OHRP Checklist for Informed Consent

http://ohrp.osophs.dhhs.gov/humansubjects/assurance/consentckls.htm
§46.116 - Informed Consent Checklist - Basic and Additional Elements 

	 
	A statement that the study involves research

	 
	An explanation of the purposes of the research

	 
	The expected duration of the subject's participation

	 
	A description of the procedures to be followed

	 
	Identification of any procedures which are experimental

	 
	A description of any reasonably foreseeable risks or discomforts to the subject

	 
	A description of any benefits to the subject or to others which may reasonably be expected from the research

	 
	A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject

	 
	A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained

	 
	For research involving more than minimal risk, an explanation as to whether any compensation, and an explanation as to whether any medical treatments are available, if injury occurs and, if so, what they consist of, or where further information may be obtained

	( ) Research Qs
	An explanation of whom to contact for answers to pertinent questions about the research and research subjects' rights, and whom to contact in the event of a research-related injury to the subject

	( ) Rights Qs
	

	( ) Injury Qs
	

	 
	A statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and the subject may discontinue participation at any time without penalty or loss of benefits, to which the subject is otherwise entitled

	Additional elements, as appropriate

	 
	A statement that the particular treatment or procedure may involve risks to the subject (or to the embryo or fetus, if the subject is or may become pregnant), which are currently unforeseeable

	 
	Anticipated circumstances under which the subject's participation may be terminated by the investigator without regard to the subject's consent

	 
	Any additional costs to the subject that may result from participation in the research

	 
	The consequences of a subject's decision to withdraw from the research and procedures for orderly termination of participation by the subject

	 
	A statement that significant new findings developed during the course of the research, which may relate to the subject's willingness to continue participation, will be provided to the subject

	 
	The approximate number of subjects involved in the study




§46.117 Documentation of Informed Consent Checklist 
	a. Except as provided in paragraph "c" of this section, informed consent shall be documented by the use of a written consent form approved by the IRB, and signed by the subject or the subject's legally authorized representative. A copy shall be given to the person signing the form.

	WRITTEN
	The consent form may be either of the following:

1. A written consent document that embodies the elements of informed consent required by §46.116. This form may be read to the subject or the subject's legally authorized representative, but in any event, the investigator should give either the subject or the representative adequate opportunity to read it before it is signed.

	DONE ORALLY
	2. A short form written consent document, stating that the elements of informed consent required by §46.116 have been presented orally to the subject or the subject's legally authorized representative. When this method is used, there shall be a witness to the oral presentation. Also, the IRB shall approve a written summary of what is to be said to the subject or the representative. Only the short form itself is to be signed by the subject or the representative. However, the witness shall sign both the short form and a copy of the summary, and the person actually obtaining consent shall sign a copy of the summary. A copy of the summary shall be given to the subject or the representative, in addition to a copy of the short form.

	WAIVER of req't for signed form
	c. An IRB may waive the requirement for the investigator to obtain a signed consent form for some or all subjects, if it finds either:

1. That the only record linking the subject and the research would be the consent document, and the principal risk would be potential harm resulting from a breach of confidentiality. Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject's wishes will govern; or

2. That the research presents no more than minimal risk of harm to subjects, and involves no procedures, for which written consent is normally required outside of the research context. 

In cases in which the documentation requirement is waived, the IRB may require the investigator to provide subjects with a written statement regarding the research.


IRB Latitude to Approve a Consent Procedure that Alters or Waives some or all of the Elements of Consent
§ 46.116 - An IRB may approve a consent procedure, which does not include, or which alters, some or all of the elements of informed consent set forth in this section, or waive the requirements to obtain informed consent, provided the IRB finds and documents that: 

	 
	C: 1.The research or demonstration project is to be conducted by, or subject to the approval of, state or local government officials, and is designed to study, evaluate, or otherwise examine: (i) public benefit or service programs; (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs; and

	 
	C: 2.The research could not practicably be carried out without the waiver or alteration.

	 
	D: 1. The research involves no more than minimal risk to the subjects;

	 
	D: 2.The waiver or alteration will not adversely affect the rights and welfare of the subjects;

	 
	D: 3.The research could not practicably be carried out without the waiver or alteration; and

	 
	D: 4.Whenever appropriate, the subjects will be provided with additional pertinent information after participation.


	Special Requirements - 45 CFR 46 Subpart D - Additional DHHS Protections for Children Involved as Subjects in Research

	Assent/
Waiver
	The IRB shall determine that adequate provisions are made for soliciting the assent of the children, when in the judgment of the IRB the children are capable of providing assent. If the IRB determines that the capability of some or all of the children is so limited that they cannot reasonably be consulted, or that the intervention or procedure involved in the research holds out a prospect of direct benefit that is important to the health or well-being of the children, and is available only in the context of the research, the assent of the children is not a necessary condition for proceeding with the research. Even where the IRB determines that the subjects are capable of assenting, the IRB may still waive the assent requirement under circumstances, in which consent may be waived in accord with §46.116 of Subpart A.

	Parents
	The IRB may find that the permission of one parent is sufficient for research to be conducted under §46.404 or §46.405.

	 
	Where research is covered by §46.406 and §46.407, and permission is to be obtained from parents, both parents must give their permission, unless one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child.

	 
	If the IRB determines that a research protocol is designed for conditions or for a subject population, for which parental or guardian permission is not a reasonable requirement to protect the subjects (for example, neglected or abused children), it may waive the consent requirements in Subpart A of this part and paragraph (b) of this section, provided an appropriate mechanism for protecting the children who will participate as subjects in the research is substituted, and provided further that the waiver is not inconsistent with Federal, state or local law.


09/30/98 
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OHRP Tips on Informed Consent

http://ohrp.osophs.dhhs.gov/humansubjects/guidance/ictips.htm

Office for Protection from Research Risks
TIPS ON INFORMED CONSENT 


The process of obtaining informed consent must comply with the requirements of 45 CFR 46.116. The documentation of informed consent must comply with 45 CFR 46.117. The following comments may help in the development of an approach and proposed language by investigators for obtaining consent and its approval by IRBs:

· Informed consent is a process, not just a form. Information must be presented to enable persons to voluntarily decide whether or not to participate as a research subject. It is a fundamental mechanism to ensure respect for persons through provision of thoughtful consent for a voluntary act. The procedures used in obtaining informed consent should be designed to educate the subject population in terms that they can understand. Therefore, informed consent language and its documentation (especially explanation of the study's purpose, duration, experimental procedures, alternatives, risks, and benefits) must be written in "lay language", (i.e. understandable to the people being asked to participate). The written presentation of information is used to document the basis for consent and for the subjects' future reference. The consent document should be revised when deficiencies are noted or when additional information will improve the consent process. 

· Use of the first person (e.g., "I understand that ...") can be interpreted as suggestive, may be relied upon as a substitute for sufficient factual information, and can constitute coercive influence over a subject. Use of scientific jargon and legalese is not appropriate. Think of the document primarily as a teaching tool not as a legal instrument. 

· Describe the overall experience that will be encountered. Explain the research activity, how it is experimental (e.g., a new drug, extra tests, separate research records, or nonstandard means of management, such as flipping a coin for random assignment or other design issues). Inform the human subjects of the reasonably foreseeable harms, discomforts, inconvenience and risks that are associated with the research activity. If additional risks are identified during the course of the research, the consent process and documentation will require revisions to inform subjects as they are recontacted or newly contacted. 

· Describe the benefits that subjects may reasonably expect to encounter. There may be none other than a sense of helping the public at large. If payment is given to defray the incurred expense for participation, it must not be coercive in amount or method of distribution. 

· Describe any alternatives to participating in the research project. For example, in drug studies the medication(s) may be available through their family doctor or clinic without the need to volunteer for the research activity. 

· The regulations insist that the subjects be told the extent to which their personally identifiable private information will be held in confidence. For example, some studies require disclosure of information to other parties. Some studies inherently are in need of a Certificate of Confidentiality which protects the investigator from involuntary release (e.g.,subpoena) of the names or other identifying characteristics of research subjects. The IRB will determine the level of adequate requirements for confidentiality in light of its mandate to ensure minimization of risk and determination that the residual risks warrant involvement of subjects. 

· If research-related injury (i.e. physical, psychological, social, financial, or otherwise) is possible in research that is more than minimal risk (see 45 CFR 46.102[g]), an explanation must be given of whatever voluntary compensation and treatment will be provided. Note that the regulations do not limit injury to "physical injury". This is a common misinterpretation. 

· The regulations prohibit waiving or appearing to waive any legal rights of subjects. Therefore, for example, consent language must be carefully selected that deals with what the institution is voluntarily willing to do under circumstances, such as providing for compensation beyond the provision of immediate or therapeutic intervention in response to a research-related injury. In short, subjects should not be given the impression that they have agreed to and are without recourse to seek satisfaction beyond the institution's voluntarily chosen limits. 

· The regulations provide for the identification of contact persons who would be knowledgeable to answer questions of subjects about the research, rights as a research subject, and research-related injuries. These three areas must be explicitly stated and addressed in the consent process and documentation. Furthermore, a single person is not likely to be appropriate to answer questions in all areas. This is because of potential conflicts of interest or the appearance of such. Questions about the research are frequently best answered by the investigator(s). However, questions about the rights of research subjects or research-related injuries (where applicable) may best be referred to those not on the research team. These questions could be addressed to the IRB, an ombudsman, an ethics committee, or other informed administrative body. Therefore, each consent document can be expected to have at least two names with local telephone numbers for contacts to answer questions in these specified areas. 

· The statement regarding voluntary participation and the right to withdraw at any time can be taken almost verbatim from the regulations (45 CFR 46.116[a][8]). It is important not to overlook the need to point out that no penalty or loss of benefits will occur as a result of both not participating or withdrawing at any time. It is equally important to alert potential subjects to any foreseeable consequences to them should they unilaterally withdraw while dependent on some intervention to maintain normal function. 

· Don't forget to ensure provision for appropriate additional requirements which concern consent. Some of these requirements can be found in sections 46.116(b), 46.205(a)(2), 46.207(b), 46.208(b), 46.209(d), 46.305(a)(5-6), 46.408(c), and 46.409(b). The IRB may impose additional requirements that are not specifically listed in the regulations to ensure that adequate information is presented in accordance with institutional policy and local law. 

Revised 3/16/93
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Sample Information Release Form

http://www.mapnp.org/library/evaluatn/consent.htm
Sample Information Release Form
Assembled by Carter McNamara, PhD | Applies to nonprofits and for-profits unless noted
First-Timers | Library Catalog | Library Home Page | Contact Us | Reprint Permission
Authenticity Consulting Home Page | MAP Home Page
(Also see Research Methods (Basic Business)).
Description
Whenever an evaluator, or researcher, is focusing and reporting on personal information about a research subject, he or she should obtain permission from the subject to do so. The following form can be used as a sample. The final version of the form depends on the nature of the evaluation or research.
Sample Form
I voluntarily agree to participate in the evaluation of the MAP for Nonprofits Leadership Circles program. I understand that this evaluation is being conducted by Carter McNamara, the Program Director, to improve the Circles program and is also the basis of his doctoral dissertation.
I understand that the evaluation methods which may involve me are:
1. the Program Director's recorded observations of my circle and its process and/or
2. my completion of evaluation questionnaire(s) and/or
3. my participation in a 30-60 minute interview.
I grant permission for the interview to be tape recorded and transcribed, and to be used only by Carter McNamara for analysis of interview data. I grant permission for the evaluation data generated from the above methods to be published in an evaluation report to the funder, The McKnight Foundation, and in the dissertation and future publication(s).
I understand that any identifiable information in regard to my name and/or agency name may be listed only in the above-mentioned evaluation report to the funder, that is, this information will not be listed in the dissertation or any future publication(s).



_______________________________________ 
Research Participant 

_______________________________________ 
Date
Tips for Informed Consent (Especially Web based)

http://www.socialpsychology.org/consent.htm
	


	  
	


	


	


	



	
	
	


	


	


	



	
	
	Tips on Informed Consent 
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	One of the most important ethical rules governing research on humans is that participants must give their informed consent before taking part in a study. This web page summarizes the essential elements of informed consent according to: 

· The United States Government 

· The American Psychological Association 

In addition, investigators who have web-based studies with links posted in Social Psychology Network should adhere to additional requirements for web-based studies. 




	United States Government Guidelines
According to the U.S. Office for Human Research Protections (OHRP), the Code of Federal Regulations (CFR) requires that certain information be provided to research subjects before they participate in a study, including: 

· A statement that the study involves research, an explanation of the purposes of the research and the expected duration of the subject's participation, a description of the procedures to be followed, and identification of any procedures which are experimental 

· A description of any reasonably foreseeable risks or discomforts to the subject 

· A description of any benefits to the subject or to others which may reasonably be expected from the research 

· A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject 

· A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained 

· For research involving more than minimal risk, an explanation as to whether there are any treatments or compensation if injury occurs and, if so, what they consist of, or where further information may be obtained (Note: A risk is considered "minimal" when the probability and magnitude of harm or discomfort anticipated in the proposed research are not greater, in and of themselves, than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests) 

· An explanation of whom to contact for answers to pertinent questions about the research and research subjects' rights, and whom to contact in the event of a research-related injury to the subject 

· A statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled 

Note: It is essential that consent forms be written in plain language that research subjects can understand. In addition, the consent form should not contain any exculpatory language. That is, subjects should not be asked to waive (or appear to waive) any of their legal rights, nor should they be asked to release the investigator, sponsor, or institution (or its agents) from liability for negligence. 




	American Psychological Association Guidelines 
According to Sections 3.10, 8.02, and 8.04 of the American Psychological Association's "Ethical Principles of Psychologists and Code of Conduct," there are several essential elements of inform consent. These elements include telling participants clearly about: 

1. the purpose of the research, expected duration, and procedures; 

2. their right to decline to participate and to withdraw from the research once participation has begun; 

3. the foreseeable consequences of declining or withdrawing; 

4. reasonably foreseeable factors that may be expected to influence their willingness to participate such as potential risks, discomfort, or adverse effects; 

5. any prospective research benefits; 

6. limits of confidentiality; 

7. incentives for participation; and 

8. whom to contact for questions about the research and research participants' rights. 

Informed consent also provides an opportunity for prospective participants to ask questions and receive answers. 

In addition, the following guidelines apply to special populations: 

· When psychologists conduct research with clients/patients, students, or subordinates as participants, psychologists take steps to protect the prospective participants from adverse consequences of declining or withdrawing from participation. 

· When research participation is a course requirement or an opportunity for extra credit, the prospective participant is given the choice of equitable alternative activities. 

· For persons who are legally incapable of giving informed consent, psychologists nevertheless (1) provide an appropriate explanation, (2) seek the individual's assent, (3) consider such persons' preferences and best interests, and (4) obtain appropriate permission from a legally authorized person, if such substitute consent is permitted or required by law. 




	Additional SPN Guidelines for Web-Based Studies
In the case of web-based studies that have a link in Social Psychology Network, informed consent can be "documented" by requiring participants to click on a link or image that (1) indicates acceptance of the consent form, and (2) advances participants to an online study web page that is otherwise inaccesible to visitors. The consent form should also clearly identify the institutional review board that approved the study (e.g., the Wesleyan University Instititional Review Board), the name and email address of the principal investigator (or faculty supervisor if the study is a student project), and should include information on who participants can contact if they wish to bring a complaint or get further information (e.g., the name and telephone number of a departmental chairperson). 

In addition, studies linked in Social Psychology Network should not exceed minimal risk (i.e., the level of risk found in daily life) or involve deception, and consent forms should inform participants that responses transmitted over the World Wide Web may not be secure (unless the study is using a secure server with https rather than http). 

To see a consent form that can be used as a template for web-based studies, see Sample Consent Form. 
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	Return to Request a Study Link
Return to Research Methods and Statistics Links 
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Example of a Focus Group Informed Consent Form

http://www.samford.edu/IRB/FocusGrpEx.pdf
Example of a Interview Informed Consent Form

http://www.samford.edu/IRB/InterviewEx.pdf
University of Michigan Example

http://www.irb.umn.edu/consent/

Consent Form

[Insert Title of Study]
You are invited to be in a research study of [Insert general statement about study]. You were selected as a possible participant because [Explain how subject was identified]. We ask that you read this form and ask any questions you may have before agreeing to be in the study.

This study is being conducted by: [Name of PI, department (indicate University affiliation)]
Background Information

The purpose of this study is: [Explain research question and purpose in lay language]
Procedures:

If you agree to be in this study, we would ask you to do the following things:

[Explain tasks and procedures: subjects should be told about video or audio taping, assignment to study groups, length of time for participation, frequency of procedures, etc.]
Risks and Benefits of being in the Study

The study has several risks: First, [Risk]; Second, [Risk] (Risk must be explained, including the likelihood of the risk)
(If there are significant psychological risks to participation, the subject should be told under what conditions the researcher will terminate the study)

The benefits to participation are: [Benefit(s)] (If no benefits, state that fact here.)
Compensation:

You will receive payment: [Include payment or reimbursement information here.] (If subjects receive class points or some other token, include that information here. Explain when disbursement will occur and conditions of payment. For example, if monetary benefits will be prorated due to early withdraw.)
Confidentiality:

The records of this study will be kept private. In any sort of report we might publish, we will not include any information that will make it possible to identify a subject. Research records will be stored securely and only researchers will have access to the records. (If tape recordings or videotapes are made, explain who will have access, if they will be used for education purposes, and when they will be erased.)
Voluntary Nature of the Study:

Participation in this study is voluntary. Your decision whether or not to participate will not affect your current or future relations with the University of Minnesota [or with other cooperating institutions, insert names here]. If you decide to participate, you are free to not answer any question or withdraw at any time with out affecting those relationships. 

Contacts and Questions:

The researchers conducting this study are: [Name of researcher] and [Name of researcher]. You may ask any questions you have now. If you have questions later, you are encouraged to contact them at [Location], [Phone number], [E-mail address]. (If the researcher is a student, include advisor’s name, telephone number and e-mail address here.)
If you have any questions or concerns regarding this study and would like to talk to someone other than the researcher(s), you are encouraged to contact the Research Subjects’ Advocate Line, D528 Mayo, 420 Delaware St. Southeast, Minneapolis, Minnesota 55455; (612) 625-1650.

You will be given a copy of this information to keep for your records.

Statement of Consent:

I have read the above information. I have asked questions and have received answers. I consent to participate in the study.

Signature:_____________________________________________________
Date: __________________

Signature of parent or guardian:________________________________
____
Date: __________________

(If minors are involved)

Signature of Investigator:_________________________________________
Date: __________________

Univ of Tennsesee Consent Form Template
http://research.utk.edu/ora/sections/compliances/humsub/infocon.html
The University of Tennessee

Office of Research
Research Compliance Services
Sample Informed Consent Form
Include or exclude information as applicable.


INFORMED CONSENT FORM
[List title of project here]
You are invited to participate in a research study. The purpose if this study is to ___________.


INFORMATION
List all procedures, preferably in alphabetical order, which will be employed in the study. Point out any that are considered experimental and explain technical and medical terminology.
State the amount of time required of the subject per session and for the total duration of study.
If applicable to your study, list:
Alternative procedures.
The number of participants that will be participating in the research.
Information concerning taping or filming.
A disclaimer for the use of deception.




RISKS
List the foreseeable risks, if any, of each of the procedures to be used in the study, and any measures which will be used to minimize the risks.


EMERGENCY MEDICAL TREATMENT
(if applicable add here)
The University of Tennessee does not "automatically" reimburse subjects for medical claims or other compensation. If physical injury is suffered in the course of research, or for more information, please notify the investigator in charge, (list PI name and phone number).


BENEFITS
List the benefits you anticipate will be achieved from this research, either to the participants, others, or the body of knowledge.


CONFIDENTIALITY
The information in the study records will be kept confidential. Data will be stored securely and will be made available only to persons conducting the study unless you specifically give permission in writing to do otherwise. No reference will be made in oral or written reports which could link you to the study.


COMPENSATION
(if applicable add here)
For participating in this study you will receive ______________. Other ways to earn the same amount of credit or compensation are ________________. If you withdraw from the study prior to its completion, you will receive _________.
__________ Participant's initials (place on the bottom front page of the two-sided consent form)


CONTACT
If you have questions at any time about the study or the procedures, (or you experience adverse effects as a result of participating in this study,) you may contact the researcher, [Name], at [Office Address], and [Office Phone Number]. If you have questions about your rights as a participant, contact the Research Compliance Services section of the Office of Research at (865) 974-3466.


PARTICIPATION
Your participation in this study is voluntary; you may decline to participate without penalty. If you decide to participate, you may withdraw from the study at anytime without penalty and without loss of benefits to which you are otherwise entitled. If you withdraw from the study before data collection is completed, your data will be returned to you or destroyed.


CONSENT
I have read the above information and agree to participate in this study. I have received a copy of this form.
Participant's name (print) ____________________________________
Participant's signature _______________________________________
Date ______________


NOTE TO INVESTIGATORS:
Researchers are urged by the Committee to use the wording in the checklist and follow the format in the sample, unless researcher supported reasons are provided for alternative wording. Use of alternative wording or different format may slow down the review process. The form should be written in second person ("You are invited..."). Use of first person ("I") can be interpreted as suggestive and coercive.
Be sure to follow the directions for preparing the signature lines. Separate forms should be prepared when minors are used; one for the minors and one for the parents.
If your form is more than one page, there should be a line at the bottom of each page for the subject's initials, except for the last page where the signature is obtained.
Be sure to include any elements of informed consent that are appropriate to your study. If they apply to your study, they must be included.
If informed consent form requires more than one page, print the informed consent form front to back.


Web based Informed Consent

http://www.ccnr.net/pat/consform.htm

Informed Consent Form

I agree to take part in the above Monash University research project. I have had the project explained to me, and I have read the Explanatory Statement, which is available from the CCNR website at www.ccnr.net, or from the library where I access the Internet. 

· I understand that agreeing to take part means that I am willing to answer questions about my use of the Internet. 

· I understand that any information I provide is confidential, and that no information that could lead to my identification will be disclosed in any reports on the project, or to any other party. The researchers will do all that they can to protect my anonymity, but I realise that if I choose to converse with other participants, and share personal information, then the researchers will not try (or be able) to prevent that. 

· I understand that my participation is voluntary, that I can choose not to participate in the project, and that I can withdraw at any stage of the project without being penalized or disadvantaged. 

Return to the Public Access Internet 2002 Survey Home Page 
Return to the Informed Consent Form
Go Direct to the Survey
Generic Informed Consent DOE

http://www.science.doe.gov/ober/humsubj/Doe_ic.html
Generic Sample Informed Consent
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RESEARCH SUBJECT INFORMED CONSENT FORM

	Prospective Research Subject: Read this consent form carefully and ask as many questions as you like before you decide whether you want to participate in this research study. You are free to ask questions at any time before, during, or after your participation in this research.


This is a generic sample form to help you address most situations. Please adapt as appropriate for your research protocol and institution. Pending rulemaking for classified human subject research will require additional elements of consent. 

	Project Information 

	Project Title:
	Project Number:

	Site IRB Number:
	Sponsor:

	Principal Investigator:
	Organization: 

	Location:
	Phone:

	Other Investigators: 
	Organization:

	Location
	Phone:


1. PURPOSE OF THIS RESEARCH STUDY

· Include 3-5 sentences written in nontechnical language (8th grade reading level)“You are being asked to participate in a research study designed to...” 
2. PROCEDURES

· Describe procedures: “You will be asked to do...”. 

· Identify any procedures that are experimental/investigational/non-therapeutic. 

· Define expected duration of subject's participation. 

· Indicate type and frequency of monitoring during and after the study. 

3. POSSIBLE RISKS OR DISCOMFORT
· Describe known or possible risks. If unknown, state so. 

· Indicate if there are special risks to women of childbearing age; if relevant, state that study may involve risks that are currently unforeseeable, e.g., to developing fetus 

· If subject's participation will continue over time, state: “any new information developed during the study that may affect your willingness to continue participation will be communicated to you.” 

· If applicable, state that a particular treatment or procedure may involve risks that are currently unforeseeable (to the subject, embryo or fetus, for example.) 

4. OWNERSHIP AND DOCUMENTATION OF SPECIMENS
· Describe ownership, use, disposal, and documentation (identification) procedures for specimens or samples taken for study purposes.

5. POSSIBLE BENEFITS

· Describe any benefits to the subject that may be reasonably expected. If the research is not of direct benefit to the participant, explain possible benefits to others.

6. FINANCIAL CONSIDERATIONS

· Explain any financial compensation involved or state: “There is no financial compensation for your participation in this research.” 

· Describe any additional costs to the subject that might result from participation in this study.

7. AVAILABLE TREATMENT ALTERNATIVES

· If the procedure involves an experimental treatment, indicate whether other non-experimental (conventional) treatments are available and compare the relative risks (if known) of each.

8. AVAILABLE MEDICAL TREATMENT FOR ADVERSE EXPERIENCES

· “This study involves (minimal risk) (greater than minimal risk).” In the event that greater than minimal risk is involved, provide the subject with the following information. 

· If you are injured as a direct result of taking part in this research study, emergency medical care will be provided by [name] medical staff or by transporting you to your personal doctor or medical center. Neither the [your site name] nor the Federal government will be able to provide you with long-term medical treatment or financial compensation except as may be provided through your employers insurance programs or through whatever remedies are normally available at law.

9. CONFIDENTIALITY

· Describe the extent to which confidentiality of records identifying the subject will be maintained. 

“Your identity in this study will be treated as confidential. The results of the study, including laboratory or any other data, may be published for scientific purposes but will not give your name or include any identifiable references to you.” 

“However, any records or data obtained as a result of your participation in this study may be inspected by the sponsor, by any relevant governmental agency (e.g., U.S. Department of Energy), by the(your site name) Institutional Review Board, or by the persons conducting this study, (provided that such inspectors are legally obligated to protect any identifiable information from public disclosure, except where disclosure is otherwise required by law or a court of competent jurisdiction. These records will be kept private in so far as permitted by law.” 

In addition, list steps to protect confidentiality such as codes for identifying data. 

10. TERMINATION OF RESEARCH STUDY

You are free to choose whether or not to participate in this study. There will be no penalty or loss of benefits to which you are otherwise entitled if you choose not to participate. You will be provided with any significant new findings developed during the course of this study that may relate to or influence your willingness to continue participation. In the event you decide to discontinue your participation in the study, 

· These are the potential consequences that may result: (list) 

· Please notify (name, telephone no., etc.) of your decision or follow this procedure (describe), so that your participation can be orderly terminated. 

In addition, your participation in the study may be terminated by the investigator without your consent under the following circumstances. (Describe) It may be necessary for the sponsor of the study to terminate the study without prior notice to, or consent of, the participants in the event that (Describe circumstances, such as loss of funding.) 

11. AVAILABLE SOURCES OF INFORMATION

· Any further questions you have about this study will be answered by the Principal Investigator: 

Name:
Phone Number: 

· Any questions you may have about your rights as a research subject will be answered by: 

Name:
Phone Number: 

· In case of a research-related emergency, call: 

Day Emergency Number:
Night Emergency Number: 

12. . 

13. AUTHORIZATION

I have read and understand this consent form, and I volunteer to participate in this research study. I understand that I will receive a copy of this form. I voluntarily choose to participate, but I understand that my consent does not take away any legal rights in the case of negligence or other legal fault of anyone who is involved in this study. I further understand that nothing in this consent form is intended to replace any applicable Federal, state, or local laws. 
Participant Name (Printed or Typed):
Date: 

Participant Signature:
Date: 

Principal Investigator Signature: 
Date: 

Signature of Person Obtaining Consent:
Date:

Stanford University Consent Form

http://humansubjects.stanford.edu/medical/VASampCons.html

VA SAMPLE CONSENT FORM
NEW HIPAA LANGUAGE IN THIS FONT
DoR, updated 02/04
Click here for VA header and footer 
Other available views:  Rich Text Format (rtf)
	#
	Verbatim or variation

	*
	Must appear verbatim 

	**
	If study falls within FDA jurisdiction


* * * * * * * * * *
*Are you participating in any other research studies? _____ yes _____no
INTRODUCTION TO RESEARCH STUDIES

A research study is designed to answer specific questions, sometimes about a drug or device’s safety and its effectiveness.  Being in a research study is different from being a patient.  When you are a patient, you and your personal doctor have a great deal of freedom in making decisions about your health care.  When you are a research subject, the Protocol Director and the research staff will follow the rules of the research study (protocol) as closely as possible, without compromising your health.

PURPOSE OF RESEARCH 
You are invited to participate in a research study of (state what is being studied).  We hope to learn (state what the study is designed to discover or establish).  You were selected as a possible subject in this study because (state why the subject was selected).

*Your participation in this study is entirely voluntary.

#Your decision whether or not to participate will not prejudice you or your medical care.  If you wish to participate in this study, you must sign this form.If you decide to participate, you are free to withdraw your consent, including your authorization regarding the use and disclosure of your health information, and to discontinue participation at any time without prejudice to you or effect on your medical care.  If you decide to terminate your participation in this study, you should notify (doctor’s name) at (doctor’s telephone number).  
#This research study is looking for (“x”) number of people with (disease or condition) (clarify if enrollment will occur throughout the United States or internationally).  Stanford University expects to enroll (“x”) research study subjects. 

DURATION OF STUDY INVOLVEMENT 

This research study is expected to take approximately (x days, weeks, months, etc.) (e.g., this is a 2 year study; 28 days of active participation by each subject; and 180 days collection of medical information for each subject).

· If there is a washout period, state so and the length of time.
· If there is a follow-up period, state so and the expected length of time.

PROCEDURES

If you choose to participate, Dr. _______ and his/her research study staff will (describe all procedures to be followed.  Consider inserting a chart or calendar; these images can be very helpful to subjects.  Chronological descriptions are also helpful.  Use lay terminology throughout).  Include the following in this section of the consent:

· Clearly identify what is experimental in this study

· State the purpose(s) of the procedures.  Suggestion:  refer to your protocol to assist you in identifying all protocol-related procedures.

· If your protocol uses MRI, insert the required MRI paragraphs.

· If your protocol involves tissue storage for future research, banking, insert the required tissue sampling paragraphs and ensure that you have consistency in the language with respect to linked vs. anonymous sampling.

· If your protocol is a gene transfer protocol, insert the required gene-transfer language.

· State how often each procedure will be done and how long it is expected to take.

· Identify any invasive procedures, where applicable.

· For labs, state what blood will be drawn and the estimated number of cc’s; the total amount of blood should be calculated and presented to the subject in cc’s and in lay terms (e.g. the number of tablespoons of blood drawn).  Clearly state whether blood will be stored for future research or destroyed after it is drawn & analyzed.

· If contraception is recommended, include specifics for both women AND men.   

· If you would like to call subjects about participating in future studies, include the following statement: (We may contact you about future studies that may be of interest to you). 
MRI (Magnetic Resonance Imaging)
This MRI machine uses a strong magnet and radiofrequency magnetic fields to make images of the body interior.  The scanning procedure is very much like an x-ray CT scan.  You will be asked to lie on a long narrow couch for a certain amount of time (state how long) while the machine gathers data.  

During this time you will not be exposed to x-rays, but rather a strong magnetic field and radiofrequency magnetic fields.  You will not feel either.  You will, however, hear repetitive tapping noises that arise from the MR scanner.  We will provide earplugs or headphones that you will be required to wear.  The space within the large magnet in which you lie is somewhat confined, although we have taken many steps to relieve the "claustrophobic" feeling.

RISKS:

Magnetic fields do not cause harmful effects at the levels used in the MRI machine. However, the MR scanner uses a very strong magnet that will attract some metals and affect some electronic devices.  If you have a cardiac pacemaker or any other biomedical device in or on your body, it is very important that you tell the operator/investigator immediately.  As metallic objects may experience a strong attraction to the magnet, it is also very important that you notify the operator of any metal objects (especially surgical clips), devices, or implants that are in or on your body before entering the magnet room.  All such objects must be removed (if possible) before entering the magnet room.  In some cases, having those devices means you should not have an MRI scan performed.  In addition, watches and credit cards should also be removed as these could be damaged. You will be provided a way to secure these items.  If you have any history of head or eye injury involving metal fragments, if you have ever worked in a metal shop, or if you could be pregnant, you should notify the operator/investigator.

(If the study uses parameters that might exceed FDA guidelines for dB/dt and result in peripheral nerve stimulation - please check with your MR facility - add the following:)  There is a possibility that you will experience a localized twitching sensation due to the magnetic field changes during the scan.  This is expected and should not be painful.  (If the study will use contrast media, insert the following)  If you have had a previous reaction to Gadolinium-based contrast agents or a history of severe allergies, please notify the operator/investigator.  

(If you might use any RF coil, device, or software that has not been approved by the Food and Drug Administration - please check with your MR facility - add the following:)  Some of the RF imaging coils, imaging software and devices being used in your scan are not approved by the FDA but are similar to counterparts that have been approved by the FDA.  There is a small risk of heating from the cables associated with these devices.  Please report any heating sensation immediately.  (If you are operating at 3.0T or above, include the following statement: Dizziness or nausea may occur if you move your head rapidly within the magnet).

if you feel discomfort at any time, notify the operator and you can discontinue the exam at anytime.
(The following language is recommended for studies performed at the Lucas Center.  Others might consider similar language if the scan is not a diagnostic study.)  The scans performed in this study are for specific research purposes and are not optimized to find medical abnormalities.  The investigators for this project may not be trained to perform medical diagnosis.  The investigators and Stanford are not responsible for failure to find existing abnormalities with these MRI scans.  However, on occasion the investigator may notice a finding on an MRI scan that seems abnormal.  When this occurs, a physician will be consulted as to whether the findings merits further investigation, in which case the investigator will contact you and your primary care physician and inform you of the finding.  The decision as to whether to proceed with further examination or treatment lies solely with you and your physician.  The investigators, the consulting physician, and Stanford are not responsible for any examination or treatment that you undertake based on these findings,  Because the images collected in this study may not comprise a proper clinical MRI scan, these images will not be made available for diagnostic purposes.

Women of Childbearing Potential
 (The following language is recommended when women of childbearing potential (non-pregnant) will be enrolled in an investigational study.)

If you are a woman who is able to become pregnant, it is expected that you will use an effective method of birth control to prevent exposing a fetus to a potentially dangerous agent with unknown risk.  If you are pregnant or currently breast feeding, you may not participate in this study.  You understand that if you are pregnant, if you become pregnant, or if you are breast-feeding during this study, you or your child may be exposed to an unknown risk [or state specific risk].

To confirm to the extent medically possible that you are not pregnant, you agree [to have a pregnancy test done before beginning this research study] [to begin the study after the onset of your next menstrual period] (choose one).  You must agree to avoid sexual intercourse or use a birth control method judged to be effective by the investigator and which will not interfere with the proposed investigation.  You must accept the risk that pregnancy could still result despite the responsible use of reliable method of birth control.  You agree to notify the investigator as soon as possible of any failure of proper use of your birth control method, or if you become pregnant, either of which may result in your being withdrawn from the study.

TISSUE SAMPLING FOR GENETIC TESTING, OTHER TESTING, OR BANKING FOR FUTURE RESEARCH 
The following language is recommended when samples of tissues, cells, blood, or body fluids (hereafter referred to as tissues) will be taken or banked for use in current or future research.  This includes testing the sample for purposes of collecting genetic or other information.  Investigators should choose the appropriate provisions to be included in their informed consent form and may vary any of the following language as appropriate.

1.  Introduction.  This is a possible introduction if taking a tissue sample constitutes the primary purpose of the protocol.
Research using tissues is an important way to try to understand human disease and/or the role genes play in disease.  You have been given this consent form because the investigators want to include your tissues in a research project, or because they want to save such samples for research.  There are several things you should know before allowing your tissues to be studied: 
2.  Subject Identification.  You will need to indicate whether the sample will be linked to the subject's identification or unlinked and anonymous.
Either – Linked
Your tissues will be stored [under your name or other unique identifier (choose one) (describe measures for security and confidentiality unless included elsewhere in consent)].  Your name or other public identifiers will not be included with any data shared with other investigators.
Or – Unlinked
Once the sample is taken, it will forever be separated or unlinked from your name.  This will protect your identity and preserve anonymity.  However, once you donate the sample, you will not be able to withdraw your tissues from the research project because the samples will not be traceable.
3.  Risks.  If information from genetic or other testing of linked samples will be collected, you will need to indicate the risk of the knowledge to the subject. By genetic research, we mean research that studies the characteristics, genes, gene versions that are transmitted by parents to offspring.  This may include many types of information, such as personal appearance and biochemistry, gene sequences, genetic landmarks, individual and/ or family medical histories, reactions to medication, and responses to treatment.
Disease testing and genetic research raises certain questions about informing you of any results.  Possible risks of knowing results include: anxiety; other psychological distress; and the possibility of insurance and job discrimination.  A possible risk of not knowing includes being unaware of the need for treatment.  These risks can change depending on the results of the research and whether there is a treatment or cure for a particular disease.  Sometimes patients have been required to furnish information from genetic testing for health insurance, life insurance, and/or a job.  Donation of tissues for these research purposes is not genetic testing.  (However, if you are interested in such clinical testing or genetic counseling, you should contact your physician.)
4.  Reporting Results To a Subject.  For linked samples, investigators have the option to promise to share results with the human subject, to decline to share results, or to have the human subject decline to receive the results. Your decision on which option to offer should be made after analyzing the possible circumstances arising under the protocol.

The National Bioethics Advisory Commission recommends that research results only be reported to subjects (1) when they are scientifically valid and confirmed (e.g., performed by a CLIA certified laboratory), (2) when the findings have significant implications for the health of the subject, and (3) when a course of action or treatment is readily available.  On the other hand, results from a non-CLIA laboratory may need to be reported to the subject in order to communicate the need for a test by a CLIA laboratory.  Implications for family members, as well as the subject, may be important.  In addition, even if no current treatment is available, the subject may be able to monitor for future developments.

Additionally, if the research is part of clinical care, then the physician's obligations for the clinical care might require disclosure in some circumstances and inclusion in the medical record.  If an investigator wishes to share results, then the promise to share should be very exact in its detail and its limits.  For example, if the tissue will be stored indefinitely, the investigator probably will not want to promise to report results from research into the future.  Language indicating this type of limitation should always be included when specifying what will be shared with the subject:
You will be told the results of the initial ___ test, but not of any other research tests in the future.
If you do not intend to inform the subject of the test results, then this language could be included:
Even with special precautions, there is no absolute protection against discrimination on the basis of disease or genetic information.  For this reason, the investigator will use the results of this study as research only and not include them in your medical record.  Generally, you will not be told the results, even if there might be some potential benefit to you.
If you intend to allow the human subject to choose whether to receive the test results, then this language could be included:
Please circle [ yes or no ], depending on whether you wish to be told the test results.
5.  Right to Withdraw.  A subject with a linked sample always has the right to withdraw from a study.
You have the right to refuse to allow your tissues to be studied now or saved for future study.  You may withdraw from this study at any time. The investigators might retain the identified samples, e.g., as part of your routine clinical care, but not for additional research.
6.  Completion of Your Research.  The consent form should describe what will happen with the samples after your research is completed.  Normally, the samples should be destroyed.  If you know prospectively that you are not planning on destroying the samples, the consent form should indicate that the samples will be stored or banked for other research use in the future.  If you decide, at the completion of your research, that you want to store or bank samples for other, future research, you must submit a new protocol with a consent form to the IRB for an additional research use of the samples, prior to destruction of the samples.

7.  Family Members.  If the information for linked samples could have implications for family members, you need to indicate whether they will be contacted.
Disease or genetic information from tissue research can sometimes apply to family members.  [EITHER]  The investigator will not provide genetic information about you to your family members, but you may wish to.  [OR]  You (circle one) [consent / withhold consent] for the investigator to provide genetic information about you to your family members.
8.  Follow Up Contacts.  If you will be contacting the subject in the future for any follow up, then you need to consider using some or all of the following language.
Investigators in this study may try to recontact you in the future.  If you are recontacted and want to know what the investigators have learned about your tissue samples, you should understand the following possibilities: 
Information may be too sketchy to give you particular details or consequences.
You may be determined to carry a gene for a particular disease that can be treated. You may be determined to carry a gene for a particular disease for which there is no current treatment.
You carry a gene for a disease and might consider informing relatives that they, too, might carry the gene.  Genetic counselors can help sort out the various options in such a case.
9.  Use in Commercial Development of Products.  If the sample could be used in the development of a new diagnosis or treatment product, you may need to include the following explanation.
Any tissues you have donated which are used in research may result in new products, tests, or discoveries.  In some instances, these may have potential commercial value and may be developed and owned by the Investigators, Stanford University and/or others.  However, donors of tissues do not retain any property rights to the materials.  Therefore, you would not share in any financial benefits from these products, tests, or discoveries.
Gene Transfer Studies  
(If the protocol involves gene transfer the following two items must be included):

The approximate number of people who have previously received the genetic material under the study.

To obtain vital information about the safety and efficacy of gene transfer, at the time of death, no matter what the cause, permission for an autopsy will be requested of your family.  Please advise your family of this request and of its scientific and medical importance.  Neither you nor your family will be liable for any costs associated with the autopsy procedure.

SUBJECT’S RESPONSIBILITIES

You should (Investigator:  choose applicable points; refer to your protocol to ensure subjects know what is expected of them):

· Take the study drug as instructed (if device, explain what is required for study compliance).

· Keep your study appointments.  If it is necessary to miss an appointment, please contact the Protocol Director or research study staff to reschedule as soon as you know you will miss the appointment.

· Tell the Protocol Director or research study staff about any side effects, doctor visits, or hospitalizations that you may have.

· Tell the Protocol Director or research staff if you believe you might be pregnant or gotten your partner pregnant.

· Keep the study drug in a safe place, away from children and for your use only.

· Keep your diaries as instructed.

· Complete your questionnaires as instructed.

· Ask questions as you think of them.

· Tell the Protocol Director or research staff if you change your mind about staying in the study.

· You will have to sign this consent and Authorization form if you want to participate in this research study.

#While participating in this research study, you should not take part in any other research project without approval from all of the Protocol Directors.  This is to protect you from possible injury arising from such things as extra blood drawing, extra x-rays, the possible interaction(s) of research drugs, or other similar hazards.

WITHDRAWAL FROM STUDY

If you first agree to participate and then you change your mind, you are free to withdraw your consent and discontinue your participation at any time.  Your decision will not affect your ability to receive medical care for your disease and you will not lose any benefits to which you would otherwise be entitled. 

Clearly outline the study withdrawal procedures (Suggestion: check your protocol).

If you withdraw from the study, or the study medication is stopped for any reason, 

· add anticipated consequences, if any, of discontinuing the study drug or device. 

· Clearly state the protocol-specific termination procedures.  

· Instruct subjects that they must return all study-related supplies, including unused study drug.

#The Protocol Director may also withdraw you from the study and the study medication may be stopped without your consent for one or more of the following reasons:  (Note to investigator: check your protocol; you may use these reasons and/or add some of your own).
· Failure to follow the instructions of the Protocol Director and/or study staff. 
· The Protocol Director decides that continuing your participation could be harmful to you. 
· Pregnancy (if applicable). 
· You need treatment not allowed in the study. 
· The study is cancelled. 

· Other administrative reasons. 
· *Unanticipated circumstances. 
POSSIBLE RISKS, DISCOMFORTS, AND INCONVENIENCES 
There are risks, discomforts, and inconveniences associated with any research study.  These deserve careful thought.  You should talk with the Protocol Director if you have any questions.

· Describe the discomforts and inconveniences reasonably expected; include the inconvenience of travel.
· If there is a washout period, describe the risks of discontinuing medications.
· Describe any reasonably foreseeable risks-note that if this is a placebo-controlled study, there may exist the risk that the disease/condition may go untreated and the subject’s condition may worsen.
· Include a statement that the particular treatment or procedure may involve risks to the subject, which are currently unforeseeable. 
· Note:  this section should also describe the risks associated with other medications used in study, other procedures done (i.e., venipuncture, concomitant meds, exposure to radiation, etc.).
POTENTIAL BENEFITS
· Describe any benefits that may be reasonably expected (key word-“reasonably”).  If none can be expected, state so.
· After describing any potential benefits, state:  *WE CANNOT AND DO NOT GUARANTEE OR PROMISE THAT YOU WILL RECEIVE ANY BENEFITS FROM THIS STUDY.
ALTERNATIVES
#Describe (in layman’s terms) the known appropriate alternative procedures that might be advantageous to the subject, including their important risks and benefits.

· Any standard treatment that may be withheld must be disclosed. 
· If there is no alternative treatment state: "the alternative is not to participate".
· If there is no alternative other than not participating, (e.g., some cancer research) indicate that there may be alternate palliative treatments that are not curative.
SUBJECT’S RIGHTS
*You should not feel obligated to agree to participate.  Your questions should be answered clearly and to your satisfaction. 

# If you decide not to participate, tell the Protocol Director.  You will still receive care for your disease and will not lose any benefits to which you would otherwise be entitled. 

*You will be told of any important new information that is learned during the course of this research study, which might affect your condition or your willingness to continue participation in this study.

CONFIDENTIALITY
Your identity will be kept as confidential as possible as required by law.  Except as required by law, you will not be identified by name, social security number, address, telephone number, or any other direct personal identifier.  Your research records may be disclosed outside of Stanford, but in this case, you will be identified only by a unique code number.  Information about the code will be kept in a secure location and access limited to research study personnel.  

#The results of this research study may be presented at scientific or medical meetings or published in scientific journals.  However, your identity will not be disclosed. 

*Patient information may be provided to Federal and other regulatory agencies as required.  The Food and Drug Administration (FDA), for example, may inspect research records and learn your identity if this study falls within its jurisdiction.

· **If this study falls within the jurisdiction of the Food and Drug Administration use the following: “The purpose of this research study is to obtain data or information on the safety and effectiveness of (insert name of drug, device, etc.); the results will be provided to the sponsor, the Food and Drug Administration and other federal and regulatory agencies as required.”
USE AND DISCLOSURE OF PROTECTED HEALTH INFORMATION
*USE AND DISCLOSURE OF YOUR MEDICAL INFORMATION
#By signing this form, you are authorizing the use and disclosure of your health information collected in connection with your participation in this research study.  Your information will only be used in accordance with the provisions of this consent form and applicable law.  If you decide to terminate your participation in the study, or if you are removed from the study by the protocol director, you may revoke your authorization, except to the extent that the law allows us to continue using your information.  

What Information Will Be Used or Disclosed?

#Your health information related to this study, including, but not limited to, (List any and all medical information collected from or about the subject in connection with this study.  For example:  blood and other tissue samples and related records, physical examinations, x-rays, MRI’s, etc.) may be used or disclosed in connection with this research study. 

Who May Use or Disclose the Information?

#The following parties are authorized to use and/or disclose your health information in connection with this research study:

· The Protocol Director (Insert Name of PD)

· The Stanford University Administrative Panel on Human Subjects in Medical Research and any other unit of Stanford University as necessary.

(Please list every other class of persons or organization affiliated with Stanford (for example, the research team, the study coordinators, etc.) who might need to use and/or disclose the subject’s information in connection with this study.)  

Who May Receive / Use the Information?

#The parties listed in the preceding paragraph may disclose your health information to the following persons and organizations for their use in connection with this research study:

· The Office for Human Research Protections in the U.S. Department of Health and Human Services

If the study is administered by PAIRE, please add the following:



· The Palo Alto Institute for Research and Education (PAIRE)
(Please list every other class of persons or organization not affiliated with Stanford (for example, collaborators at other institutions, outside data analysts, the National Institutes of Health, the Food and Drug Administration, etc.) to whom the subject’s information might be disclosed. 

*Your information may be redisclosed if the recipients described above are not required by law to protect the privacy of the information.

Expiration
#Your authorization for the use and/or disclosure of your health information will… (Describe the date or event that will trigger the expiration of this authorization; for example, “expire upon completion of the research study” or “continue indefinitely.”)  

When Access to Your Information May Be Limited

#You may not be allowed to see or copy certain information in your medical records collected in connection with your participation in this research study while the research is in progress.

FINANCIAL CONSIDERATIONS
PAYMENT
Clearly state if the subject will be paid for participating in the research study.

· #(Please include the amount of payment, if any, and the schedule of payment).  A statement of any anticipated prorated payments to the subject is required.
· If payment is made in money or gifts, the following statement must be included (verbatim): Legally, you can be paid only if you are a US citizen, a legal resident alien (e.g., possess a "green" card), or have a work eligible visa sponsored by the paying institution. 
· If the patient will not be paid, please use the following statement:  You will not be paid to participate in this research study.
COSTS
Indicate what costs are covered by the Sponsor, insurance, and what costs are the subject’s responsibilities.  Review the contract with the Sponsor if you have questions about what will be paid and what will be the responsibility of the subject.

#  Clearly state the cost of participating in the study.  For Example:    The sponsor will pay for _________ (e.g. list procedures, tests, etc.).   You or your insurance company will be responsible for ________________ (e.g. list procedures, tests, etc.).  

SPONSOR

#Disclose what institution(s) (e.g., NIH) or companies are involved in the study through funding, cooperative research, or by providing study drugs or equipment.  The following generic disclosure is acceptable: (insert name of institution/company) is providing financial support and/or material for this study.  

CONSULTATIVE OR FINANCIAL RELATIONSHIPS

· #(If consultative or financial relationships exist for the Protocol Director and/or any investigators in a study, disclose in a separate paragraph in the consent form the name and precise nature of the relationship). 

Examples: 

Dr. W is a paid consultant to the company sponsoring this study. 

Dr. X is a paid consultant, paid member of the Advisory Board, and receives payment for lectures from the company sponsoring this study.

Dr. Y is an unpaid consultant to the company sponsoring this study.

Dr. Z is a founder of the company, has stock in the company, and is a paid consultant to the company sponsoring this study.
CONTACT INFORMATION 

· If you need to change your appointment, please contact (name) at (phone number).
· *If you have any questions about this research study, its procedures, risks and benefits, or alternative courses of treatment, you should ask the Protocol Director.  You may contact him/her at (insert name and phone number of PD). If you have any additional questions later, (insert name and phone number of PD) will be happy to answer them.
· *If you think you have experienced a research-related injury call (insert name and phone number of the PD).
·  If you have any questions about your rights as a research subject, you may contact the Administrative Panel on Human Subjects in Medical Research at (650) 723-5244.
*All forms of medical diagnosis and treatment -- whether routine or experimental -- involve some risk of injury. Should you be injured as a result of participation in this research project which has been approved by a VA Research and Development Committee and conducted under the supervision of one or more VA employees, VA will provide you free medical care for those injuries pursuant to 38 C.F.R. 17.85.  This section applies to both Veteran and non-veteran research subjects.  You will not be afforded medical care for:  (1) treatment for injuries due to noncompliance by you with study procedures, or (2) research conducted for VA under a contract with an individual or a non-VA institution.  

*If you are a Veteran, 38 U.S.C.A. § 1151, may provide you with dependency and indemnity compensation for a qualifying additional disability or a qualifying death in the same manner as if such additional disability or death were service-connected.  A disability or death is a qualifying additional disability or qualifying death if the disability or death was not the result of your willful misconduct and was caused by hospital care, medical or surgical treatment, or examination furnished to you and the proximate cause of the disability or death was either;  (a) carelessness, negligence, lack of proper skill, error in judgment, or similar instance of fault on the part of the Department in furnishing the hospital care, medical or surgical treatment, or examination; or (b) an event not reasonably foreseeable.  For further information, contact the V.A. Regional Counsel at (415) 750-2288.

*You do not waive any liability rights for personal injury by signing this form.  If you feel that the above remedies for your injuries are not sufficient, and irrespective of your status as a 

Veteran or a non-veteran, the Federal Tort Claims Act, 28 U.S.C. §§ 1346(b) and 2671-2680, may provide an additional remedy if the VA is at fault for your injuries. 

*For further information, please call (650) 723-5244 or write the Administrative Panel on Human Subjects in Medical Research, Administrative Panels Office, Stanford University, Stanford, CA  94305-5401.  In addition, if you are not satisfied with the manner in which this study is being conducted or if you have any questions concerning your rights as a study participant, please contact the Human Subjects Office at the same address and telephone number.

Note:  there will usually be a statement from the Sponsor regarding compensation in the event of a research-related injury.  Ensure that the language provided is included in this section in a separate paragraph.  DO NOT include any exculpatory language.  If you have any questions about the language, contact the IRB at IRBeducation@stanford.edu or call (650) 724-7141.
EXPERIMENTAL SUBJECT’S BILL OF RIGHTS
	*Please add the following Bill of Rights to your consent.  
As a human subject you have the following rights.  These rights include but are not limited to the subject's right to:
· be informed of the nature and purpose of the experiment; 
· be given an explanation of the procedures to be followed in the medical experiment, and any drug or device to be utilized; 

· be given a description of any attendant discomforts and risks reasonably to be expected; 

· be given an explanation of any benefits to the subject reasonably to be expected, if applicable; 

· be given a disclosure of any appropriate alternatives, drugs or devices that might 

· be advantageous to the subject, their relative risks and benefits; 

· be informed of the avenues of medical treatment, if any available to the subject after the experiment if complications should rise; 

· be given an opportunity to ask questions concerning the experiment or the procedures involved; 

· be instructed that consent to participate in the medical experiment may be withdrawn at any time and the subject may discontinue participation without prejudice; 

· be given a copy of the signed and dated consent form; 

· and be given the opportunity to decide to consent or not to consent to a medical experiment without the intervention of any element of force, fraud, deceit, duress, coercion or undue influence on the subject's decision. 


*YOUR SIGNATURE INDICATES THAT YOU HAVE READ AND UNDERSTAND THE ABOVE INFORMATION, THAT YOU HAVE DISCUSSED THIS STUDY WITH THE PERSON OBTAINING CONSENT, THAT YOU HAVE DECIDED TO PARTICIPATE BASED ON THE INFORMATION PROVIDED, AND THAT A COPY OF THIS FORM HAS BEEN GIVEN TO YOU.
	________________________________
Signature of Subject 
	________________
Date


________________________________
Social Security #; If payment is provided and SS# is not recorded separately.
SURROGATE CONSENT
Surrogate consent may be requested and accepted only when the prospective research participant is incompetent as determined by two VA physicians, after appropriate medical evaluation and there is little or no likelihood that the patient will regain competence within a reasonable period of time, or as established by a legal determination.

The VA defines "legally authorized representative" for this chapter as "not only persons appointed as health care agents under DPAHC (Durable Powers of Attorney for Health Care), court appointed guardians of the person, but also next-of-kin in the following order of priority:

"(1) Spouse.

"(2) Adult child (18 years of age or older).

"(3) Parent.

"(4) Adult sibling (18 years of age or older)."  (9.04(a))

Under appropriate conditions, investigators may obtain informed consent from the legally authorized representative of patients (surrogate consent).  It must be specified in the consent form who may act as a legally authorized representative (in order of preference).

*Person Obtaining Consent
I attest that the requirements for informed consent for the medical research project described in this form have been satisfied – that the subject has been provided with the Experimental Subject’s Bill of Rights, if appropriate, that I have discussed the research project with the subject and explained to him or her in non-technical terms all of the information contained in this informed consent form, including any risks and adverse reactions that may reasonably be expected to occur.  I further certify that I encouraged the subject to ask questions and that all questions asked were answered.
	________________________________
Signature of Person Obtaining Consent 
	________________
Date
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