.
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