[bookmark: _Hlk26892989]PRINCIPAL INVESTIGATOR:	
STUDY TITLE:	
STUDY SITE:

Cohort: 	Identify the cohort or sub-study (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. 


You are being asked to take part in a study that is being conducted at many places. If you decide to participate in the study, you will be participating at the National Institutes of Health (NIH). To be seen at the NIH, you must be taking part in a study or being considered for participation in a study.
Insert this language before the Overview and Key Information section if this consent is seeking parental permission for participation of a child(ren)and this is not in the master consent: 
[bookmark: _Hlk536713231]If the individual being asked to participate in this research study is a minor, the term “you” refers to “you and/or your child” throughout the remainder of this document.
Insert this language before the Overview and Key Information section if this study is approved to include adults with impaired decision-making capacity and this is not in the master consent: 
[bookmark: _Hlk32309834][bookmark: _Hlk32308870]If the individual being asked to participate in this research study is not able to give consent to be in this study, you are being asked to give permission for this person as their decision-maker. The term “you” refers to you as the decision-maker and/or the individual being asked to participate in this research, throughout the remainder of this document. 
Insert this language if HIV testing is performed under the consent and it is not in the master consent. Do not use if HIV testing is performed only on a separate screening protocol.
[bookmark: _Hlk32311763]As part of this study, we will test you for infection with HIV, the virus that causes AIDS. If you are infected with HIV, you will not be able to take part in this study. We will tell you what the results mean, how to find care, how to avoid infecting others, how we report HIV infections, and the importance of informing your partners at possible risk because of your HIV infection.
If the master consent has a section where you insert who to contact for questions/issues at the NIH CC site, insert the appropriate contact information, but do not replace their paragraph with ours.  If the master consent does not have such a section, then you may use the full paragraph below. 
[bookmark: _Hlk22561248]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.
If this study is being conducted in the Clinical Center, include the text below.   If the CTEP consent already contains language about the future use of biospecimens and data, do not add.
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. 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.  

[bookmark: _Hlk26954534]GDS language, if not already contained in the model consent (note if we are protocol authors, it should be in the model consent), should be added for local review. The CTEP consent should already have its own GDS language e.g., “Some of your genetic and health information may be placed in central databases that may be public, along with information from many other people. Information that could directly identify you will not be included.” or in newer protocols “Some of your genetic and health information may be placed in central databases for researchers to use.  The databases will not include your name or contact information.” However, our GDS administrator will not approve our consents for sensitive populations without more specific language.  If you receive a sensitive determination, please replace the CTEP language with the following:
[bookmark: _Hlk29372995]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.
Add the following to CTEP language on the topic of cost: 
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. 
For all protocols, insert the applicable language regarding compensation: 
Will you receive compensation for participation in the study?
Some NIH Clinical Center studies offer compensation for participation in research. The amount of compensation, if any, is guided by NIH policies and guidelines.
NIH required language when compensation is given: 
If you are unable to finish the study, you will receive [insert specifics of compensation] for the parts you completed.  
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. 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.
NIH required language when no compensation is given: 
You will not receive compensation for participation in this study. 
Will you receive reimbursement or direct payment by NIH as part of your participation?
[bookmark: _Hlk526856157]Some NIH Clinical Center studies offer reimbursement or payment for travel, lodging or meals while participating in the research. The amount, if any, is guided by NIH policies and guidelines. 
[bookmark: _Hlk26954255]Use if reimbursement is received
[bookmark: _Hlk5788603]The NCI Center for Cancer Research (CCR) will cover some or all of your travel expenses related to participation in this study. This may include direct payments or reimbursements for expenses related to transportation, lodging, and meals. The amount and form of these payments are determined by the NCI Travel and Lodging Reimbursement Policy. We will give you a copy of this policy.

NIH required language if travel, lodging and meals will not be provided:
This study does not offer reimbursement for, or payment of, travel, lodging or meals.
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.
NIH required language if research is happening at the NIH Clinical Center. Alternative language will be needed if working at a different site:

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.
NIH policy requires disclosure of certain information for conflict of interest in covered protocols only. The local context committee requested that all COI language be placed directly above the CIRB signature block. 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 joint study with 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. 
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Add only the appropriate sections beneath the CTEP signature block
	[bookmark: _GoBack]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 (as applicable)
	
	Print Name of Parent/Guardian
	
	Date

	

	Assent: (Use this section only when this process is approved by an IRB for older minors. Do not use if an IRB requires a separate assent form for this population.)
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: (as applicable)

	
	
	
	
	

	Signature of Minor
	
	Print Name of Minor
	
	Date

	Witness to the oral short-form consent process only: This section is only required if you are doing the oral short-consent process and this English consent form has been approved by the IRB for use as the basis of translation.

Witness:

	
	
	
	
	

	Signature of Witness*
	
	Print Name of Witness
	
	Date

	
	
	
	
	

	
	
	
	
	

	

	[bookmark: lastpage]*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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