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GENERAL PRINCIPLES OF THE INFORMED CONSENT DOCUMENT

Informed consent is the process of insuring that potential subjects are fully informed of all aspects of their participation in a research project prior to their enrollment.  Informed consent includes, but is not limited to, information concerning participatory requirements, legal rights, potential benefits, and remuneration.

The consent form is an aid to ensuring that subjects are given adequate information during the process of obtaining their consent to participate in a research study.

The signed consent form provides documentation of a subject's willingness to voluntarily participate in that study.

As a general rule, research involving human subjects cannot be initiated until an approved consent form containing all required elements (see below) has been signed by the prospective subject.  However, federal regulations provide that the IRB may approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent, or waive the requirement to obtain informed consent, provided the IRB finds and documents that:

Either:

(1) the research 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

(2) the research could not practicably be carried out without the waiver or alteration.

Or:

(1) the research involves no more than minimal risk to the subjects;

(2) the waiver or alteration will not adversely affect the rights and welfare of the subjects;

(3) the research could not practicably be carried out without the waiver or alteration; and

(4) whenever appropriate, the subjects will be provided with additional pertinent information after participation.

When drafting a consent form, the following general principles should be kept in mind:

· The consent form is a document designed for the subject, not the investigator.  Therefore, when writing the consent form, use lay language and lay terminology appropriate to the subject population.  [For help in translating scientific/medical terms, see the Medterms.com Medical Dictionary at http://www.medterms.com/Script/Main/hp.asp.] 

· The consent form should be written in the same tense and person throughout.  First-person-singular present is preferred, i.e., I am being invited to..., I will be asked to..., I acknowledge..., etc.

· The protocol and consent form (if applicable) should clearly describe each subject (sample) population.   The consent form should clearly and concisely describe what those subjects will be requested to do only as a result of their participation in the study and detail the benefit(s)/risk(s) associated with those specific tests.

· The consent form must not contain any exculpatory language through which subjects or their representatives are made to waive or appear to waive any of the subjects' legal rights or to release or appear to release the investigator, the sponsor, the institution or its agents from liability for negligence.

· While a consent form is somewhat a negotiated arrangement between equals, informed consent entry into a research study, even with expected benefits, is not a contractual relationship but is a form of "gift" from subject to investigator.  Therefore, the consent form should contain equalizer clauses (e.g., subjects must be free to withdraw from a study, etc.).

Remember: subjects and, if applicable, their parents or legal guardians, are to receive a fully executed copy of the consent form.
ELEMENTS OF INFORMED CONSENT

REQUIRED ELEMENTS:
Each of the following elements MUST be covered in the consent form (i.e., the following information shall be provided to each subject):

1.  A statement that the study involves research, an explanation of the purpose(s) of the research and why the subject is being asked to participate.  If the study involves an investigational device or drug, this also should be made clear.

2.  A description of all applicable study procedures and identification of those procedures which are experimental.  For example:  


- total time to be devoted to the study/number & frequency of follow-up studies


- describe the number, length, and frequency of hospitalizations or clinic visits


- names and types of medication/types and number of tests


- amount of blood to be drawn 


- use of questionnaires


- use of special diets and/or special activities


- withholding of standard treatment and/or use of placebo


- randomization, double-blind, or cross-over studies

3.  A description of any reasonably foreseeable risks or discomforts to the subject, e.g., drug side effects, procedural hazards, withholding therapy of proven value, etc.  Describe what will be done to minimize the risks and/or to counteract the side effects and which side effects might be irreversible.

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

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

6.  A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained.  FDA and sponsor inspection of records in studies involving drugs and devices should be explained.  The means of disclosure to the subject of information (group data) obtained during the study should be described.

7.  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.  WSU has its own specific compensation for medical injury statement for inclusion (see below, SUGGESTED ORGANIZATIONAL OUTLINE FOR A CONSENT FORM).  Inclusion of any other institutional liability information or statements is required where and when applicable.

8.  A statement of any additional cost(s) to the subjects which may be incurred as a result of their participation in the study (e.g., additional x-rays, drugs, hospitalization, etc.).

9.  A statement of the amount of remuneration, if any, to be received by the subject for their participation in the study.  For extended studies, remuneration is to be prorated over the course of the study.  Describe the manner in which pro-ration will occur in the event that the subject does not complete the study.

10. Identification (full name(s) and 24-hour phone numbers) of the investigator(s) the subject may contact for answers to questions about the research and identification (e.g., name, title, contact phone no., etc.) of the individual(s) that subjects may contact regarding their rights as subjects and/or whom to contact in the event of a research-related injury to the subject.

11. A statement that participation is voluntary, and that the subject may refuse to participate or may withdraw at any time without penalty or loss of benefits to which the subject is otherwise entitled.

 - Subjects must be assured that, should they decide not to participate or to withdraw, standard treatment will still be available and their future interactions with the institution and staff will not be adversely affected.  This is particularly important when a dependent relationship exists between subject and investigator (e.g., physician-patient, faculty-student, etc.).

 - If withdrawal may be dangerous to a subject, the danger must be explained and the subject should be advised not to withdraw without first discussing it with the investigator. 

OPTIONAL ELEMENTS:
The following additional elements of informed consent shall be included when appropriate:

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

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

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

4.  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.

5  The approximate number of subjects involved in the study.

6.  If immediate or future testing of identifiable genetic material is to be conducted as part of the study, wording must be included in the consent document that cautions prospective subjects about the hazards of genetic findings toward future insurability and/or employability and the fact that these hazards are not fully known at this time.  Sample wording: “I understand that this current or future testing of my blood or tissue could provide identifiable information about my susceptibility to certain ailments or conditions.  This information could possibly affect some aspect of my insurability or employability.  The exact nature of this testing and any possible effect on me is unknown at this time.”

NOTE:

In projects that involve the collection from subjects of personally identifiable medical information (see Appendix 3), specific information must be given to subjects as required by the Health Insurance Portability and Accountability Act (HIPPA).  Appendix 1 contains a HIPAA-compliant template for more-than-minimal-risk-biomedical studies; Appendix 2 contains a HIPAA-compliant template for minimal-risk studies involving access to medical information.  In both cases the HIPAA-related language is shown in italics.
Investigators also have the option to attach an appendix to the existing consent form that will serve to make the entire consent form HIPAA-compliant.  Appendix 5 contains a template for this purpose.

When applicable, these templates should be used as supplements to the guidance provided in the suggested outline, below.
The HIPAA requirements apply to subjects enrolled on or after April 14, 2003, and to protocols that undergo continuing review after that date.

SUGGESTED ORGANIZATIONAL OUTLINE FOR A CONSENT FORM:

Important consent form organization information:  Consent documents containing 

more than one (1) page need to be paginated and have an appropriately titled subject/participant endorsement line (signature or initial) on each page.

SUGGESTED HEADING:
SAMPLE WORDING/COMMENTS:
TITLE:
Full (complete) title of the research project. 

AGREEMENT TO PARTICIPATE:
e.g., "This signed consent is to certify my willingness to participate in this investigational (research) study."

PURPOSE OF STUDY:
"The purpose of this research study is to....." Also explain why the subject is being asked to participate. If the study involves an investigational device or drug, this also should be made clear.

TREATMENT(S)/PROCEDURE(S):
Describe fully, using lay terminology appropriate to the subject population, any and all treatment(s) and procedures(s) that subjects will be asked to do as a result of their participation in the project. Identify those procedures that are experimental. Include an estimate of the total time to be devoted to the study.

BENEFITS AND RISKS:
Describe fully, using lay terminology, the risks associated with the treatment(s)/procedure(s) which are described above.  Describe any benefits which may be reasonably anticipated by their participation in the study or state there will be no direct benefit.
ADDITIONAL COSTS:
Describe fully any additional costs that may be incurred by subjects as a result of their participation in the research.  These costs may include, but are not limited to, extra test(s), extra medication, or hospitalization.

ALTERNATIVES:
If applicable, describe any alternate treatments or procedures available to the participants.

REMUNERATION:
Add information as to any payment or remuneration that subjects will be eligible to receive as a result of their participation in the research.  Total remuneration and, if applicable, how the remuneration will be prorated needs to be clarified.

CONFIDENTIALITY:
e.g., "Any information about me obtained from this study will be kept strictly confidential and I will not be identified in any report or publication." or clarify who may access the information, what information will be accessed, and why access is needed to the information.

COMPENSATION FOR INJURY
e.g., "You will get medical treatment if you are injured as a result of
STATEMENT (if more than minimal
taking part in this study.  You and/or your health plan will be charged

risk):
for this treatment.  The study will not pay for medical treatment.”


Another example: “If you are injured directly from the study drug or properly performed study procedures, the sponsor will pay for the reasonable costs of medical treatment, to the extent they are not covered by your medical or hospital insurance or governmental or other programs providing coverage.”  [Additional wording may be required by the performance site or the company sponsoring the research project.].
WHOM TO CONTACT:
e.g., "If I have questions about this research study, or have a research-related injury to report, I can contact the researcher [NAME(S)] at  [TELEPHONE NUMBER].  If I have general questions about giving consent or my rights as a research participant in this research study, I can call the Wright State University Institutional Review Board at 937-775-4462."

VOLUNTARY CONSENT:
e.g., "I am free to refuse to participate in this study or to withdraw at any time.  My decision to participate or to not participate will not adversely affect my care at this institution or cause a loss of benefits to which I might otherwise be entitled.


"My signature below means that I have freely agreed to participate in this investigational study.”


SIGNATURE/DATE LINES:











(Note: Not all signatures will be
(Typed Name/Signature of Participant) or 

(Date)

required in all situations.)
(Guardian/Parent & Relationship*)












(Physician/PI) or


(Phone No.)

(Date)


(Person Authorized to Obtain Consent**)












(Typed Name/Signature of Witness***) (Relationship)
(Date)
FOOTER:
(Title of study or other identifier; form version number; date of version; page number; and participant signature/initials line should be on each page.)



*Required in some cases (e.g., when subject/participant is a minor, incapable of giving consent himself/herself, is a ward of the court, etc).

 
**The person who conducts the consent interview should be knowledgeable about the study and able to answer questions. Normally the Principal Investigator (PI) personally conducts the consent interview. However, if someone other than the PI conducts the interview and obtains consent, this responsibility should be formally delegated by the PI and the person so delegated should have received appropriate training to perform this activity.  Federal regulations do not require the PI or designee to sign the consent form but some sponsors may require it.

***Required only when subject has no opportunity to read the consent document to verify the accuracy and completeness of the information provided. The witness attests to the accuracy of the presentation of the study to the subject and the apparent understanding of the subject.  Federal regulations also require a third person to witness the consent document when a “short form” consent is used pursuant to conditions outlined in 45 CFR 46.117(b)(2), in which case the witness must also sign the required summary.
COVER LETTER GUIDELINES FOR RESEARCH PROJECTS INVOLVING QUESTIONNAIRES, INTERVIEWS OR SURVEYS
Federal regulations allow for a waiver of the requirement to use a consent form in most minimal-risk research involving only questionnaires, interviews, or surveys.  However, this does not obviate the need to provide complete information about the project so that subjects can make an informed choice about whether to participate.  Usually this information is provided in a cover letter.


N.B.  For subjects (participants) under eighteen (18) years of age, documentation of informed consent will be needed even though the project involves only a questionnaire, survey, or interview.  This documentation normally involves obtaining the written assent of the minor subject and the written permission of the subject’s parents/guardians.
If your project involves a cover letter, please use the following guidelines in drafting this document.

The cover letter is to be distributed prior to their interview, survey/questionnaire completion, or other involvement.  Items which should be included in the letter are:
•
Identify the project as research and invite subject's participation in the project, 

•
Identify the principal investigator (i.e., introduce yourself) and explain why are you doing the research,

•
indicate the general nature of the research project and briefly detail the anticipated role of the subjects in the project,

•
state that participation is voluntary and subjects' confidentiality/anonymity will be maintained, 

•
state that they are free to terminate their participation at any time and without prejudice,

•
state that completion and return of the questionnaire/survey or participation in the interview implies their consent to participate, 

•
include a realistic estimate of the time required of the subjects to participate in the project,

•
include a description of any anticipated risks and benefits,*
•
include a description of how and when the group, not individual, results may be obtained,

•
identify who may be contacted (e.g., principal investigator, faculty advisor, IRB) if subjects have any questions or concerns about the research or their rights as a research subject, and how those individuals may be contacted, and

•
provide the name(s), contact address(es) and phone number(s) for the principal investigator(s) and faculty advisors (if applicable).

The letter should be typed/printed on official letterhead and signed by the Principal Investigator (and Faculty Advisor if the PI is a student).
As part of your “petition” document submitted to RSP (section 9.d.), you must request a waiver of the requirement to obtain a signed consent form from subjects, stating as your reason 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.
*Typically the cover letter for an anonymous survey will state that there are no known risks and that the subject will receive no direct benefit.  Non-anonymous surveys might have the risk of breach of confidentiality.  Very long surveys might have the risk of fatigue.

Appendix 1
STANDARD CONSENT FORM FORMAT FOR BIOMEDICAL STUDY (HIPAA compliant)
(adapted from form used at University of California, San Francisco)

CONSENT FOR PARTICIPATION IN RESEARCH
[STUDY TITLE]

A.
PURPOSE AND BACKGROUND

[PI name], [degree], from the Department of . . . , is conducting a research study to learn . . . . This study is being funded by . . . (the manufacturer of . . . ) . . . .

I am being asked to participate in this study because I am [have] . . . .

B.
PROCEDURES

If I agree to be in this study, the following will happen:
1.
I will have a physical examination, my medical chart will be reviewed, and blood and urine will be collected for laboratory tests. Approximately . . . teaspoons [or other commonly understood units such as tablespoons or cups] of blood will be drawn for these tests.

2.
If the physical examination and test results show that I am eligible for study treatment, I will be randomly assigned to one of two groups. This means that I have a 50/50 chance (like flipping a coin) of being in either group and that neither the researchers nor I will make the choice of which group I am in. The two groups are Group A (Drug XXX) or Group B (placebo, an inactive substance).

3.
Group A will receive XXX, the investigational drug, in tablet form, . . . times a week for . . . weeks for a total of . . . weeks. Group B will receive placebo, also in tablet form, according to the same schedule.

4.
An x-ray of my lungs will be done once at the beginning of the study, and again at the end of the study, in order to check . . . . Each x-ray procedure will take about . . . hour(s).

5.
Once a week, a blood sample will be drawn from a vein in my arm. Each sample will be approximately . . . teaspoons; a total of about . . . tablespoons will be drawn for the whole study.

6.
Health Information: In the course of this study, the researchers will gather information about me either directly or by reviewing my medical records. This information will be used to decide if I am eligible for the study. The information also will be used to find out whether or not the study treatment is better than other treatments. [Adjust the preceding sentences to accurately describe why the study will collect health information about the subjects and what use will be made of the information. If information will be stored in research databases for future research, say so here. Be complete; this information is required by HIPAA regulations; see (1)(iv) of Appendix 4.] The information to be gathered will include… [List all types of information to be recorded for study purposes, including results of physical examinations, diagnostic tests, and medical questionnaires  (e.g., medical history questionnaires). Be complete; this listing is required by HIPAA regulations; see (1)(i) of Appendix 4.] If I choose not to sign this consent form, the investigator cannot use information from my medical records and I cannot participate in this research study. [See (2)(ii) of Appendix 4]
7.
I may be withdrawn from the study without my consent if the researchers believe it is in my best interest or if I fail to follow study procedures.

Participation in the study will take a total of about . . . hours over a period of . . . weeks.

All study procedures will be done at . . .

C.
RISKS/DISCOMFORTS

1.
Drug XXX: If I am in the group that receives Drug XXX, the following side effects are possible: . . . . These side effects are serious, but have occurred in less than . . . of previous human studies of XXX using comparable doses. If . . . occurs, it will be treated by . . . , (and I will be taken off the study). Other side effects which are less severe but may occur more frequently are . . . .

2.
Randomization: I will be assigned to a treatment program by chance. The treatment I receive may prove to be less effective or to have more side effects than the other study treatment[s] or other available treatments. 

3.
Placebo: If I am in the group that receives placebo, my condition will go without active treatment for . . . weeks.

4.
Radiation: The amount of radiation I 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 I have already had many x-rays, I 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, I 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 I would receive from natural daily exposure or in the normal course of treatment, and carries at least a theoretical risk. If I am especially concerned with radiation exposure, I should discuss this with the researchers.

5.
Venipuncture: The risks of drawing blood include temporary discomfort from the needle stick and bruising.

6.
Unknown Risks: The experimental treatments may have side effects that no one knows about yet. The researchers will let me know if they learn anything that might make me change my mind about participating in the study.
D.
CONFIDENTIALITY

Participation in research may involve a loss of privacy, but information about me will be handled as confidentially as possible. The researcher [PI name] and his/her research associates and team members will have access to information about me.  Representatives from the company sponsoring this study,  the Food and Drug Administration, [insert names of all other persons or organizations to whom you may release protected health information about the subjects. For multi-site studies, say “other sites associated with this study” rather than naming sites; otherwise subjects must sign a revised consent form whenever sites are added. (HIPAA requirement; see (1)(ii & iii) of Appendix 4)], and the Wright State University Institutional Review Board also may review or receive information about me. My name will not be used in any published reports about this study.

[If study is blinded or masked:]  Access to Study Records: Because of the nature of this study, I will not be given access to all of the health information gathered about me until the entire study is over. When the study is over, I may request access to all of the information the study has about me. [If subjects will be given results of certain study tests before the end of the study, say so and list the available results either here or where the tests are described earlier in the Procedures section.] In the event of a medical emergency or adverse event, my record will be made available to the treating physician to provide the best medical care.


[The consent form must say how long identifiable health information will be kept (HIPAA requirement; see (1)(v) of Appendix 4). Use one of the following statements or equivalent information:]

Keeping Study Records: [PI name] will retain my research records, including information from my medical records, for at least six years or until the study is completed, whichever is longer, at which point the information will be destroyed. For studies of drugs, devices, or other items regulated by the Food and Drug Administration, records must be kept for 2 years or longer after the study ends. However, my personal health information cannot be used for additional research without additional approval from me.  

OR:

Keeping Study Records: [PI name] will retain my research records, including information from my medical records, indefinitely for research purposes. However, my personal health information cannot be used for additional research without additional approval from me.

E.
TREATMENT AND COMPENSATION FOR INJURY
If you are injured directly from the study drug or properly performed study procedures, the sponsor will pay for the reasonable costs of medical treatment, to the extent they are not covered by your medical or hospital insurance or governmental or other programs providing coverage.  [Additional wording may be required by the performance site or the company sponsoring the research project.]

F.
BENEFITS

If I am in the group that receives Drug XXX and it proves to treat my condition with fewer side effects than the current standard therapy, I may benefit from participating in the study; however, this cannot be guaranteed. 

OR:

There will be no direct benefit to me 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 mine/will help the researchers learn more about . . . . 

G.
ALTERNATIVES

If I choose not to participate in this study, I could receive [no treatment for my condition OR the standard therapy for my condition, which is . . . OR another experimental treatment OR Drug XXX, but without having to undergo the tests involved in the study.]

H.
COSTS

[The following are several examples of cost statements that have previously been approved by the IRB.]

[Example #1] I will not be charged for any of the study treatments or procedures. The costs of Drug XXX, the administration of the study drug, the x-rays, all tests associated with this study, and all office visits will be covered by the study.

[Example #2] I or my insurance company will be billed for the clinic visits, and all standard laboratory tests (e.g., routine blood counts and blood chemistry tests). Drug XXX will be provided free of charge and I will not be billed for tests required for purposes of research, e.g., extra blood tests or x-rays. Because this treatment is experimental, my insurance company may refuse to pay for costs related to this treatment, in which case I will be held financially responsible. Financial counselors are available through the hospital accounting department to discuss this with me.

[Example #3] The costs associated with this treatment program will be charged to me or my insurance carrier; however, because this treatment is experimental my insurance company may refuse to pay for it. It is possible that my insurance company will refuse to pay for this treatment program after I have already received my treatment and I will have to pay for my care. I have met with a financial advisor from the hospital, who has provided me with the maximum dollar amount that I will be expected to pay.

I.
PAYMENT

I will not be paid for participating in this study.

OR:

In return for my time, effort and travel expenses, I will be paid $ . . . for my participation in this study. If I do not complete the study, I will receive $ . . . for each week of participation. A check will be mailed to me approximately six weeks after my participation in the study has ended.

J.
QUESTIONS

If I have questions about this research study, or have a research-related injury to report, I can contact the researcher [PI name(s)] at  [telephone number].  If I have general questions about giving consent or my rights as a research participant in this research study, I can call the Wright State University Institutional Review Board at 937-775-4462.  If I would like a copy of the group (not individual) results of this study, I can contact [the PI].  It is estimated that these results will be available on or after [date or time period].
K.
CONSENT

PARTICIPATION IN RESEARCH IS VOLUNTARY. I have the right to decline to participate or to withdraw at any point in this study without jeopardy to [my medical care/employment/student status—only the appropriate category or categories should be indicated].

I may also withdraw my authorization (consent) for this study to use my personal health information by contacting [PI name] in writing to inform [him/her] of my decision. If I withdraw my authorization, the information already collected may continue to be used, to maintain the integrity of the study. [Note: this paragraph is a HIPAA requirement; see (2)(i) of Appendix 4.  For sample language to give to the subject for this purpose, please contact RSP.]
If I wish to participate, I should sign below.

Date


Subject's Signature

Date


Person Obtaining Consent

[STOP! Do not use the following signature lines unless third party consent is being requested and has been addressed in detail in the protocol.]

Date


Legally Authorized Representative

Date


Person Obtaining Consent

OR:

The person being considered for this study is unable to consent for himself/herself because he or she is a minor. I have been asked to give my permission to include my child in this study. I know of no reason why he/she would refuse were it possible to do so now.

Date


Parent or Legal Guardian

Appendix 2

STANDARD CONSENT FORM FORMAT FOR MINIMAL RISK STUDIES

with information from medical records (HIPAA compliant)

(adapted from form used at University of California, San Francisco)

CONSENT FOR PARTICIPATION IN RESEARCH
[STUDY TITLE]

A.
PURPOSE AND BACKGROUND

[PI name], [degree], in the Department of …, is conducting a research study to help understand… [If appropriate: This study is being funded by . . . ]  I am being asked to participate in this study because [ e.g., I am a healthy volunteer].
B.
PROCEDURES

If I agree to be in the study, the following will happen:
1. Health Information: In the course of this study, the researchers will gather information about me by reviewing my medical records. This information will be used to decide if I am eligible for the study. The information also will be used to find out…. [Adjust the preceding sentences to accurately describe why the study will collect health information about the subjects and what use will be made of the information. If information will be stored in research databases for future research, say so here. Be complete; this information is required by HIPAA regulations; see (1)(iv) of Appendix 4.] The information to be gathered will include… [List all types of information to be recorded for study purposes, including results of physical examinations, diagnostic tests, medical questionnaires  (e.g., medical history questionnaires), diagnoses, treatments, etc. Be complete; this listing is required by HIPAA regulations; see (1)(i) of Appendix 4.] If I choose not to sign this consent form, the investigator cannot use information from my medical records and I cannot participate in this research study. [See (2)(ii) of Appendix 4.]
2. As a participant in this study, I will be asked to…

3. These procedures are expected to last about … [time period].  

4. I will also respond to a questionnaire about…  It should take approximately [time period] to complete the questionnaire.  

5. I will answer questions on a standard paper and pencil personality test.  It should take about an hour to complete this test.

6. These procedures will be done at [PI  name]’s laboratory at . . . and will take a total time of about [total time period].

C.
RISKS/DISCOMFORTS

[For example:] Some of the questions may produce unpleasant feelings, but I will be able to stop at any time if I feel too uncomfortable.

D.
CONFIDENTIALITY 

Participation in research may involve a loss of privacy, but information about me will be handled as confidentially as possible. The researcher [PI name] and his/her research associates and team members will have access to information about me.  Representatives from the company sponsoring this study, the Food and Drug Administration, [insert names of all other persons or organizations to whom you may release protected health information about the subjects. For multi-site studies, say “other sites associated with this study” rather than naming sites; otherwise subjects must sign a revised consent form whenever sites are added. (HIPAA requirement; see (1)(ii & iii) of Appendix 4)], and the Wright State University Institutional Review Board also may review or receive information about me. My name will not be used in any published reports about this study.

[If study is blinded or masked:] Access to Study Records: Because of the nature of this study, I will not be given access to all of the health information gathered about me until the entire study is over. When the study is over, I may request access to all of the information the study has about me. [If subjects will be given results of certain study tests before the end of the study, say so and list the available results either here or where the tests are described earlier in the Procedures section.] In the event of a medical emergency or adverse event, my record will be made available to the treating physician to provide the best medical care.
[The consent form must say how long identifiable health information will be kept (HIPAA requirement; see (1)(v) of Appendix 4). Use one of the following statements or equivalent information:]

Keeping Study Records: [PI name] will retain my research records, including information from my medical records, for at least six years or until the study is completed, whichever is longer. However, my personal health information cannot be used for additional research without additional approval from me.

OR

Keeping Study Records: [PI name] will retain my research records, including information from my medical records, indefinitely for research purposes. However, my personal health information cannot be used for additional research without additional approval from me.

E.
BENEFITS

[For example:] There will be no direct benefit to me from participating in this study.  However, the information that I provide may help health professionals better understand….
F.
COSTS 

There will be no costs to me as a result of taking part in this study.  
G.
PAYMENT

I will be paid $XX for my participation in this study.  If I decide to withdraw prior to study completion, I will receive $XX.  I will be paid in cash immediately after I complete my participation in the study.  [Extra credit may be appropriate for student participants.]
H.
QUESTIONS

If I have questions about this research study, or have a research-related injury to report, I can contact the researcher [PI name(s)] at [telephone number].  If I have general questions about giving consent or my rights as a research participant in this research study, I can call the Wright State University Institutional Review Board at 937-775-4462.  If I would like a copy of the group (not individual) results of this study, I can contact [the PI].  It is estimated that these results will be available on or after [date or time period].
I.
CONSENT

I will be given a copy of this consent form to keep.
PARTICIPATION IN RESEARCH IS VOLUNTARY.  I am free to decline to be in this study, or to withdraw from it at any point.  My decision as to whether or not to participate in this study will have no influence on my present or future status as a [patient, student or employee at …--complete only as appropriate].

I may also withdraw my authorization (consent) for this study to use my personal health information by contacting [PI name] to inform [him/her] of my decision. If I withdraw my authorization, the information already collected may continue to be used, to maintain the integrity of the study. [Note: this paragraph is a HIPAA requirement; see (2)(i) of Appendix 4.   For sample language to give to the subject for this purpose, please contact RSP.]
If I agree to participate I should sign below.
Date

Signature of Study Participant
Date

Signature of Person Obtaining Consent
Notes:

Research involving sensitive aspects of the subject’s own behavior: The Procedures section should discuss in detail the kinds of sensitive questions that will be asked during interviews, in questionnaires, or in focus groups (i.e., you should specify that questions about sexual activity, drug or alcohol use, domestic violence or child abuse, or other illegal activities will be asked).
In studies in which you think it is likely that subjects will reveal actions that you are legally or morally obligated to report to authorities (e.g., when child, spousal, or elderly abuse is suspected), a statement should be added to the consent form's discussion of confidentiality, briefly saying that such circumstances may arise. 
When questions about drug use or other illegal activities are involved, research subjects are placed at risk since research discussions and records do not enjoy the same legal privilege as medical records.  In order to protect your subjects better, you may wish to obtain a Federal Certificate of Confidentiality through your funding agency.  This Certificate prevents courts from compelling researchers to reveal information about their subjects.  Whether or not you obtain a Certificate, subjects should be warned in the consent form about the risk of loss of confidentiality.  Wording like the following is recommended:
Participation in research will cause a loss of privacy.  In this study I will be asked about drug use and other possibly illegal activities.  The researchers will keep information about me as confidential as possible, but complete confidentiality cannot be guaranteed.  On rare occasions, research records have been subpoenaed by a court.
If you obtain a Certificate of Confidentiality for the study, the end of the statement can be revised as follows:

. . . On rare occasions, research records have been subpoenaed by a court, but the [issuing agency] has given the researchers a Federal Certificate of Confidentiality which says courts cannot force the researchers to reveal information about my participation in the study.  
Appendix 3
HIPAA List of Identifiers
If any one of the following types of information is being collected from the medical records of subjects, or is being collected directly from subjects and the information is linked to the subject’s medical record, then HIPAA is applicable to the research:

 

1.      Names

2.      All geographical subdivisions smaller than a State, including street address, city, county, precinct, zip code, and their equivalent geocodes, except for the initial three digits of the zip code if according to the current publicly available data from the Bureau of the census: a) the geographic unit formed by combining all zip codes with the same three initial digits contains more than 20,000 people; and b) the initial three digits of a zip code for all such geographic units containing 20,000 or fewer people is changed to 000.

3.      All elements of dates (except year) for dates directly related to an individual, including birth date, admission date, discharge date, date of death; and all ages over 89 and all elements of dates (including year) indicative of such age, except that such ages and elements may be aggregated into a single category of age 90 or older.

4.      Telephone numbers

5.      Fax numbers

6.      Electronic mail addresses

7.      Social security numbers

8.      Medical record numbers

9.      Health plan beneficiary numbers

10.    Account numbers

11.    Certificate/license numbers

12.    Vehicle identifiers and serial numbers, including license plate numbers

13.    Device identifiers and serial numbers

14.    Web Universal Resource Locators (URLs)

15.    Internet Protocol (IP) address numbers

16.    Biometric identifiers, including finger and voice prints

17.    Full face photographic images and any comparable images

18.    Any other unique identifying number, characteristic, or code.

 

However, HIPAA does allow for a waiver in the following case:

· Any inadvertent release of the information collected would pose not more than a minimal risk to subjects (regardless of the level of risk of the study itself);

· The research could not practicably be carried out without the waiver; and
· The research could not practicably be carried out without collecting the information.

Requests for a waiver must be approved by the IRB (for more-than-minimal-risk studies) or the Screening Committee (for minimal-risk studies).

Appendix 4
Extract from § 164.508(c) of the HIPAA Regulations
(1) Core elements. A valid authorization under this section must contain at least the following elements:

(i) A description of the information to be used or disclosed that identifies the information in a specific and meaningful fashion.

(ii) The name or other specific identification of the person(s), or class of persons, authorized to make the requested use or disclosure.

(iii) The name or other specific identification of the person(s), or class of persons, to whom the covered entity may make the requested use or disclosure.

(iv) A description of each purpose of the requested use or disclosure. The statement “at the request of the individual” is a sufficient description of the purpose when an individual initiates the authorization and does not, or elects not to, provide a statement of the purpose.

(v) An expiration date or an expiration event that relates to the individual or the purpose of the use or disclosure. The statement “end of the research study,” “none,” or similar language is sufficient if the authorization is for a use or disclosure of protected health information for research, including for the creation and maintenance of a research database or research repository.

(vi) Signature of the individual and date. If the authorization is signed by a personal representative of the individual, a description of such representative’s authority to act for the individual must also be provided.

(2) Required statements. In addition to the core elements, the authorization must contain statements adequate to place the individual on notice of all of the following:

(i) The individual’s right to revoke the authorization in writing, the exceptions to the right to revoke, and a description of how the individual may revoke the authorization [NOTE: this paragraph slightly reworded for research context];

(ii) The ability or inability to condition treatment, payment, enrollment or eligibility for benefits on the authorization, by stating the consequences to the individual of a refusal to sign the authorization [NOTE: this paragraph slightly reworded for research context]. 

Appendix 5
Template for Separate Authorization (to be adapted as appropriate for specific study)

Appendix to Consent Form for

[title of study]

HIPAA AUTHORIZATION TO USE AND DISCLOSE PERSONAL HEALTH INFORMATION

The Health Insurance Portability and Accountability Act (HIPAA) is designed to protect the confidentiality of my health information.  This appendix, called an “Authorization,” explains how my health information will be used and disclosed for this study and describes my rights.

What information will be used?

The investigator is working with the sponsor of this study to conduct research.  By signing this Authorization, I allow the investigator to use my health information to carry out this study.  Typically this is information in my medical record but may also include health information collected during this study (for example, physical exams and laboratory tests).

Will my information be given to others?
By signing this Authorization, I also allow the investigator to release my health information to the Wright State University Institutional Review Board for this study and to the study sponsor, and any representatives who work on behalf of the sponsor to conduct the study.  The study data sent by the investigator to the sponsor generally does not include my name, address, or social security number.  My information may also be given to U.S. Food and Drug Administration (FDA) and other government health agencies.

How will my information be used?

My medical records and study file may be reviewed at the study site by the sponsor and/or its representatives, and regulatory authorities or other oversight bodies.  The purpose of these reviews is to assure the quality of the study conduct and/or the data, or for other uses allowed by law.
Both the investigator and the sponsor may use my health information to analyze and evaluate the results of the study.  The sponsor may also reanalyze the results of the study at a later date and combine them with results of other studies.

The information may be given to the FDA or other government health agencies as part of applications to gain approval of new medications or to meet other reporting requirements such as reporting side effects.

The results of the study may also be published in scientific journals or publications but my identity will not be disclosed.

May I cancel my permission?

This Authorization does not have an expiration date.  I may cancel this Authorization at any time by sending a written notice to the investigator at the following address: [name and address of PI].  If I cancel this Authorization, no new health information that might identify me will be gathered after that date.  Information that has already been gathered may still be used and given to those previously authorized.

What happens if I refuse to give permission or cancel my permission?

If I do not sign this Authorization, I will not be allowed to participate in this research study.  If I cancel this Authorization after I have enrolled, I may no longer be able to participate in the study as determined by the investigator.

_________________________________


____________________

Participant’s signature





Date

