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	Research subject information and Consent form

	TITLE:  
	[Title from protocol]


This consent form contains important information to help you decide whether to participate in a research study.

The study staff will explain this study to you.  Ask questions about anything that is not clear at any time.  You may take home an unsigned copy of this consent form to think about and discuss with family or friends.  

· Being in a study is voluntary – your choice.

· If you join this study, you can still stop at any time.

· No one can promise that a study will help you.

· Do not join this study unless all of your questions are answered.

After reading and discussing the information in this consent form you should know:

· Why this research study is being done;

· What will happen during the study;

· Any possible benefits to you;

· The possible risks to you;

· Other options you could choose instead of being in this study; 

· How your personal health information will be treated during the study and after the study is over;

· Whether being in this study could involve any cost to you; and

· What to do if you have problems or questions about this study.

Please read this consent form carefully.
RESEARCH SUBJECT INFORMATION AND CONSENT FORM

TITLE:

PROTOCOL NO.:

WIRB® PROTOCOL #:

SPONSOR:

INVESTIGATOR:

SITE(S):

STUDY-RELATED

PHONE NUMBER(S):

This consent form may contain words that you do not understand.  Please ask the study doctor or the study staff to explain any words or information that you do not clearly understand.  You may take home an unsigned copy of this consent form to think about or discuss with family or friends before making your decision.
SUMMARY

[The summary section should summarize for the participant/subject/patient what the informed consent process will tell them, including:

· How research differs from regular health care.

· The rights and responsibilities of research subjects.

· Information they should have before joining a research study.]

PURPOSE OF THE STUDY

[In simple language, explain the following:

· Why the research is being done

· What the experimental components are]

PROCEDURES

[In simple language and in a simple bullet format, explain the following:

· The tests and procedures that will be done

· Which procedures/drugs are standard care and which are for research purposes only

· Whether a placebo or sham procedure will be involved

· The chances of being assigned to various study arms

· The method of assignment (random, etc.)]

RISKS AND DISCOMFORTS 

[In simple language and in a simple bullet format (whenever possible), explain the possible risks and discomforts:

Start with the side effects for the experimental drugs, devices or procedures.  List, for example:

· most common 

· less common

· rare]

[Follow with risks and side effects for all drugs, devices or procedures used in the study.]

There may be side effects that are not known at this time.

[Include any risks relative to pregnancy for both men and women.  For example:]

[Or other pregnancy language supplied by sponsor—rewrite, if necessary, to simplify]
Other Risks

Your condition may not get better or may get worse during this study.  
[If study drug is taken home, insert this or similar language:]

Only you should take the study drug.  It must be kept out of the reach of children or anyone else who may not be able to read or understand the label.

NEW INFORMATION 
[In simple language state participant/subject/patient will be told about any new information that might change their decision to be in this study.]
BENEFITS

[In simple language indicate the possible benefit for both the participant/subject/patient and those participating in the future.]  

COSTS

[Choose only the applicable statement(s) from the following list] (Karmanos Cancer Center may submit language that deviates from this text. If submitted, please incorporate the text for Board review.)
You or your insurance company will be charged for the following items [insert items].
The study sponsor will pay for all costs and charges from your participation in this research study.

Participation in this study will be at no cost to you.

Participation in this study could result in increased costs to you and/or your insurance company for additional monitoring and tests.

PAYMENT FOR PARTICIPATION  
[Include this section only if participant/subject/patient will be paid or if the sponsor requires participant/subject/patient to be told that they will not be paid.]

ALTERNATIVE TREATMENT 
[If the study involves treatment and/or intervention, clearly spell out alternative procedures or course of treatment, if any, that may be appropriate for the participant/subject/patient.  The only alternative might be not to participate in the study.]
CONFIDENTIALITY
All information collected about you during the course of this study will be kept confidential to the extent permitted by law.  You will be identified in the research records by a code name or number.  Information that identifies you personally will not be released without your written permission.  However, the study sponsor, the Institutional Review Board (IRB) at Wayne State University, Western Institutional Review Board, and federal agencies with appropriate regulatory oversight (e.g., Food and Drug Administration (FDA), Office for Human Research Protections (OHRP), Office of Civil Rights (OCR), etc.) may review your records.

When the results of this research are published or discussed in conferences, no information will be included that would reveal your identity.  [Delete the following if not applicable] If photographs, videos, or audiotape recordings of you will be used for research or educational purposes, your identity will be protected or disguised.  [Describe the participant/subject/ patient‘s right to review and/or edit the tapes, who will have access, and when the tapes will be erased.  Describe how personal identities will be shielded or disguised, etc.]
COMPENSATION FOR INJURY

Wayne State University’s Compensation for Injury Policy:

In the event that this research related activity results in an injury, treatment will be made available including first aid, emergency treatment, and follow-up care as needed.  Cost for such care will be billed in the ordinary manner to you or your insurance company.  No reimbursement, compensation, or free medical care is offered by Wayne State University [or (insert, as applicable, the name(s) of the Detroit Medical Center, Karmanos Cancer Institute, Oakwood Health System, University Physician Group, sponsor, and any other facility involved with this study].  If you think that you have suffered a research related injury, contact the study doctor right away at [insert phone number].

Sponsor’s Compensation Policy:
[Add language supplied by sponsor, simplified.]
VOLUNTARY PARTICIPATION AND WITHDRAWAL

[For Example:  Your participation in this study is voluntary.  You may decide not to participate or you may leave the study at any time.  Your decision will not result in any penalty or loss of benefits to which you are entitled.

Your participation in this study may be stopped at any time by the study doctor or the sponsor without your consent for any of the following reasons:
· if it is in your best interest;

· you do not consent to continue in the study after being told of changes in the research that may affect you;
· (if the protocol lists specific reasons, insert the specific reasons for discontinuation listed in protocol)
· or for any other reason.

If you leave the study before the planned final visit, you may be asked by the study doctor to have some of the end of study procedures done.]
SOURCE OF FUNDING FOR THE STUDY

[For Example:  The sponsor [name] will pay for this research study. [Or other wording, as appropriate].

QUESTIONS

Contact 
[name] 
 at 
[number(s)]
 for any of the following reasons:
· if you have any questions about this study or your part in it,  

· if you feel you have had a research-related injury or a bad reaction to the study drug, or

· if you have questions, concerns or complaints about the research

If you have questions about your rights as a research [participant/subject/patient] or if you have questions, concerns or complaints about the research, you may contact:


Institutional Review Board

Wayne State University


87 E. Canfield


Detroit, MI  48202


313-577-1628


OR


Western Institutional Review Board® (WIRB®)


1019 39th Avenue SE, Suite 120

Puyallup, Washington  98374-2115

Telephone:  1-800-562-4789 or 360-252-2500


E-mail: Help@wirb.com.

WIRB is a group of people who independently review research.

WIRB will not be able to answer some study-specific questions, such as questions about appointment times.  However, you may contact WIRB if the research staff cannot be reached or if you wish to talk to someone other than the research staff. 

Do not sign this consent form unless you have had a chance to ask questions and have gotten satisfactory answers.

If you agree to be in this study, you will receive a signed and dated copy of this consent form for your records.
CONSENT

[For Example:  I have read this consent form (or it has been read to me).  All my questions about the study and my part in it have been answered.  I freely consent to be in this research study.

By signing this consent form, I have not given up any of my legal rights.]
[Example signature block:]
__________________________________________

Participant Name (printed)

CONSENT SIGNATURE:

________________________________________
__________________

Signature of Participant (18 years and older)
Date

I confirm that the research study was thoroughly explained to the [participant/subject/patient].  I reviewed the consent form with the  [participant/subject/patient] and answered the  [participant’s/subject’s/patient’s] questions.  The [participant/subject/patient] appeared to have understood the information and was able to answer the following questions correctly: 

1. What is the purpose of this study? 

2. If you decide to be in the study, what will you be asked to do? 

3. What is the possible benefit of participating in this study?

4. What are the possible risks of participating in this study? 

5. If you decide not to participate in this study, what options do you have? 

6. Will participating in this study cost you anything?  If so, what will you have to pay for? 

7. Do you have to be in this study?

8. If you decide to be in the study, can you leave the study when you want to? 

________________________________________
__________________

Printed Name of Person Conducting the
Position

Informed Consent Discussion
________________________________________
__________________

Person Conducting Informed Consent
Date

Discussion Signature

[If any research activities involve accessing a medical record, electronic or hard copy, in- or out-patient, retrospective or prospective, or involve databases or tissue banks outside of normal health care activities, please refer to the IRB Policy/Procedure, “HIPAA in Research” available on the IRB website. If a HIPAA Authorization is required for this study, add the following language to this consent document and have the participant or legally authorized representative sign the last page.] 
HIPAA Authorization

A federal regulation, known as the “Health Insurance Portability and Accountability Act (HIPAA)” gives you certain rights concerning the use and disclosure (sharing with others) of your Protected Health Information (PHI). This regulation provides safeguards for the privacy and security of your information. Your permission (authorization) is required for the use and sharing of any protected health information collected as part of this research study.  If you are not willing to sign this authorization to use and/or disclose your PHI by the research team, you will not be eligible to take part in this research study.

The principal investigator (PI) and [his/her] research team will use your medical records and information created or collected as part of this research study. Your PHI is important for the PI and [his/her] research team in order to collect information about you during the study, to be able to contact you if needed, and to provide treatments to you during the study, if required. The PI may send out your study related health information to the sponsor or other entities involved in this study. 

Your medical records, which may contain information that directly identifies you, may be reviewed by representatives from groups identified below. The purpose of these reviews is to assure the study is being conducted properly, that data is being obtained correctly or for other uses authorized by law. These reviews occur at the study site or in the PI’s research office and can take place anytime during the study or after the study has ended.

The PHI that will be “USED” for this research includes the following: [Delete elements of PHI that will NOT be used for this research]: [Participant/Subject/Patient’s] name, address (street address, city, state and zip code), elements of dates, telephone numbers, fax numbers, social security number, medical record number, health insurance number, account numbers, certificate/license numbers, vehicle and serial numbers, web URLs, internet protocol (IP) addresses, biometric identifiers (voice and fingerprints), full face photographs, and any unique identifying numbers or characteristics or code.

The PHI that will be “DISCLOSED” or shared with others for this research includes the following: [Delete elements of PHI that will NOT be used for this research]: [Participant/Subject/Patient’s] name, address (street address, city, state and zip code), elements of dates, telephone numbers, fax numbers, social security number, medical record number, health insurance number, account numbers, certificate/license numbers, vehicle and serial numbers, web URLs, internet protocol (IP) addresses, biometric identifiers (voice and fingerprints), full face photographs, and any unique identifying numbers or characteristics or code.

Your study information may be used or shared with the following people or groups: [Delete or add others who will have access to the PHI – entities that are acceptable include Detroit Medical Center, Karmanos Cancer Institute, Oakwood Health System, University Physician Group, etc.]: 

· The PI, co-investigators, and key personnel of WSU [enter additional locations as needed] associated with the research project - Do not delete
· WSU’s Institutional Review Boards (IRB) - Do not delete
· Authorized members of WSU’s workforce [enter additional locations as needed] who may need to access your information in the performance of their duties. [For example, to provide treatment and services, ensure integrity of the research, or for accounting and/or billing matters.]

·  Other collaborating academic research institutions, which include: [list all academic centers that have key personnel participating in this research project].
· The study Sponsor or representative, including companies it hires to provide study related services, which include: [list the sponsor, its representative(s), and affiliated companies-CRO’s, etc.].

· Federal agencies with appropriate regulatory oversight (e.g., FDA, OHRP, OCR, etc.) may review your records. - Do not delete
Once your information has been released according to this Authorization, it could be released again and may no longer be protected by the HIPAA regulations.

This Authorization does not expire. The research team may need to correct it or provide missing information about you even after the study has ended, and your medical records may be needed to assist in this process.

[Select only one of the next two paragraphs, delete the other]:

· During your participation in this study you will have access to your medical record and any study information that is part of that record. The PI is not required to release research information that is not part of your medical record.

· During your participation in this research project you will not be able to access that part of your medical record involved in the research. This will be done to prevent the knowledge of the research results from affecting the reliability of the project. Your information will be available to the treating physician should an emergency arise that would require for him/her to know this information to best treat you. You will have access to your medical record when the study is ended or earlier, if possible. The PI is not required to release research information that is not part of your medical record.

You may withdraw (take back) your permission for the use and disclosure of your PHI for this research at anytime, by writing to the PI at the address on the first page of this form. Even if you withdraw your permission, the PI for the research project may still use your PHI that was collected prior to your written request if that information is necessary to the study. If you withdraw your permission for use of your PHI, you will also be withdrawn from the research project. Withdrawing your authorization will not affect the health care that will be provided by the Detroit Medical Center and/or the WSU School of Medicine Practice Plans.

Authorization to use and disclose PHI 
· By signing this document, you are authorizing the PI to use and disclose PHI collected about you for the research purposes as described above.

________________________________________________
________________________

Signature of participant





Date

________________________________________________


Printed name of participant






· For participants unable to give Authorization, the following individual is acting on behalf of the research participant (e.g., children, mentally impaired, etc.).

________________________________________________
________________________

Signature of authorized representative



Date

________________________________________________
________________________

Printed name of authorized representative



Relationship to participant

________________________________________________
________________________

Signature of person obtaining authorization



Date

________________________________________________
________________________

Printed name of person obtaining authorization


Time
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