NIH INFORMED CONSENT TEMPLATE FOR USE AT THE NIH CLINICAL CENTER
Version 8: 12-01-2020
Mandatory use for protocols approved on or after January 21, 2019

GENERAL INSTRUCTIONS FOR USE OF THIS TEMPLATE
This template must be used for studies conducted at the NIH Clinical Center. The template comprises NIH required language, document headers, document footers, and section headings, as well as optional section headings and instructional language, and is consistent with NIH policies and the revised Common Rule (rCR).

Definitions for terms used in this document:
Pre-2018 Common Rule/pre-2018 requirements:  The version of the Common Rule (45 CFR 46) initially promulgated in 1991, amended 2005, and that applies to NIH studies initiated before January 21, 2019, or if transitioned to the 2018 requirements by an IRB.
Revised Common Rule (rCR) requirements:  The revised Common Rule initially published in the Federal Register on January 19, 2017 and further amended by an interim final rule published on January 22, 2018 and the final rule published on June 19, 2018 with a general compliance date of January 21, 2019 for studies initiated on or after that date.
rCR Template:  This template must be used to obtain informed consent for NIH protocols receiving initial IRB approval on or after January 21, 2019 when informed consent documentation is required (unless a short form is approved by the IRB, in which case, if approved by the IRB, the long-form may be used as the basis of translation). 

Notable changes to the Required Elements for a consent document to be in compliance with rCR:
All informed consent documents for new protocols approved on or after January 21, 2019 must include, in addition to the pre-2018 requirements and NIH policy requirements:
· A Key Information section;
· Research collecting identifiable private information and/or identifiable biospecimens must state that either:
· Collected samples/data may be de-identified and used for future research or be given to another investigator for future research without consent
OR
· Collected samples/data will not be used or distributed for future research even if de-identified.
· New additional elements of consent that should also be included when applicable:
· Statement that biospecimens, even if de-identified, may be used for commercial profit, and whether/if that profit will be shared.
· For research involving biospecimens, whether the research will or might include whole genome or exome sequencing. 
· Statement regarding whether clinically relevant research results will be given to the participant and under what conditions.

The existing (pre-2018 requirements) 8 required elements of informed consent are unchanged.
Required NIH Language: 
· Changes to required language cannot be made without clearance from the Office of Human Subjects Research Protections (OHSRP) and the NIH Office of the General Counsel (OGC). 
· Required NIH language that is colored in blue in this template may not be altered. Leave it in blue when you submit to the IRB.  
· Note that in this version the language regarding the storage of specimens/data for future use and sharing is now in blue.  If you are conducting your study in the United States, do not alter this language. For studies conducted internationally, you may alter it as appropriate to the study where the study is being conducted.
· The document header and footer may not be revised except for areas demarcated with bracketed indicators []; these bracketed sections must be updated prior to finalization of the document by the investigator or the Institutional Review Board (IRB).
Section Headings: 
· 12-point, Times New Roman is the preferred font. Use one font throughout the document.
· All section headings are required unless the section heading is highlighted (e.g., (As applicable)).
· Additional section headings and content may be added at the discretion of the investigator and the IRB. 
· Remove (As applicable) from the optional section headings if using the optional section; remove the entire optional section heading if not using the optional section. 
Other text:
· 12-point, Times New Roman is the preferred font. Use one font throughout the document. Text should be justified or aligned left. Larger font size may be used for visually-impaired populations.
· Italicized or bolded font may be used to emphasize certain information. Bullets and other spacing are encouraged to facilitate readability.
· Ensure that incorrect, instructional, and non-applicable language is removed from the body of the consent form prior to review by the IRB. 
· Bracketed fields must be replaced with required information (e.g., [NAME] should be replaced with the Principal Investigator’s name)
· Italicized, and/or highlighted instructional language below should be removed and replaced with the consent language.
· Language that is in regular black font is not required NIH language but is standard consent language that the NIH IRB would like to be used in all consent documents as applicable.
· Fields highlighted in yellow require an action and must be finalized prior to review by the IRB. 
Signature Page: 
· Please keep only the signature blocks that are applicable to your study.  Delete the blocks which are not applicable.
· If your study is enrolling people over the age of 18, or the consent will also be used to consent minors when they reach the age of 18, keep the “Adult Research Participant” block.
· If your study allows for enrollment of cognitively impaired adult subjects or would allow cognitively impaired subjects to remain on study should they lose capacity after enrollment, keep the “Legally Authorized Representative” block. 
· If your study is enrolling minors, keep the “Parent/Guardian of a Minor Participant” block.
· If your study is enrolling older minors, and you do not have a separate assent form for minors to sign and are using this form as the assent, then keep the “Assent” block. 
· ALWAYS leave the “Investigator” block.
· Include the “Witness to the oral short-form consent process only” block if there are no eligibility restrictions in the protocol based on language that would prohibit enrollment of the participant. Otherwise, remove this block.
 

Reading Level and Proof Reading:
· The preferred reading level is 8th grade or lower if possible. 
· [bookmark: _Hlk39570570]Proofread, and spell check the final clean document.  Please ensure:
· No section headings are separated from the section text across page breaks 
· There are no blank pages
· The cohort title is clear
· The document (#) = OPS assigned number (e.g. 1) is included in the footer
· Version date is updated in the footer
· Signature blocks are accurate
· Pagination is correct
Nomenclature for clean document(s):  
[IRB# Number]. [OPS assigned footer (#)][Cohort name] Clean Consent [Version Date]
 For example:  20C0021.1 Standard Clean Consent 14JAN2020
20C0021.2 Healthy Volunteer Clean Consent 14JAN2020
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Remove this instructional coversheet prior to submitting the final draft of your consent.
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PRINCIPAL INVESTIGATOR:  
STUDY TITLE:
STUDY SITE:	
[bookmark: _Hlk499618129][bookmark: _Hlk1733306]Cohort: Identify the cohort (e.g. healthy volunteer, normal control, affected patient, etc.) 
Consent Version:  Consents should be versioned using the date of the last revision. Each time the consent is revised, you must update the version date. Use this space to specify the version date. 
	
WHO DO YOU CONTACT ABOUT THIS STUDY? 
[Include the PI and study coordinator’s names, phone numbers and email addresses]
KEY INFORMATION ABOUT THIS RESEARCH 
	[Required NIH language. This language should remain at the top of this section]: 
This consent form describes a research study and is designed to help you decide if you would like to be a part of the research study.  
You are being asked to take part in a research study at the National Institutes of Health (NIH). This section provides the information we believe is most helpful and important to you in making your decision about participating in this study. Additional information that may help you decide can be found in other sections of the document. Taking part in research at the NIH is your choice.
This Key Information section is meant to provide prospective participants with information that will help them decide whether or not they want to participate in this study. It is not meant to cover the entire contents of the consent in a shorter format or contain all the standard elements of consent. The organization of the information should be designed to facilitate understanding and decision-making by the participant. You should consider the particular participant population being recruited and what may be important from their perspective regarding their typical goals and values, including specifically about this type of research and the details of this study. 
Helpful things to consider include what this population frequently asks about during the consent process for this type of study, what they are most interested in during participation, and what are the common concerns expressed. Please review OHSRP’s Common Rule Bulletin# 1: Informed Consent Requirements – “Key Information”, Common Rule Bulletin #4 - Reasonable Person Standard and Informed Consent and the Office for Human Research Protections (OHRP) Revised Common Rule Q and As on Informed Consent document for more information, helpful tips, and example language.
The Key Information section should be concise, limited to no more than 3 pages. It may be presented in a variety of formats and should be clearly distinct from the rest of the consent. Information presented in the Key Information section may be repeated in the body of the consent if doing so will facilitate participant understanding. However, it is not necessary to repeat everything found here in the body of the consent.


The remaining document will now describe the research study in more detail.  This information should be considered before you make your choice. Members of the study team will talk with you about the information in this document. Some people have personal, religious, or ethical beliefs that may limit the kinds of medical or research interventions in which they would want to participate. Take the time you need to ask any questions and discuss this study with NIH staff, and with your family, friends, and personal health care providers.
[Use this language if this consent is seeking parental permission for participation of a child:] If the individual being enrolled is a minor then the term “you” refers to “you and/or your child” throughout the remainder of this document.
[Use this language if this study is approved to include adults with impaired decision-making capacity:] If the individual being asked to participate in this research study is not able to give consent for themselves, you, as the Legally Authorized Representative, will be their decision-maker and you are being asked to give permission for this person to be in this study. For the remainder of this document, the term “you” refers to you as the decision-maker and/or the individual being asked to participate in this research. 
IT IS YOUR CHOICE TO TAKE PART IN THE STUDY
You may choose not to take part in this study for any reason. If you join this study, you may change your mind and stop participating in the study at any time and for any reason. In either case, you will not lose any benefits to which you are otherwise entitled. However, to be seen at the NIH, you must be taking part in a study or are being considered for a study. If you do choose to leave the study, please inform your study team to ensure a safe withdrawal from the research.  
WHY IS THIS STUDY BEING DONE?
[If procedures are described in the key information section, they may be repeated in this section if it will facilitate participant understanding]
The purpose of this research study is [general description of the project – what is being investigated, what is the hypothesis, what knowledge or information is being sought and why]
We are asking you to join this research study because you [complete this sentence by describing why the person reading the consent is a possible participant for your project.  For example, …have been diagnosed with lung cancer, …are a jogger, …are a healthy adult, etc.]
If an investigational drug or device is being used, add: [Name of drug/device] is considered investigational, which means that it has not been approved by the U.S. Food and Drug Administration (FDA) to treat [X condition]. If the drug or device is approved by the FDA but is being used outside of the FDA approved indications, then also add:  However, the use of [Name of drug/device] is approved to treat [X indication]. We are testing it in this research study to see [complete this sentence by describing why it is being used. For example, ... we want to compare this to the standard treatment for [X], etc.).]  
WHAT WILL HAPPEN DURING THE STUDY?
If you decide to take part in this study, you will be asked to [Include the following in your description:
· Describe in plain language (i.e., lay terms), step-by-step what will be done or required of the research participant. Include language if a screening consent that the subject may not be eligible or selected to participate in the primary study. 
· Be concise; use short sentences and short paragraphs. Bullet points are okay.
· Clearly identify all procedures that are part of your planned research, and do not give specific details about any which are standard of care. 
· If there is randomization, explain this clearly.
· Identify if inpatient hospitalization is required.
· If communication by email between study team and participant is intended (i.e., sending and receiving email), indicate in this section. 
· All study procedures should be listed in the consent form. If there are multiple steps, use subheadings, bullets, tables, pictures, etc. Include where the study procedures will take place. 
· If different procedures will take place at different locations, specify accordingly.
Inform subjects about research involving biospecimens, whether the research will (if known) or might include whole genome sequencing (i.e., sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen).
HOW LONG WILL THE STUDY TAKE?
If you agree to take part in this study, your involvement is expected to last for [Include the following in your description: 
· Length of time for one participant’s participation,  
· If the study involves more than one visit or contact, provide:
· total number, or range, of visits, 
· approximate length of time for each visit (this can be a range such as “Visits will range from 4-8 hours in length” or with upper limits noted as in “Visits usually take about 3 hours, but will take no longer than 8 hours”), and 
· if appropriate, length of time in between each visit  
· If the study involves long-term follow-up, remember to include how long the participant will be followed, even if follow-up is based solely on clinical chart information with no direct participant contact. 
Note: This information should be described here only if more information is needed beyond what has been stated in the Key Information section above.
HOW MANY PEOPLE WILL PARTICIPATE IN THIS STUDY?
Include the approximate number of subjects to be included in the study at the NIH. You may also include information about the number of participants expected to enroll study wide, if a multisite study.
We plan to have approximately [accrual ceiling #] people participate in this study at the NIH. 
Include if applicable: Up to [total at other sites] people might also participate at other study sites.
WHAT ARE THE RISKS AND DISCOMFORTS OF BEING IN THE STUDY?
For each research procedure or intervention, describe the reasonably foreseeable risks or discomforts, both immediate and long-term. Risks that were described in the Key Information section may be repeated for clarity and to assure that the subject has a complete understanding of all risks of participation. Include both physical harms that may occur, as well as non-physical harms such as psychological, emotional, legal, economic, and privacy or confidentiality issues.
Risk information should be organized by the intervention with which it is associated. For example, risks of each drug should be listed together, but distinct from risks from other drugs.
If death is a foreseeable outcome from the risks of any study intervention, this should be stated by including a statement such as: “Some risks described in this consent document, if severe, may cause death.”
Physical risks should be described both in terms of magnitude and likelihood. This information may be presented in either a bulleted or table format. 
[Pregnancy-If the study involves an intervention that may have a negative or unknown impact on a fetus include the following language, as applicable]
What are the risks related to pregnancy? (if applicable)
[People Capable of Becoming Pregnant]
If you are able to become pregnant, we will ask you to have a pregnancy test before starting this study. You must use effective birth control methods and try not to become pregnant while participating in this study. If you become pregnant, there may be unknown risks to the fetus or unborn child, or risks that we did not anticipate. There may be long-term effects of the treatment being studied that could increase the risk of harm to a fetus. You must tell the study doctor if your birth control method fails while you are in the study. If you think or know you have become pregnant while participating in this research study, please contact the study team as soon as possible. If you plan to become pregnant in the future, please discuss with the study team how long you need to wait before becoming pregnant after completing the study.
[Possible Drug/Device Effects on Sperm]
If you are a sexually active person with a partner able to become pregnant, it is important that your partner not become pregnant during your participation in this study. There may be unknown risks to a fetus or risks we did not anticipate. You and your partner must agree to use birth control if you want to take part in this study. If you think your partner has become pregnant during your participation in this study, please contact the study team as soon as possible.  If you and your partner plan for your partner to become pregnant after your participation in this study, please discuss this with the study team.
[bookmark: _Hlk535331221]What are the risks of radiation from being in the study? (if applicable)
Insert the required radiation safety language (refer to the “consent library” for approved language).
[Radiation Exposure in People Capable of Becoming Pregnant if not addressed elsewhere in the consent]
You may not participate in this study if you are pregnant. If you are able to become pregnant, we will perform a pregnancy test before exposing you to radiation. You must tell us if you may have become pregnant within the previous 14 days because the pregnancy test is unreliable during that time.
WHAT ARE THE BENEFITS OF BEING IN THE STUDY?
You must choose one of the following two (2) statements:
You will not benefit from being in this study.
          --- OR ---
You might not benefit from being in this study. However, the potential benefit to you might be [Provide accurate information as to the likelihood of benefit if known. Do not make any claims that any investigational drug has been shown to be effective to treat the disease or condition. If the likelihood of benefit is very low this should be stated.  Note that compensation is not a benefit and should not be described here; do not include payment for participation or tests performed as part of the study as a potential benefit.]
Are there any potential benefits to others that might result from the study?
In the future, other people might benefit from this study because [Describe why others might reasonably be expected to benefit in the future, e.g., in terms of the knowledge that will be gained. Be brief, but as specific as you can about the future benefits regarding the condition/population.] 
WHAT OTHER OPTIONS ARE THERE FOR YOU?
[Note: investigational drugs/products/devices being tested in a study are not treatment/therapy, they are research. This section should include information about alternatives to the research if any, including FDA-approved treatments for the condition under study.]
Before you decide whether or not to be in this study, we will discuss other options that are available to you. Instead of being in this study, you could [List the alternative treatments or procedures. If the participant can receive the same study treatment or therapy without being in the research, that must be disclosed.] 
DISCUSSION OF FINDINGS
New information about the study
If we find out any new information that may affect your choice to participate in this study, we will get in touch with you to explain what we have learned. This may be information we have learned while doing this study here at the NIH or information we have learned from other scientists doing similar research in other places.
Return of research results
Your plan for returning clinically relevant research results, including individual results if applicable, to participants should be described in this section. This includes primary research results as well as secondary or incidental findings.  You should also include the plan for returning the outcome of the study analysis to participants, if applicable.
If you do not plan to return any results, that should be stated.
If you are planning on returning results, you must have a return of results plan incorporated into your study protocol and it must be reviewed by the IRB.
For sample language, please refer to the “consent library”.
EARLY WITHDRAWAL FROM THE STUDY 
Describe the circumstances under which the participant's participation may be terminated by the investigator without regard to the subject's consent. State whether the participant should be monitored for safety reasons and for how long, even if withdrawn from the research intervention. 

STORAGE, SHARING AND FUTURE RESEARCH USING YOUR SPECIMENS AND DATA
Will your specimens or data be saved for use in other research studies?
If you might use specimens/data for future research, you must include the following language:
As part of this study, we are obtaining specimens and data from you. We will remove all the identifiers, such as your name, date of birth, address, or medical record number and label your specimens and data with a code so that you cannot easily be identified. However, the code will be linked through a key to information that can identify you. We plan to store and use these specimens and data for studies other than the ones described in this consent form that are going on right now, as well as studies that may be conducted in the future. These studies may provide additional information that will be helpful in understanding [disease/condition], or other diseases or conditions. This could include studies to develop other research tests, treatments, drugs, or devices, that may lead to the development of a commercial product by the NIH and/or its research or commercial partners. There are no plans to provide financial compensation to you if this happens. Also, it is unlikely that we will learn anything from these studies that may directly benefit you.
I give permission for my coded specimens and data to be stored and used for future research as described above.

_____ Yes	_____ No
Initials		Initials
[bookmark: _Hlk19462990]
Will your specimens or data be shared for use in other research studies?
If you might share specimens/data with other researchers for future research, you must include the following language:
We may share your coded specimens and data with other researchers.  If we do, while we will maintain the code key, we will not share it, so the other researchers will not be able to identify you.  They may be doing research in areas that are similar to this study or in other unrelated areas. These researchers may be at NIH, other research centers and institutions, or commercial entities.
I give permission for my coded specimens and data to be shared with other researchers and used by these researchers for future research as described above.

_____ Yes 	_____ No
Initials		Initials

You must include the following paragraph to describe how subjects can withdraw their specimens/data:
If you change your mind and do not want us to store and use your specimens and data for future research, you should contact the research team member identified at the top of this document. We will do our best to comply with your request but cannot guarantee that we will always be able to destroy your specimens and data. For example, if some research with your specimens and data has already been completed, the information from that research may still be used. Also, for example, if the specimens and data have been shared already with other researchers, it might not be possible to withdraw them. 
In addition to the above sections, one of the two following paragraphs must be included to satisfy a required regulatory element of consent.
If you might anonymize the specimens and data and use or share them, include the following language: 
In addition to the planned use and sharing described above, we might remove all identifiers and codes from your specimens and data and use or share them with other researchers for future research at the NIH or other places.  When we or the other researchers access your anonymized data, there will be no way to link the specimens or data back to you.  We will not contact you to ask your permission or otherwise inform you before we do this.  We might do this even if you answered "no" to the above questions.  If we do this, we would not be able to remove your specimens or data to prevent their use in future research studies, even if you asked, because we will not be able to tell which are your specimens or data.
OR 
If you will never use or share any anonymized specimens or data include the following language: 
(NOTE: If you include this language, you are prohibited from ever using or sharing the specimens or data except as explicitly described in this consent document.  If your subjects' data will be available in CRIS and therefore will go into BTRIS or if your protocol involves generating large-scale genomic data which must be shared in a repository, you must NOT include this paragraph below.)
We will not anonymize (remove identifiers and de-link them from a code key) your specimens and data and use or share them with other researchers for future research at the NIH or other places.
If the subjects’ data is being entered into CRIS, they will also be available in BTRIS; you must therefore include the following paragraph:
NIH policies require that your clinical and other study data be placed in an internal NIH database that is accessible to other NIH researchers for future research. Usually, these researchers will not have access to any of your identifiers, such as your name, date of birth, address, or medical record number; and your data will be labeled with only a code. We cannot offer you a choice of whether your data to be placed in this database or not.  If you do not wish to have your data placed in this database, you should not enroll in this study.  
Will your genomic data be shared outside of this study? (if applicable)
If your protocol involves generating large-scale genetic/genomic data (including whole genome or exome sequencing) that must be deposited into dbGaP or a similar repository, include the following language, as applicable, based on the genomic data sharing plan: 
If the genomic data will be available in a database through controlled access, you must include the following paragraph:
As part of this research study, we will put your genomic data in a large database for broad sharing with the research community. These databases are commonly called data repositories. The information in this database will include but is not limited to genetic information, race and ethnicity, and sex.  If your individual data are placed in one of these repositories, they will be labeled with a code and not with your name or other information that could be used to easily identify you, and only qualified researchers will be able to access them. These researchers must receive prior approval from individuals or committees with authority to determine whether these researchers can access the data.
OR
If the genomic data will be available in a database as open access, you must include the following paragraph:
As part of this study, we will put your genomic data in a large database which will be freely available to the public. These databases are commonly called data repositories. These data are intended for other researchers to use and learn from but anyone can gain access to them, including law enforcement. The information in this database will include but is not limited to genetic information, race, ethnicity and sex.  If your individual data are placed in one of these repositories, they will be labeled with a code and not with your name or other information that could be used to easily identify you.  This information when combined with information from other public sources could be used to identify you, though we believe it is unlikely that this will happen.

Unless the protocol’s genomic summary results have been determined to be “sensitive”, you must also include the following paragraph: 
Summary information about all of the participants included in this study (including you) is being placed in a database and will be available through open access. That means that researchers and non-researchers will be able to access summary information about all the participants included in the study, or summary information combined from multiple studies, without applying for permission. The risk of anyone identifying you with this information is very low.
For any protocol which involves the deposition of genomic data into a database per the GDS policy, you must include the following paragraph:
NIH policies require that genomic data be placed in a repository for sharing. Therefore, we cannot offer you a choice of whether your data will be shared.  If you do not wish to have your data placed in a repository, you should not enroll in this study.  
How long will your specimens and data be stored by the NIH?
Your specimens and data may be stored by the NIH [describe time period, e.g., possibly indefinitely, for no longer than XX months/years]. 
Risks of storage and sharing of specimens and data
When we store your specimens and data, we take precautions to protect your information from others that should not have access to it. When we share your specimens and data, we will do everything we can to protect your identity, for example, when appropriate, we remove information that can identify you. Even with the safeguards we put in place, we cannot guarantee that your identity will never become known or someone may gain unauthorized access to your information. New methods may be created in the future that could make it possible to re-identify your specimens and data.
[bookmark: _Hlk57730381]PAYMENT
Will you receive any type of payment for taking part in this study?
NIH required language when no payment is given: 
You will not receive any payment for taking part in this study. 
  OR
State here whether this study offers payment (e.g., check payments, gift cards, or other items) for participation. If payment is offered, state the type, amount and timing that is being provided for this specific protocol. Also specify how much is going to the parent and how much is going to the subject if the subject is a minor. See the Policy 302 for instructions regarding listing payments to subjects and parents and for prorating payments.
Example language:
Parents will be paid $XXXX for their time and effort.
Children/participants will be paid $XXXX for their time and effort. 
If you receive payment using a bankcard, the bank will have access to identifiable information. The bank will not have access to any medical information.
NIH required language when payment is given: 
If you are unable to finish the study, you will receive [insert specifics of payment] for the parts you completed.  If you have unpaid debt to the federal government, please be aware that some or all of your compensation may be automatically reduced to repay that debt on your behalf.
NOTE: If payment to an individual could equal or exceed $600 (not including reimbursement for parking, meals, etc. based on receipts) in a calendar year, include the following statement. 
With few exceptions, study compensation is considered taxable income that is reportable to the Internal Revenue Service (IRS). A “Form 1099-Other Income” will be sent to you if your total payments for research participation are $600 or more in a calendar year. 

REIMBURSEMENT
Will you receive reimbursement or direct payment by NIH as part of your participation?
[bookmark: _Hlk526856157]If NIH will cover any of the costs for travel, lodging or meals, state what will and will not be provided, e.g. travel to and from the Clinical Center within the U.S., lodging and meals. For more information, see MAS 08-1(rev.) ‘Reimbursement of Travel and Subsistence Expenses for NIH Clinical Research Protocol Participants”. State whether this will be paid to the participant as a reimbursement or paid by the NIH directly.
[bookmark: _Hlk51067759]Example language (Delete the reference to parents when not applicable): 
Parents and participants will be reimbursed a total of $XXXX for hotel, travel, meals. Receipts must be provided for all expenses. 
OR 
(for flat rate reimbursement use the following) Parents and participants will be reimbursed a total per diem of $XXXX to offset the costs of meals and incidentals (for example, cab fare).
(Include only if applicable) If your travel to the NIH Clinical Center (e.g. flight, hotel) is arranged and paid for by the NIH, the agency making the reservations and their representatives will have access to your identifiable information.
NIH required language if travel, lodging and meals will not be provided:
This study does not offer reimbursement for parents and participants, or payment of, hotel, travel, or meals. 
COSTS
Will taking part in this research study cost you anything? 
NIH does not bill health insurance companies or participants for any research or related clinical care that you receive at the NIH Clinical Center. 
In addition to the NIH required language, state if there are any costs of participation that a participant might incur. Some examples include when there are outpatient costs of participation that they would pay out of pocket.  
CONFLICT OF INTEREST (COI) (INSERT THIS SECTION FOR COVERED PROTOCOLS ONLY)
[bookmark: _Hlk1733620]NIH policy requires disclosure of certain information.  Use the appropriate section(s) below for your study.  For all covered protocols, use this first paragraph.
The NIH reviews NIH staff researchers at least yearly for conflicts of interest.  This process is detailed in a COI Guide.  You may ask your research team for a copy of the COI Guide or for more information.  Members of the research team who do not work for NIH are expected to follow these guidelines or the guidelines of their home institution, but they do not need to report their personal finances to the NIH.

For protocols where there are none of the agreements listed below, also add this language:

No NIH investigator involved in this study receives payments or other benefits from any company whose drug, product or device is being tested.
For protocols where technology licenses (including patents) are involved, the following language must be used:
The NIH and the research team for this study have developed [a drug/ an imaging agent/a device] being used in this study. This means it is possible that the results of this study could lead to payments to NIH. By law, the government is required to share such payments with the employee inventors. You will not receive any money from the development of [Name of drug/imaging agent/device].
For protocols that are associated with a CRADA, the following language must be used: 
The NIH and the research team for this study are using [a drug/ an imaging agent/a device] developed by [company name] through a collaboration between your study team and the company. The company also provides financial support for this study.
For protocols for which there is a clinical trial agreement (CTA), the use one of the following statements:
If there are NO non-NIH investigators: 
 [Company name] is providing [the drug/device] for this study to NIH without charge. No NIH employee involved in this study receives any payment or other benefits from [Company name].
OR, if there are non-NIH investigators:
[Company name] is providing [the drug/device] for this study to NIH without charge. No NIH investigator involved in this study receives payments or other benefits from any company whose drug, product or device is being tested. However, there are some research partners not associated with the NIH working on this study who may receive payments or benefits, limited by the rules of their workplace. 
CLINICAL TRIAL REGISTRATION and RESULTS REPORTING 
Use this Clinical Trial Registration statement if the study is being registered on clinicaltrials.gov.:   
A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law. This Web site will not include information that can identify you. At most, the Web site will include a summary of the results. You can search this Web site at any time.
CONFIDENTIALITY PROTECTIONS PROVIDED IN THIS STUDY  
Provide a statement describing the extent, if any, to which confidentiality of records identifying the participant will be maintained by the study team. Please consult your IC Privacy Coordinator if you plan to collect social security numbers from your research participants for purposes of compensation. If you are collecting social security numbers, this should be disclosed. Inform participants if they can withhold their social security numbers and still participate in the research, however they may not be able to receive compensation if they do so. 
Will your medical information be kept private? (tailor this section per tech transfer agreement)
[bookmark: _Hlk1566466]Inform subjects if you will be sending their data or materials to any partners or collaborators for this research. Include the first 2 bullets for all protocols and the second two bullets as applicable to your study:
We will do our best to make sure that the personal information in your medical record will be kept private.  However, we cannot guarantee total privacy.  Organizations that may look at and/or copy your medical records for research, quality assurance, and data analysis include:
· The NIH and other government agencies, like the Food and Drug Administration (FDA), which are involved in keeping research safe for people.
· National Institutes of Health Intramural Institutional Review Board
· The study Sponsor (insert sponsor name) or their agent(s) (add this only if different from manufacturer)
· Qualified representatives from (insert manufacturer), the pharmaceutical company who produces (insert product name).

The researchers conducting this study and the NIH follow applicable laws and policies to keep your identifying information private to the extent possible.  However, there is always a chance that, despite our best efforts, your identity and/or information about your participation in this research may be inadvertently released or improperly accessed by unauthorized persons.
In most cases, the NIH will not release any identifiable information collected about you without your written permission.  However, your information may be shared as described in the section of this document on sharing of specimens and data, and as further outlined in the following sections.  
Further, the information collected for this study is protected by NIH under a Certificate of Confidentiality and the Privacy Act. 
Certificate of Confidentiality
To help us protect your privacy, the NIH Intramural Program has received a Certificate of Confidentiality (Certificate). With this certificate, researchers may not release or use data or information about you except in certain circumstances.  
NIH researchers must not share information that may identify you in any federal, state, or local civil, criminal, administrative, legislative, or other proceedings, for example, if requested by a court.  
The Certificate does not protect your information when it:  
1. is disclosed to people connected with the research, for example, information may be used for auditing or program evaluation internally by the NIH; or 
2. is required to be disclosed by Federal, State, or local laws, for example, when information must be disclosed to meet the legal requirements of the federal Food and Drug Administration (FDA); 
3. is for other research;
4. is disclosed with your consent. 
The Certificate does not prevent you from voluntarily releasing information about yourself or your involvement in this research. 
The Certificate will not be used to prevent disclosure to state or local authorities of harm to self or others including, for example, child abuse and neglect, and by signing below you consent to those disclosures. Other permissions for release may be made by signing NIH forms, such as the Notice and Acknowledgement of Information Practices consent.
Privacy Act
The Federal Privacy Act generally protects the confidentiality of your NIH medical information that we collect under the authority of the Public Health Service Act.  In some cases, the Privacy Act protections differ from the Certificate of Confidentiality.  For example, sometimes the Privacy Act allows release of information from your record without your permission, for example, if it is requested by Congress. Information may also be released for certain research purposes with due consideration and protection, to those engaged by the agency for research purposes, to certain federal and state agencies, for HIV partner notification, for infectious disease or abuse or neglect reporting,  to tumor registries, for quality assessment and medical audits, or when the NIH is involved in a lawsuit.  However, NIH will only release information from your medical record if it is permitted by both the Certificate of Confidentiality and the Privacy Act.
Policy Regarding Research-Related Injuries  
The NIH Clinical Center will provide short-term medical care for any injury resulting from your participation in research here. In general, no long-term medical care or financial compensation for research-related injuries will be provided by the NIH, the NIH Clinical Center, or the Federal Government. However, you have the right to pursue legal remedy if you believe that your injury justifies such action.
Problems or Questions
If you have any problems or questions about this study, or about your rights as a research participant, or about any research-related injury, contact the Principal Investigator, [Name],[Email address],[Telephone number]. Other researchers you may call are: [Name], at [Telephone number]. You may also call the NIH Clinical Center Patient Representative at 301-496-2626, or the NIH Office of IRB Operations at 301-402-3713, if you have a research-related complaint or concern.
Consent Document 
Please keep a copy of this document in case you want to read it again.
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CC ICF template v. 12.01.20
	Adult Research Participant: I have read the explanation about this study and have been given the opportunity to discuss it and to ask questions. I consent to participate in this study.

	
	
	
	
	

	Signature of Research Participant
	
	Print Name of Research Participant
	
	Date

	

	Legally Authorized Representative (LAR) for an Adult Unable to Consent: I have read the explanation about this study and have been given the opportunity to discuss it and to ask questions. I am legally authorized to make research decisions on behalf of the adult participant unable to consent and have the authority to provide consent to this study. As applicable, the information in the above consent was described to the adult participant unable to consent who agrees to participate in the study.

	
	
	
	
	

	Signature of LAR
	
	Print Name of LAR
	
	Date

	

	Parent/Guardian of a Minor Participant: I have read the explanation about this study and have been given the opportunity to discuss it and to ask questions. I give permission for my child to take part in this study.

	
	
	
	
	

	Signature of Parent/Guardian
	
	Print Name of Parent/Guardian
	
	Date

	

	
	
	
	
	

	Signature of Parent/Guardian
	
	Print Name of Parent/Guardian
	
	Date

	

	Assent: I have had this study explained to me in a way that I understand, I have been given the opportunity to discuss it, and I have had the chance to ask questions. I agree to take part in this study.

	Assent of Minor: 

	
	
	
	
	

	Signature of Minor
	
	Print Name of Minor
	
	Date

	Investigator:

	


	
	
	
	

	Signature of Investigator
	
	Print Name of Investigator

	
	Date


	Witness to the oral short-form consent process only: 



	
	
	
	
	

	Signature of Witness*
	
	Print Name of Witness
	
	Date

	
	
	
	
	

	

	*NIH ADMINISTRATIVE SECTION TO BE COMPLETED REGARDING THE USE OF AN INTERPRETER:

	

	
	An interpreter, or other individual, who speaks English and the participant’s preferred language facilitated

	the administration of informed consent and served as a witness. The investigator obtaining consent may not also serve as the witness.

	
	
	
	
	

	
	An interpreter, or other individual, who speaks English and the participant’s preferred language facilitated

	the administration of informed consent but did not serve as a witness. The name or ID code of the person 

	providing interpretive support is:
	
	.
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