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BIOMEDICAL & FDA-REGULATED RESEARCH PROTOCOL 
(v.03SEP26) 
 	
This template is intended for studies that are biomedical in nature and/or involve FDA-regulated drugs or devices. If your study does not meet these criteria, please use the Social and Behavioral Protocol template. 
How to use this template: 
1. Ensure you download a new template from the IRB website for each new study.
2. Every section of the template must be completed. If a question/prompt does not apply, enter “N/A”. 
3. Throughout the template are IRB Tips. Refer to these for additional explanation and context for the related sections. 
4. Respond to the questions/prompts clearly and completely. 
5. When you write a protocol, keep an electronic, clean (all changes accepted; all comments deleted) copy. You will need to modify this copy when making changes.
6. Remember to upload the protocol in a .docx format in RAMP.
7. Contact the IRB (irb@gmu.edu) if you have any questions. 

	IRB TIP

	This template is formatted to help make navigating it easier.
· You can navigate the document with sidebar navigation. Display the sidebar by ticking the Navigation Pane box in the View tab.
· You can expand/collapse sections and questions by clicking the arrow next to the item number. Hover your cursor over the section number to see the arrow.




BIOMEDICAL RESEARCH PROTOCOL

PROTOCOL TITLE: Click or tap here to enter text.

VERSION DATE: Click or tap here to enter text.

PRINCIPAL INVESTIGATOR: Click or tap here to enter text.

	IRB TIP

	Note that undergraduate and graduate students are not allowed to be the Principal Investigator on a research study (see University Policy 4012). Adjunct faculty members, affiliate faculty members, part-time, fixed-term faculty, and post-doctoral fellows may only serve as Principal Investigator with the permission of their Dean or Department Head on a case-by-case basis. 



	Is this study part of a dissertation or thesis?
	Yes ☐
	No ☐

	Is this study part of a capstone project?
	Yes ☐
	No ☐

	Are you a George Mason student conducting the study as part of a course assignment?
	Yes ☐
	No ☐

	If yes, enter the course number: Click or tap here to enter text.





STUDY SUMMARY

Provide a summary of the study in the table below. A complete description of the study with detailed information should be provided in the body of the protocol. For sections not applicable to the study, mark them as N/A.

	Protocol Information 
	Description 

	Study Title
	Click or tap here to enter text.

	Study Design
	Click or tap here to enter text.

	Primary Objective
	Click or tap here to enter text.

	Secondary Objective(s), if any
	Click or tap here to enter text.

	Research Intervention(s)/ Investigational Agent(s) 
	Click or tap here to enter text.

	IND/IDE # 
	Click or tap here to enter text.

	Study Population
	Click or tap here to enter text.

	Sample Size
	Click or tap here to enter text.

	Study Duration for individual participants
	Click or tap here to enter text.

	Study Specific Abbreviations/ Definitions 
	Click or tap here to enter text.


Is the study classified as a clinical trial? ☐ Yes ☐ No
If yes, provide the following information:
· Has the registration been completed with clinicaltrials.gov?
☐ Yes ☐ No
· If yes, provide the registration #: Click or tap here to enter text.
· If no, provide explanation: Click or tap here to enter text.

	IRB TIP 

	Generally, studies must be registered with clinicaltrials.gov if:
· They involve drugs, devices, or biologics that are regulated by the Food & Drug Administration, OR
· They are federally funded and meet the definition of a clinical trial, OR
· There is a plan to publish the results in a medical journal and the study meets the International Committee of Medical Journal Editors (ICMJE) definition of a clinical trial






STUDY PURPOSE, BACKGROUND, AND ENDPOINTS

Describe the purpose of your study. Include a description of your objectives, aims, and/or research question/hypothesis being tested. (500 words or less)

Click or tap here to enter text.
Describe the relevant prior experience and gaps in current knowledge.
Click or tap here to enter text.

Describe any relevant preliminary data.

Click or tap here to enter text.

Provide the scientific or scholarly background for, rationale for, and significance of the research based on the existing literature and how it will add to existing knowledge.

Click or tap here to enter text.

Describe the primary and secondary study endpoints. A study endpoint is the main result the researchers are looking at to answer the study's question.

Click or tap here to enter text.

If applicable, describe any primary or secondary safety endpoints. A safety endpoint is a result that helps researchers determine whether the treatment or intervention causes harmful effects.

Click or tap here to enter text.

PARTICIPANT RECRUITMENT

Describe the recruitment process for the study. Include when, where, and how potential participants will learn about the study and be asked to participate. Explain the strategies and materials that will be used. If a screener will be used to determine participant eligibility, describe that here.

Click or tap here to enter text.

CONSENT PROCESS

Describe the process you will use to obtain informed consent (written, verbal, online, etc.) from participants, including where and when the consent process will occur. If you will obtain consent in different ways for different participant groups or study phases, describe the consent process that you will be using for each participant group or study phase.  Specify if non-English speaking participants will be enrolled. 

Click or tap here to enter text.

STUDY PROCEDURES

Describe and explain the study design.

Click or tap here to enter text.

Provide a description of all research procedures being performed and when they are performed, as well as what data will be collected during the study and how that data will be obtained.

Click or tap here to enter text.

Describe the time commitment of the participants (i.e., number of study visits, length of visits, length of participation in months or years, etc).

Click or tap here to enter text.
Describe procedures being performed to monitor participants for safety, if applicable. 	Comment by Sarah K Clark: Add prompt/instruction/tip box re: non-investigational drugs and devices

Click or tap here to enter text.

	[bookmark: _Hlk224025203]IRB TIP 

	Safety monitoring can be defined as the observations required to minimize threats to the safety and welfare of research participants. In order to monitor safety, the study team must also monitor the data collected, such that an accurate recording of all adverse events and other applicable data elements can be reviewed for safety purposes. This may not be necessary for studies that are not greater than minimal risk.




STUDY POPULATION

Provide the inclusion and exclusion criteria for the study populations that will be targeted for enrollment or data collection. If a screener will be used to determine participant eligibility, describe that here.

Click or tap here to enter text.

Indicate whether you will specifically include or exclude any of the following special populations: 
· Adults unable to consent (e.g., adults with diminished cognitive capacity)
· Individuals who are not yet adults (infants, children, teenagers)
· Pregnant women
· Prisoners
· George Mason University Athletes
· Military

Click or tap here to enter text.

If the study includes any of the populations listed above, describe the measures that will be taken to mitigate associated risks.

Click or tap here to enter text.
 
Enrollment Targets

	How many participants will be screened for potential participation? 
	Enter N/A or a numerical response
	How many participants will be enrolled in the study and undergo the research intervention? 
	Enter a numerical response


 
	IRB TIP 

	Participant screening and enrollment are two distinct processes that go hand in hand. The screening process evaluates potential participants for their eligibility to take part in a study. The enrollment and randomization processes register participants into a clinical trial, assigning them to the appropriate treatment/intervention arm, as applicable.

If your study does not have a screening process, you should enter N/A in the first box.



Will the study utilize secondary data and/or specimens (not collected from the participants described in questions 6.1 - 6.4)? ☐ Yes  ☐ No

If no, skip to section 7.0. If yes, complete the remainder of this section.

Describe the source of the original data/specimens.  Include the following:
· A description of the data/specimens
· A description of the original population
· The original purpose of collection
· Whether they are publicly available

Click or tap here to enter text.

Are the data:
☐ Identifiable
☐ Coded/Anonymized
☐ De-identified

If the data were originally collected under a research study, did the consent form for the original study allow for the use of data by other researchers?
 ☐ Yes ​☐ No ​☐​ N/A, data not collected under a research study 

Will there be a Data Use Agreement or other comparable agreement in place? ​☐ Yes  ​☐​ No   
If yes, upload a copy of the agreement in your RAMP application (Local Site Documents, Other Attachments). 

STUDY LOCATION

List the locations where the research will take place. 

Click or tap here to enter text.

Will this research occur at an external or non-GMU entity?  ☐ Yes  ☐ No

If yes, you may need to provide a site authorization or permission document if the research is taking place in an external or non-GMU location.


HIPAA AND HEALTH INFORMATION

Will any part of this research be conducted within, recruit participants through, access records from, or use data maintained by any of the following GMU healthcare components?

☐ Student Health Services (SHS)
☐ College of Health and Human Services (CHHS) MAP Clinics
☐ Center for Psychological Services
☐ Occupational Health and Well-Being
☐ Frank Pettrone Center for Sports Performance
☐ None of the above

Will this study access, collect, create, receive, use, or disclose identifiable health-related information?

Examples may include:
· Medical or health records
· Information obtained from healthcare providers, healthcare organizations, or health plans
· Diagnoses, treatments, medications, or counseling records
· Physical or mental health assessments
· Laboratory tests, imaging, clinical evaluations, or other health-related data collected as part of the research

☐ Yes
☐ No

If yes, briefly describe the health-related information involved and how it will be obtained or generated. 

Click or tap here to enter text.

Will researchers have access to health-related information that can identify an individual?  If you will access or collect any of the 18 HIPAA identifiers, select “yes”.

☐ Yes
☐ No

If yes, briefly describe the information that will be accessed:

Click or tap here to enter text.

<<If you answered all the above as either “None of the above” or “No”, skip the remainder of this section and move to section 9.0.  Otherwise, continue to the next question.>>  

Will participants provide permission for researchers to access or use their identifiable health information?

☐ Yes: Describe how permission will be obtained
Click or tap here to enter text.

☐ No: Explain why obtaining permission is not feasible or appropriate for this study
Click or tap here to enter text.

Will medical or health records be reviewed to identify or recruit potential participants?

☐ Yes: Describe how participants will be identified and contacted
Click or tap here to enter text.

☐ No

Describe how health information will be obtained, used, protected, and shared as part of this research. Include any plans to remove identifiers or limit access to identifiable information.

Click or tap here to enter text.

INVESTIGATIONAL DRUG/BIOLOGICS

Will participants be asked to take, receive, inhale, ingest, inject, apply, or otherwise be administered any of the following as part of the research?

	☐ Prescription medications
	☐ Herbal products or botanicals

	☐ Over-the-counter medications
	☐ Probiotics

	☐ Dietary supplements
	☐ Vitamins

	☐ Investigational products
	☐ Other substances intended to affect the body

	☐ None of the above <<If “None of the above”, skip to section 10.0>>



Why are participants receiving the product? (Select all that apply.)

 	☐ To evaluate the product's safety, effectiveness, performance, tolerability, or effects
☐ To determine whether the product affects a physical, physiological, psychological, or health-related outcome
☐ To prevent, diagnose, treat, manage, or mitigate a disease, condition, or symptom
☐ The product is being used only as a research tool or study procedure and is not the focus of the research
☐ Other (describe): Click or tap here to enter text.

Are the results of this study intended to support the development, validation, commercialization, regulatory review, or future marketing of the product?
☐ Yes
☐ No

Identify all drugs, supplements, vitamins, herbal products, biologics, probiotics, or other substances that will be administered as part of the study.

For each product, provide:
· Name of product
· Manufacturer (if known)
· Dosage
· Route of administration
· Frequency and duration of administration

Click or tap here to enter text.

Describe any health-related, physiological, psychological, or behavioral outcomes that will be evaluated in relation to the product.

Examples include Disease symptoms; Treatment effects; Physical performance; Cognitive performance; Mood; Sleep; Biological markers; Laboratory values

Click or tap here to enter text.

Is the product legally marketed or commercially available in the United States?
☐ Yes
☐ No

If yes, will the product be used in this study in a manner different from its ordinary or intended use?

Examples may include Different dose; Different population; Different route of administration; Different duration of use; Different purpose

☐ Yes: Describe the differences. Click or tap here to enter text.
☐ No
☐ N/A

Describe how the product will be obtained, stored, secured, tracked, dispensed, and disposed of, as applicable.

Click or tap here to enter text.

Does an Investigational New Drug (IND) application exist for this study? 
☐ Yes: 
· Provide the IND number. Click or tap here to enter text.
· Identify the IND sponsor. Click or tap here to enter text.
☐ No: Explain why the study team believes an IND is not required. Click or tap here to enter text.

Does the investigator hold the IND (i.e., the investigator is also serving as the study sponsor)? ☐ Yes  ☐ No  ☐ N/A, No IND required

Upload in RAMP all available documents relevant to the drug, biologic, dietary supplement, or other study product, including product information, labeling, safety information, FDA correspondence, IND documentation (if applicable), and any materials that will assist the IRB in assessing the regulatory status and use of the product in this research.

INVESTIGATIONAL DEVICES
**Note: This section is specific to investigational devices.  All non-investigational devices (i.e., those that are used as part of the study but are not the object of the investigation should be described in the Procedures section 5.0.

Is this study testing, developing, validating, modifying, comparing, or collecting data about the safety, performance, effectiveness, accuracy, usability, or intended use of a device, wearable technology, software application, or diagnostic tool?
☐ Yes
☐ No

Are the results of this study intended to support the development, validation, commercialization, regulatory review, or future marketing of a device, software application, diagnostic tool, or other technology?
☐ Yes
☐ No

<<If the answer to any of the above is Yes or Unsure, complete the remainder of this section. Otherwise, skip to section 11.0.>>

Provide a description of the device, including the device name, manufacturer, and type (e.g., MRI, fitness tracker, software, etc.). Include this information for any device being evaluated in the study, including both FDA-approved and non-approved devices.

Click or tap here to enter text.

Has the device, software application, wearable technology, diagnostic tool, or other technology received authorization from the U.S. Food and Drug Administration (FDA) for its intended use?
☐ Yes
☐ No

If yes, describe: 
· The product's intended use
· How it will be used in this study
· Any differences between the intended use and the proposed research use

Click or tap here to enter text.

Where or from whom is the device being obtained? 

Click or tap here to enter text.

Describe the plan for storage, control, and administration of the device.

Click or tap here to enter text.

IDE Exemption

· Are ALL the following TRUE? The device product and/or the testing… 
· Is noninvasive, and
· Does not require an invasive sampling procedure that presents significant risk (e.g., a biopsy for research purposes), and
· Does not by design or intention introduce energy into a subject (e.g., sound, light, magnetism, radiation, biofields), and
· Is not used as a diagnostic procedure without confirmation of the diagnosis by another, medically established diagnostic product or procedure

☐ Yes  ☐ No 

<<If No, complete the remainder of this section. Otherwise, skip to section 11.0.>>

Does the investigator hold the IDE (i.e., the investigator is also serving as the study sponsor)? 
☐ Yes
	☐ No: State who holds the IDE. Click or tap here to enter text.

Device Risk Assessment

The risk assessment is based on the proposed use of a device product on a protocol, and not on the device product alone. Identify device product hazards and potential risks associated with exposure to those hazards. Consider the likelihood (probability) of the risk as well as the consequences and severity of the risk. Consider the potential harm caused by any device product related procedures as well as the device. 

Respond to each of the following: 

· Is the device product an implant? ☐ Yes  ☐ No 
· Will the device product be used to support or sustain human life?
☐ Yes  ☐ No
· Will the device product be used to diagnose, cure, mitigate, or treat disease, or otherwise prevent impairment of human health?
☐ Yes  ☐ No
· Does the device product present a potential for serious risk to the participant?
☐ Yes
☐ No, please explain and discuss the risks of the proposed use of the device product(s) in this protocol. This assessment should be specific to the device product, AND should explain how the device product does not meet the definition of serious risk outlined below: 

Click or tap here to enter text.

	IRB TIP

	Serious Risk:  Any risk associated with the device product that adversely affects the health or safety of a participant that could be life-threatening, or cause death, hospitalization, disability or permanent damage, congenital anomaly/birth defect, or require a medical / surgical intervention to prevent permanent impairment or damage, or any other serious medical event that may adversely affect the safety or welfare of subjects.



Upload in RAMP all available documentation relevant to the device, wearable technology, software application, diagnostic tool, or other technology used in the study, including product information, technical specifications, safety information, regulatory documentation, and any materials that will assist the IRB in assessing the technology and its proposed use in the research.

RISKS AND BENEFITS

Describe the reasonably foreseeable risks, discomforts, hazards, or inconveniences related to the participant's participation in the research. Describe the likelihood that each of the risks will occur.

Click or tap here to enter text.

Describe the known or anticipated risks associated with investigational product(s) and/or study procedures and explain how participants will be monitored for adverse events, side effects, or unexpected reactions. Include any criteria for discontinuing administration of the product to individual participants.

Click or tap here to enter text.

If applicable, indicate which procedures may have risks to the subjects that are currently unforeseeable.

Click or tap here to enter text.

If applicable, indicate which procedures may have risks to an embryo or fetus should the subject be or become pregnant.

Click or tap here to enter text.

Describe any benefits related to the research. Do not include incentives or compensation as a benefit. If there are no direct benefits for participants, state that here.

Click or tap here to enter text.

	[bookmark: _Hlk224026186]IRB TIP

	When describing the risks and benefits of research participation, you only need to include those that are related to the study procedures themselves, as opposed to risks and benefits related to non-research related factors.

For example, let’s consider a study in which researchers will ask soccer players to wear a heart monitor watch to collect heart rate and oxygen level data during regular soccer practice. Your protocol should describe the risks related to the data collection procedures because they are directly related to study participation.  You do not need to describe risks related to soccer practice because the players would participate in the practice regardless of study participation.



COMPENSATION FOR RESEARCH-RELATED INJURY

If the research involves more than Minimal Risk to subjects, describe the available compensation in the event of research related injury.

Click or tap here to enter text.

	IRB TIP

	Minimal Risk to participants means that the probability and magnitude of harm or discomfort anticipated in the research are not greater than those ordinarily encountered in daily life or during the performance of routine physical and psychological examinations or tests and that confidentiality is adequately protected.


Provide a copy of contract language, if any, relevant to compensation for research-related injury.

Click or tap here to enter text.

PARTICIPANT COST & COMPENSATION

Describe any costs that subjects may be responsible for because of participation in the research.  

Click or tap here to enter text.

Describe any compensation that will be provided to participants. This includes any item of value given to participants to compensate them for their time and effort (e.g., cash, gift cards, course credit, swag, etc.). Address following information as applicable:
· Describe the specific form(s) of compensation (e.g., cash, gift card, course credit, etc.)
· When and how will the compensation be provided
· Whether partial compensation is available if the participant does not complete the study

Click or tap here to enter text.

[bookmark: _Hlk174365769]PERSONALLY IDENTIFIABLE INFORMATION

Complete the table below. If you have a data collection document or spreadsheet that includes the variables you will collect, it should be provided as a Word or PDF document with your RAMP submission.

	Identify all personally identifiable information (PII) or protected health information (PHI) you will receive, collect, or record even if you plan to anonymize the data or specimens.
Check any applicable boxes.

	☐ None
	☐ IP addresses

	☐ Names
	☐ Dates of birth

	☐ Email addresses
	☐ Zip Codes

	☐ Phone numbers
	☐ Social security numbers

	☐ Medical record numbers
	☐ Student or employee numbers

	☐ PHI
	☐ Web URL

	☐ Voice/Video Recordings

	☐ Identifiable photos


	☐ Other; Describe: Click or tap here to enter text.




PARTICIPANT PRIVACY AND CONFIDENTIALITY

Describe the plan for protecting participant privacy. Privacy refers to a person’s desire to control the access of others to themselves. Some examples may include conducting the research in a private room or limiting the collection of sensitive information to the minimum necessary to achieve the aims of the research.

Click or tap here to enter text.

Describe the plan for ensuring data confidentiality, including data storage and retention. Discuss:
· Where and how the data will be stored (specific servers, encryption, password protection, individuals with access). 
· The plan for data retention after the study has been completed. Note: data must be kept a minimum of 5 years (or 6 years for studies involving HIPAA regulated PHI) after study completion or as required by study sponsor. 

Click or tap here to enter text.

☐ Check here to confirm that data will be maintained and stored in accordance with George Mason’s Data Classification and Storage Policy. 

	IRB TIP

	As a reminder, be sure to upload all additional materials supporting your protocol to their corresponding locations in the ‘Local Site Documents’ in RAMP. 

This may include, but is not limited to:
· Data collection instruments
· Letters of support/permission
· Debriefing forms
· Data use agreements
· Conflict of Interest (COI) management plans
· Data security plans
· Recruitment materials (i.e., flyers, social media posts, etc.)
· Consent forms/information sheets
· Resources
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