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, numbers and email addresses]

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). Members of the study team will talk with you about the information described 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 needed to ask any questions and discuss this study with NIH staff, and with your family, friends, and personal health care providers. Taking part in research at the NIH is your choice.
[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?
Insert the headers and content from your previously approved consent here. Please remove any sections that are addressed elsewhere in this template.  Note you may need to update your existing consent to include previously missing sections if applicable (e.g. Conflict of Interest, risks of radiation). Refer to the post rCR consent template for language.  
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.  
REIMBURSEMENT
Will you receive reimbursement or direct payment by NIH as part of your participation?
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 NIDA within the U.S., lodging and meals. 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).
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. 
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.  
CLINICAL TRIAL REGISTRATION and RESULTS REPORTING (as Applicable)
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 records 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 medical 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 NIDA will provide short-term medical care for any physical 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, NIDA, 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 Dr. Karran Phillips, NIDA Clinical Director at 443-740-2360, or the NIDA Participant Representative at 443-740-2393, 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.

	MEDICAL RECORD
	CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY



	CONSENT TO PARTICIPATE IN AN NIH CLINICAL RESEARCH STUDY




	PATIENT IDENTIFICATION
	Consent to Participate in a Clinical Research Study
NIH-2977 (4-17)
P.A.: 09-25-0099
File in Section 4: Protocol Consent
Approved for use through [XX/XX/XXXX]
Protocol Number: [NIH PROTOCOL ID]
Page 3 of 15



	ARC NUMBER
	Consent to Participate in a Clinical Research Study
Version Date: XX/XX/XXXX
Page 17 of 7




NIDA pre rCR ICF template v. 12.01.2020
	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: 


[bookmark: _GoBack]

	
	
	
	
	

	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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