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SUBJECT CONSENT FORM 

[List Title of Proposed Research Here]

Purpose and Duration

State that the subject is being asked to participate in a research study. State clearly the nature and purpose of the research project and the expected duration of the subject's participation. 

Selection of Subjects
Inform the subject of the reason he/she has been invited to participate (give brief description of inclusion and exclusion criteria). State the number of subjects who will be enrolled in this study. 

Description of Study

Inform subject exactly what his/her participation will involve in chronological order, including a description of all procedures in lay terms. This includes all procedures, including but not limited to: randomization, any questionnaires, observations or video-taping, special diets, withholding of standard treatment, follow-up studies, length and frequency of study visits or hospitalization, types of medication, placebo administration, types and numbers of tests, and amount of blood to be withdrawn (expressed in terms of ounces, tablespoonsful or teaspoonsful). 

If the study is blinded, describe the groups clearly. Inform subjects if they are assigned (randomized) to a group by chance, "like the flip of a coin".

If a drug or device is involved, the consent form should explain that it is routinely used for the purposes of the study or is experimental and not approved for general use by the US but is approved for use in this study. 

Identify any procedures that are considered experimental.

Clearly explain technical and medical terminology using nontechnical language.

If audio taping, videotaping, or other recording or film procedures are going to be used, provide information about the use of these procedures. In addition, state if and when the materials will be destroyed.

Risks
Provide an estimate of all reasonably foreseeable risks involved. State in lay terms and include use of frequencies (1 in 100, 1 in 1000 etc.)  or percent incidence, if known. Clearly state that participation may involve some known or unforeseeable hazards, discomforts, or inconveniences.  State any precautionary measures to be taken to minimize risk.

If double-blind studies are involved, it must be made clear that neither the subject nor the investigator will know what the subject is receiving; however, who will know or how the code will be broken in the event of an emergency must be clearly stated. 

If the study is placebo-controlled, subjects must be informed that there is a possibility that they will receive no treatment, and the consequences of this (or withholding previous treatment regimen) should be explained. 

If applicable, the possibility of psychological and/or social risks involved in study participation must also be stated.

Benefits
Describe any benefits to participants or to others (or to the body of knowledge) that may reasonably be expected from the research. Benefits to the subject should be explained. If there are no benefits to the subject, this should be clearly stated. Payment is not considered a benefit. 

Alternatives/Standard Treatment(s)

Disclose alternative procedures or courses of treatment, if any, that might be advantageous to participants or those available as an option if he/she does not wish to participate in this study.

Confidentiality
State that 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 participants specifically give permission in writing to do otherwise. No reference will be made in oral or written reports that could link participants to the study. 

Describe the extent to which confidentiality of records identifying participants will be maintained, where the records will be stored, and who will have access to the records. Include the FDA and the sponsoring company for experimental drugs and devices. 

Participation Costs and Subject Compensation

If applicable to your study, add compensation information here.

State clearly the costs the subject and/or third party payors will assume (including hospital stay). If there are no costs, so state. If subjects will be paid, state the amount. Specify any compensation provided to the subjects (e.g., gift certificates, training sessions, etc.). 


State whether participants will be eligible for compensation if they withdraw from the study prior to its completion. If compensation is pro-rated over the period of the participant's involvement, indicate the points/stages at which compensation changes during the study.


Refusal or Withdrawal of Participation
State that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which participants are otherwise entitled, and that participants may discontinue participation at any time without penalty or loss of benefits to which they are otherwise entitled. 

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

If applicable, statement about what will happen to subject's data (returned to you or destroyed) if subject withdraws from the study before data collection is completed.

Injury Statement/Complications
For research involving more than minimal risk, explain whether any compensation or medical treatments are available if injury occurs as a result of participating in this research. If compensation or treatments are available, they should be described. The procedures for obtaining additional compensation/treatment information should be stated.


Subject's Rights
Identify the persons that subjects can contact for answers to pertinent questions about the research, and subjects' rights.

Include information for at least 2 contact individuals. 

For projects involving no known risk(s) to subjects: You can obtain further information from the study investigator [include name of investigator plus his/her degree] at [insert phone number here]. If you have questions concerning your rights as a research subject, you may contact the [insert name of Human Subjects Committee at clinical site or at USP] at [insert phone number here]. 

For projects involving greater than minimal risk to subjects:  Side effects or harm are possible in any research program despite the use of high standards of care and could occur through no fault of mine or the investigator involved. Known side effects have been described in this consent form. However, unforeseeable harm also may occur and require care. You do not give up any of your legal rights by signing this form. In the event that you require or are billed for medical care that you feel has been caused by the research, you should contact the study investigator [insert name of study investigator plus his/her degree] at [insert phone number here]. If you have questions concerning your rights as a research subject, you may contact the [insert name of Human Subjects Committee at clinical site or at USP] at [insert phone number here]. 

State that any significant new findings that develop during the course of the research that may relate to the participant's willingness to continue participation will be provided to the participant.

Consent

 
Include a statement similar to this below:

I have been informed of the reasons for this study. I have had the study explained to me. I have had an opportunity to ask questions and have had them answered. I have read this consent form, have initialed each page, and have received a signed copy. I agree to participate in this study voluntarily.


_____________________
______________________________
___________

Subject Name


Subject Signature



Date

_____________________
______________________________
___________

Witness Name


Witness Signature



Date

Investigator's Affidavit

I have carefully explained to the subject the nature of the above project. I hereby certify that to the best of my knowledge the person who is signing this consent form understands clearly the nature, demands, benefits, and risks involved in his/her participation and his/her signature is legally valid. A medical problem or language or educational barrier has not precluded this understanding. 

  

	_____________________________ 
Signature of Investigator
	_________________ 
 Date


Notes for Investigators:
1.
The use of first person for the consent form is strongly discouraged. All sections of the consent form, except the "Consent Section" should be written in second person

2.
Express terminology using lay terms (6th grade education or below).

3.
The informed consent form (and any revisions) must be dated so that only currently approved forms are used in study.  Signed forms should be retained by investigator in confidential files for at least 5 years.

4.
If your consent 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:

____________

Subject's Initials
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