LAWRENCE LIVERMORE NATIONAL LABORATORY

Consent to Participate in Research

Consent to Participate in Research 



This consent form is provided as an example only. You will have to use your own sentences to describe the involvement of the subjects in your research.  Before completing this form, make sure you review the “Guidelines for Developing a Consent Form,” located at the end of this document. You also can access these guidelines by clicking on underlined text throughout the document. 


Each page of the consent form should be numbered (preferably “1 of 2,” “2 of 2”).  In addition, a lower corner of each page of the consent form should indicate the date you developed or changed the consent form. The consent form should be carefully proofread for correct spelling and grammar and these instructions, plus any other guidance text (in blue), deleted before it is submitted for IRB review. 

Study Title:  [Insert title of protocol here]

Purpose and Background
[Insert your name, M.D./Ph.D., etc.] from the [insert your program name, e.g., Biology and Biotechnology Research Program, Medical Technologies Program, Center For Accelerator Mass Spectrometry], is conducting a study to learn _________.  This study is being funded by [insert sponsor name or funding source].  You are being asked to participate in this study because you are/you have _________.
Procedures
If you agree to be in this study, the following will happen: [list all procedures in order of occurrence]
1.
_________.
2.
_________.
 (etc.)
You may be withdrawn from the study without your consent if the researchers believe it is in your best interest, or if you fail to follow study procedures.

Participation in this study will take a total of about  ____ hours over a period of  ____ weeks.  All study procedures will be done at [provide location where study interventions will take place]. We expect to enroll approximately _____ subjects in this study.

Subject Withdrawal:

[If the study involves a medical risk, the procedures for withdrawal should be described.

Also include the following statement:]

You may be withdrawn from the study without your consent if the researchers believe it is in your best interest, or if you fail to follow study procedures.

[If study involvement is a one-time occurrence, such as a single blood draw, do not include a statement regarding withdrawal.]

Risks
The following risks or discomforts may result from participation in this research study:

1.
__________.

2.       __________.

(etc.)
AND/OR:

The experimental treatments may have side effects that no one knows about yet.  The researchers will let you know if they learn anything that might make you change your mind about participating in the study.

Confidentiality: Participation in research will involve a loss of privacy, but information about you will be handled as confidentially as possible. Your name will not be used in any published reports about this study. [Use the following sentence only when FDA-regulated drugs, devices or biologics are involved: Representatives from the sponsoring company (insert company name in parentheses) and the Food and Drug Administration may review information about you to check on the study. If you sign this consent form, you are allowing the study sponsor and the FDA to review our research records.]  
Treatment and Compensation for Injury: [If the study presents no more than minimal risk to the research subject, this section does not need to be included. If the study is greater than minimal risk, you should include one of the following statements:]
[Example 1:]  The University of California will provide to any injured subject any and all standard medical treatment reasonably necessary for any injury or illness which a human subject suffers as a direct result of participation in an authorized University activity covered by University policy on the protection of human subjects in research or reimburse the subject for the costs of such treatment, except when the injury or illness is a consequence of a medical research procedure which is designed to benefit the subject directly.  For further information about this please call the Institutional Review Board Office at (925) 422-8069.

[Example 2:] If you are injured as a result of University employee negligence or misconduct, you may submit an administrative claim to the LLNL Risk Manager and you may pursue your remedies at law. The University will not provide free medical treatment or any other form of remedial compensation if University employees have conducted themselves properly and have not acted negligently during this experimental process.

[If a greater than minimal risk protocol includes research subjects who are also LLNL employees, the PI might want to consider the following statement on the consent form:]

[Example 3:]  In the event of an injury or illness incurred by you as a result of your participation in the experiment, you will be covered by LLNL Worker’s Compensation. For further information about this, call the Institutional Review Board Office at (925) 422-8069 or write:  Institutional Review Board Office, Lawrence Livermore National Laboratory, P.O. Box 808, L-448, Livermore, CA  94550.

[The following example might be used for greater than minimal risk protocols that are industry sponsored (Work for Others, CRADA, etc.):]

[Example 4:]  If you are injured as a result of being in this study, standard medical treatment will be available.  The costs of such treatment may be covered by the University of California or by the study sponsor, [sponsor’s name], depending upon a number of factors. The University and the sponsor do not normally provide any other form of compensation for injury.  For further information about this, call the Institutional Review Board Office at (925) 422-8069 or write: Institutional Review Board Office, Lawrence Livermore National Laboratory, P.O. Box 808, L-448, Livermore, CA 94550.

Benefits
[List potential benefits]

OR:

There will be no direct benefit to you from participating in this study.  However, it is hoped that the information gained from the study will help in the treatment of future patients with conditions like yours/will help the researchers learn more about [provide appropriate language].

Alternatives
There are no alternatives to this procedure other than exercising your option to refuse to participate. 

OR:

If you choose not to participate in this study, you could [provide appropriate language].

Costs and Other Financial Considerations
There are no charges to you for participation in this research study.

OR:

[List costs that the subject, or his/her insurance carrier, will be billed for.]

Payments/Reimbursements
You will not be paid for participating in this research study.

OR:

In return for your time and effort, you will be paid $ ____ for your participation in this study.  If you do not complete the study, you will receive  $____ for [each week of participation/blood draw, etc.].  A check will be mailed to you approximately ____ days/weeks after your participation in the study has ended.

Questions
This study has been explained to you by [insert PI’s name] or by the person who signed below and your questions were answered.  If you have any other questions about the study, you may call [insert PI’s name] at [insert 10-digit telephone # of PI] or his associate at [insert 10-digit telephone # of Associate PI].
If you have any complaints or concerns about this study, you may address them to John P. Knezovich, Ph.D., Chairman of the Institutional Review Board, who can be reached at (925) 422-0925, L-448, Lawrence Livermore National Laboratory, P.O. Box 808, Livermore, California 94551; fax: (925) 422-8226; mailto:knezovich1@llnl.gov.

Consent 

You have been given copies of this consent form and the LLNL Experimental Subject’s Bill of Rights to keep.

PARTICIPATION IN RESEARCH IS VOLUNTARY. You have the right to decline to participate or to withdraw at any point in this study without jeopardy to [your medical care/employment/student status].
If you wish to participate, you should sign below.  

________________________________________

 Subject’s Name (printed)

________________________________________




 Subject’s Signature
  Date

________________________________________




Name of Person Obtaining Consent
  Date

Just as the informed consent process is a vital component of research on human subjects, so is the documentation of that informed consent.  Documentation of the consent process is achieved through use of a signed consent form, or information sheet (an unsigned consent document). 

The consent document is not meant to be merely a legal record of the consent process. Nor is it meant to be the only communication between researcher and prospective subject. On the contrary, the document should be one part of the total process. A prospective subject can be contacted in writing or by personal, verbal communication between investigator and subject. The individual is then told about the purpose, procedures, risks and benefits of that study, the subject's rights in participating in research, and the freedom to decline to participate without any jeopardy. If applicable, the alternative treatments available will be explained. The individual is also given the opportunity to obtain further information and answers to questions related to the study. 

The consent form or information sheet should serve as a written summary of the exact information that was presented to the prospective subjects before their agreement to participate in the study. As such, it will provide a useful reference for both the subject and the investigator. 

1. 
ELEMENTS OF CONSENT

Federal regulations on informed consent stipulate eight basic required elements of consent. Note, six additional elements may be added to a consent form when appropriate. The Standard Format (see Section 5 below) recommended by the Institutional Review Board (IRB) has been developed to incorporate these informed consent regulations, as well as Institutional and Committee requirements. 

2. 
WAIVER OF SIGNED CONSENT 

Federal regulations allow the IRB to waive the requirement for the investigator to obtain a signed consent form if the IRB 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; 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. 

If an investigator does request a waiver of signed consent, then the application must provide a written justification for doing so. 

As the Federal regulations note, “in cases where the documentation requirement is waived, the IRB may require the investigator to provide subjects with a written statement regarding the research.” The IRB often does require use of such a written statement, in the form of an information sheet, which includes most or all of the same elements as a consent form but does not require the signature of the subject. 

3. 
SUBJECTS UNABLE TO CONSENT FOR THEMSELVES

For studies involving subjects who cannot give signed or even verbal consent for themselves (e.g., young children, mentally handicapped persons, unconscious patients) the Committee may waive this requirement if sufficient justification for use of the particular subject group is presented and if appropriate measures for obtaining consent from a legally authorized representative or a relative and/or subject advocate are followed. 

4. 
CONSENT FORM REQUIREMENTS OF OTHER IRBS

In some cases, an LLNL investigator may wish to conduct research that will be carried out only at another study site where the institutional review board has different standards for consent documentation. In such cases, the LLNL IRB will consider a request to approve use of the other IRB's approved consent form or information sheet, as long as it satisfies the Federal requirements for informed consent. Additionally, the LLNL IRB expects that collaborators will note LLNL’s involvement in the study, usually under the section on the purpose and background of the study.

5. 
LLNL’S STANDARD FORMAT FOR CONSENT DOCUMENTS 

Whenever a signed consent form or an information sheet is to be used, the following format should be followed, with adaptations as appropriate. Though variations may be accepted, provided all the required elements of consent are included, what follows is the format recommended and preferred by the IRB. This format was developed with two goals in mind. One is to satisfy Federal and Institutional informed consent requirements. The other is to encourage the construction of a consent document that presents all necessary information to the prospective subject in as clear and easily readable a manner as possible. 

A.
General Information 

Delays in IRB approval commonly result from the submission of an inadequate consent form. The following guidelines are meant to assist you with the basic format of your consent form.

Eighth Grade Reading Level: The primary goal of a consent form is to provide all required information about a study in language and format that is easily comprehensible, and presented at the most likely level of understanding of the subject population. For most studies, it is recommended that the consent forms be written at an eighth grade reading level. Everyday vocabulary and simple sentence structure should be used throughout the form. 

Lay Language: Unless the subjects are themselves medical professionals, scientific or technical terms should either be replaced with or defined in lay language. For example, “blood draw” is preferable to “venipuncture,” and “X-ray” to “radiograph.” 

No Legalistic Language: Legalistic sounding language such as “You hereby agree,” “You certify that,” “You, the undersigned, do acknowledge that” should not be used. Nor should any phrases similar to the following be used: “You understand that,” “You realize that,” “You have been told that,” “It has been explained to me that.” Not only do these phrases not ensure a subject’s comprehension but they also lend the appearance of a legal document to the consent form.

Person of the Form: The person in which the form is written should be used consistently throughout. The IRB recommends that the form be written in the second person of the subject, that is, “You have been asked to participate in a research study.” 

Page Numbers and Date of Consent Form: As a record-keeping aid for the study subjects, for the IRB members and staff, and for the investigators themselves, each page of the consent form should be numbered (preferably “1 of 2,” “2 of 2”). In addition, a lower corner of each page of the consent form should indicate the submission date of the consent form. 

Proofreading: The entire form should be carefully proofread for correct spelling and grammar before it is submitted for IRB review.

B.
Basic Elements of the Consent Form 

Reference to LLNL, and the information that a research project is being discussed, should be included in the consent form heading. For example: 

LAWRENCE LIVERMORE NATIONAL LABORATORY

CONSENT TO BE A RESEARCH SUBJECT

or,

CONSENT TO PARTICIPATE IN A RESEARCH STUDY

The study title must be included in the heading of the form. If the official title is technical and difficult to understand, a simplified non-technical title should be used in addition to the official title. The IRB protocol number is not required but may be included in the heading or in the footer. 

If a study has more than one consent form, each form should be labeled or titled appropriately, and the same references used within the protocol, in order to avoid confusion. 

Section 1: PURPOSE AND BACKGROUND 

This section should present the introduction to the study, indicating who is conducting the research, stating the aim of the study, giving a brief summary of the background or reason for the project, and explaining why the individual has been asked to participate. The reason a person has been asked to participate should be simply but specifically stated (e.g., “because you have periodontal pockets around your teeth,” “because you are a healthy person”) and should not include a discussion of the inclusion/exclusion criteria.  If an investigational device is being used in the study, this should be mentioned in this section and the device should be named. 

This section should not begin with such phrases as “You agree to participate . . .” since the prospective subject has not yet had a chance to read the form, and could not yet have made an informed decision about whether or not to participate. Rather, this section should indicate that the individual is being “asked” rather than “chosen” or “invited” to participate, because words like “chosen” or “invited” have connotations that are not necessarily those associated with being a participant in a research study. By the same token, if the study involves an investigational device, this should be referred to as “investigational” or “experimental” rather than “new,” since the word “new” often connotes that something is automatically better. [Return to Consent Form]
Section 2: PROCEDURES 

Each procedure should be listed, preferably in the order in which it occurs, and discussed in a separately numbered paragraph. If the study involves screening procedures, these should be mentioned first and identified as tests that will determine eligibility to participate in the study. This section should clearly state what will be done to the individual as a result of participation in the study, and, where appropriate, how this differs from standard treatment or what would happen to the individual if he/she did not participate in the study.

If a standard medical procedure is being done as part of the study, it should not be referred to as “standard” or “routine,” since this could easily imply that the procedure would be done anyway for clinical reasons. Rather, what should be conveyed is that this procedure is an extra laboratory test that is commonly done for clinical purposes but is being done here for research purposes.

Amounts of blood or tissue to be taken for study purposes should be specified, using lay equivalents (e.g., teaspoons, ounces) for metric terms.

The number of times a procedure will be done, the time involved for each procedure, and the total amount of time for participation in the study should be specified. The location(s) where the procedures will be done should also be stated. [Return to Consent Form]
Section 3: RISKS AND/OR DISCOMFORTS 

The risks and/or possible discomforts of all study procedures should be listed and explained in this section. It is usually best to describe the risks of each procedure in a separate point. Risks should be arranged and described according to their severity and the likelihood of their occurrence. Where appropriate, it should be indicated what precautions will be taken to avoid certain side effects or outcomes from occurring, and what will be done should they occur. 

To the extent possible, consent forms should characterize the likelihood of risks using words like “frequent,” “likely,” “occasional,” and “rare.” The first time these words are used in a form they should be defined using percentages, as follows: “Likely” events are expected to happen to more than 50% of subjects; “Frequent” events probably will happen to 10% to 50% of subjects; “Occasional” events will happen to 1% to 10% of subjects; “Rare” events will happen to less than 1% of subjects. Because of the difficulty of quantifying risks, and because consent forms should emphasize the most important risks as well as the most frequent risks, the exact wording and organization of the discussion of risks must be adjusted for each individual study. 

Since one of the risks of participating in research is a loss of privacy, a discussion of confidentiality issues should be included in the Risks section. 

Another risk for any biomedical study is that of injury as a result of participation in the study. Whenever there is a real or foreseeable risk of biomedical harm, the LLNL policy statement on treatment and compensation in case of injury (required by Federal regulation) should be placed at the end of the Risks section, as a separate paragraph. 

The following examples provide suggestions for wording that can be used in developing a risks and/or discomforts section.

Venipuncture: The risks of drawing blood include temporary discomfort from the needle stick and bruising.

Radiation: The amount of radiation you will be exposed to is relatively small. Such doses of radiation may be potentially harmful, but the risks are so small that they are difficult to measure. If you have already had many x-rays, you should discuss this with the researchers before agreeing to be in the study.

or, when larger doses of radiation are involved:

As a result of participating in this study, you will receive a significant amount of radiation. The amount is similar to that received in many standard x-ray procedures, but is far more than you would receive from natural daily exposure or in the normal course of treatment, and carries at least a theoretical risk. If you are especially concerned with radiation exposure, you should discuss this with the researchers.

Unknown Risks: This experiment may lead to side effects that no one knows about yet.  The researchers will let you know if they learn anything that might make you change your mind about participating in the study.

[Return to Consent Form]
Confidentiality: As stated above, one of the risks of participating in any research study is a loss of privacy. The section that discusses confidentiality should begin with the statement that “Participation in research will mean a loss of privacy.” The consent form may then proceed to describe briefly how the confidentiality will be protected (i.e., coding of records, limiting access to the study records, not using any individual identifiers in publications or reports resulting from the study). 

Food and Drug Administration regulations require a consent form statement about the extent of confidentiality of records. For studies involving investigation of drugs or devices, both officials from the sponsoring company and the FDA have at least some limited right to review individual records; subjects in such studies must be forewarned about this intrusion into their privacy. 

For all statements regarding confidentiality of research records, it should be kept in mind that there is no legal privilege between investigator and subject as there is between physician and patient or counselor and client. Thus, a guarantee of complete confidentiality, or “strictest confidentiality,” should not be given or implied. One should always state instead that confidentiality will be protected “as far as is possible” or “as far as is possible under the law.” 

NOTE: The one way to protect research records from subpoena is through a Federal Certificate of Confidentiality. More information about this Certificate may be obtained by contacting the Federal funding agency or by calling the IRB Office. If such a certificate is obtained, it is recommended that the consent discuss, briefly, the added degree of protection that this certificate provides. [Return to Consent Form]
Treatment and Compensation for Injury Policy: If a protocol involves more than minimal risk and human subject contact is initiated by the LLNL researcher, then the consent form must contain an explanation of any compensation and/or medical treatment that would be available if an injury or illness occurs. The following examples are provided as guidance only. Injury compensation statements on consent forms for greater than minimal risk studies will be reviewed by the Board on a case by case basis.

Example 1:  The University of California will provide to any injured subject any and all standard medical treatment reasonably necessary for any injury or illness which a human subject suffers as a direct result of participation in an authorized University activity covered by University policy on the protection of human subjects in research or reimburse the subject for the costs of such treatment, except when the injury or illness is a consequence of a medical research procedure which is designed to benefit the subject directly.  For further information about this please call the Institutional Review Board Office at (925) 422-8069.

Example 2: If you are injured as a result of University employee negligence or misconduct, you may submit an administrative claim to the LLNL Risk Manager and you may pursue your remedies at law. The University will not provide free medical treatment or any other form of remedial compensation if University employees have conducted themselves properly and have not acted negligently during this experimental process.

If a greater than minimal risk protocol includes research subjects who are also LLNL employees, the PI might want to consider the following statement on the consent form:

Example 3:  In the event of an injury or illness incurred by you as a result of your participation in the experiment, you will be covered by LLNL Worker’s Compensation. For further information about this, call the Institutional Review Board Office at (925) 422-8069 or write:  Institutional Review Board Office, Lawrence Livermore National Laboratory, P.O. Box 808, L-448, Livermore, CA  94550.

The following example might be used for greater than minimal risk protocols that are industry-sponsored (e.g., Work for Others, CRADA):

Example 4:  If you are injured as a result of being in this study, standard medical treatment will be available.  The costs of such treatment may be covered by the University of California or by the study sponsor, [sponsor’s name], depending upon a number of factors.  The University and the sponsor do not normally provide any other form of compensation for injury.  For further information about this, call the Institutional Review Board Office at (925) 422-8069 or write:  Institutional Review Board Office, Lawrence Livermore National Laboratory, P.O. Box 808, L-448, Livermore, CA  94550.

(Please note that if the industry sponsor's indemnification policy is different from LLNL's and/or the industry sponsor does not wish to include its name in the LLNL injury compensation statement, then other options are available.  The sponsor’s name may be deleted entirely from the injury compensation statement or a brief paragraph may be added below and separate from the LLNL statement informing the subject of the sponsor’s policy.  Please note, however, that any description of the sponsor’s policy should state what the sponsor will cover, not what it will not cover.)  [Return to Consent Form]
Section 4: BENEFITS 

Any potential direct benefits to the subject should be described first, followed by potential general benefits (e.g., to the group of subjects to which the individual belongs, to medical knowledge). It is usually recommended that the description of possible direct benefits be qualified with the phrase, “. . . but this cannot be guaranteed.” If there is no direct benefit to the subject anticipated from the study, this should be stated at the beginning of the section.

The FDA recommends that possible benefits such as medical or societal benefits resulting from a research study be considered separately from payment for participation in the study. The IRB has adopted this recommendation. Thus, the discussion of payment or reimbursement should be separated from the benefits statement and placed in its own separately labeled section. [Return to Consent Form]
 Section 5: ALTERNATIVES 

This section should discuss the various alternatives to participation in the study. This can be a short statement, but it should make clear the possible choices (e.g., no participation, or some or all of the protocol treatment but without participating in the study) that are available if the individual chooses not to participate in the study. If the study involves only normal, healthy volunteers, and thus the only alternative is to decline participation in the study, this need not be mentioned in a separate section, because the individual’s right to choose not to participate will be made clear in the last section of the form. [Return to Consent Form]
Section 6: FINANCIAL CONSIDERATIONS 

Costs/Financial Considerations:

If there are no costs charged to the subject as a result of participation in the study, this should be clearly stated in the form. When participation in the study may result in any costs whatsoever to subjects, clear information must be provided in the consent form regarding these costs. 

If any real or potential financial conflicts of interest have been identified regarding the research activity, that information, as it affects the subject’s decision to participate, should be included in this section. [Return to Consent Form]
Reimbursement/Payment 

When referring to money that subjects will receive in return for participation in a study, either “reimbursement” or “payment” may be used. However, the term “compensation” should not be used, because it is used on consent forms to designate compensation for injury. Investigators should avoid connotations of undue influence to participate or that the subject is being employed by the investigator. Rather, the sense should be that subjects will be reimbursed for their time, travel expenses, and the inconvenience of being a research subject. However, unless the subject has actual receipts (e.g., parking, taxi, babysitting), the person is not being reimbursed in the strictest sense of the word, for either accounting or tax purposes. 

This section should state the total dollar amount that the subject will be paid for participation in the study, and it should give any other relevant information such as pro-rating if a subject does not complete the study, or bonus payment at the end of the study. If appropriate, a payment schedule should be included in this section. Subjects should not be required to complete the entire study in order to be reimbursed and bonus payments for study completion should be modest. 

Subjects should be informed how payment will be made (e.g., in cash, by check) and when they will be paid (e.g., immediately after the interview, approximately six weeks after individual completion of the study). It is important that this information be clear and complete. 

Payments for research participation in excess of $600 per calendar year are considered taxable income. If subjects will be paid more than $600, the Reimbursement section should explain that LLNL will report this income to the IRS. 

If there will be no payment or reimbursement of subjects for study participation, this information should be so stated in this section. [Return to Consent Form]
Section 8: QUESTIONS 

This section should provide contact information for the subject in case of questions about the study. The principal investigator’s name and phone number must be included in this section as subjects often wish to contact the person who is supervising the project. Blank lines to be filled in later may be included for additional contact persons. If the person explaining the study and obtaining consent is not the principal investigator, the blank lines in this section may be filled in with that person’s name, and telephone number, if different, at the time consent is obtained. [Return to Consent Form]
Section 9: CONSENT 

Receipt of Consent Form and Experimental Subject’s Bill of Rights: This section should state that the subject has been given (not just “offered”) a copy of the consent form and also, if it is a biomedical study, a copy of the Experimental Subject’s Bill of Rights. The current LLNL version of the Bill of Rights should be attached to the consent form. 

While California law requires that the Experimental Subject’s Bill of Rights be given only to subjects of biomedical research, there is IRB contact information contained in the LLNL Bill of Rights that subjects in all types of studies should receive. Therefore, for non-biomedical studies, either the Bill of Rights should be given to each participant, or the paragraph giving IRB contact information should be included in the consent form. 

Voluntary Nature of Participation in Research: This section should then state the information that participation in research is voluntary, and explain the individual’s right to decline to participate, or withdraw from the study at any time. If the subjects are patients, students, or employees, a phrase may be added indicating that refusal or withdrawal will be without jeopardy to status or care. 

The investigator also may wish to advise subjects that they may be withdrawn from the study if the investigator deems it in the best medical interests of the subject or for other reasons that should be specified (e.g., failure to keep appointments). 

Because communicating the voluntary nature of consent is so important, the IRB recommends that the statement to that effect be in capital letters, and this section be placed at the end of the form, near the signature section, for emphasis. 

Consent to Participate: In this section, the Committee usually discourages such wording as “You have read this form and understand it; based on this understanding, you hereby agree to participate,” because this does not guarantee an individual’s comprehension, legally or otherwise. Rather, it is recommended that investigators simply state that if the person wishes to participate in the study, he or she should sign the form; signature will then indicate agreement to participate. [Return to Consent Form]
SIGNATURE SECTION 

Signature of Subject: Unless waiver of signed consent (i.e., use of an Information Sheet rather than a Consent Form) is approved by the IRB, this should include lines for the subject’s printed name, his or her signature, and the date of signature.

Signature of Person Obtaining Consent: In order that subjects have a record of who explained the study to them, the consent form should include a signature line for the specific individual obtaining consent.

Third Party Signatures: If the study involves subjects who cannot give consent for themselves, and the IRB accepts the justification for their inclusion in the study, a separate, appropriately worded and labeled signature section must be added to the consent form. For studies involving minors, this signature line will be for the parent(s) or guardian(s). In other studies in which a legally authorized representative will give consent for the subject, an appropriately labeled signature line should be used. 
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