Example of an Informed Consent Document

(Please use bold headings OR question format)
University at Buffalo

Consent to Participate in a Research Study

TITLE OF STUDY
You are being asked to participate in a research study.  The purpose of this document is to provide you with information to consider in deciding whether to participate in this research study.  Your consent should be made based on your understanding of the nature and risks of the treatment, device, or procedure.  Please ask questions if there is anything you do not understand.  Your participation is voluntary and will have no effect on the quality of your medical care if you choose not to participate.
1. 
INVESTIGATOR(S) CONDUCTING THE STUDY 


Who will be conducting the study?

List PI and Co-PIs

Include addresses and contact numbers
2. 
SOURCE OF SUPPORT
Who is sponsoring the research project?
Examples:  National Institutes of Health, Name of Pharmaceutical Company.

If not funded, state that there is no outside funding.
3.  
SITES OF THE RESEARCH STUDY 

     
Where will the study be conducted? 

     
List all sites/locations of the study 

4. 
PURPOSE OF THE RESEARCH STUDY 

     
What is the purpose of the research? 

The purpose of the research is to (determine/study) the (effectiveness/safety/collect/analyze) in this (disease/condition).
5.  
ELIGIBILITY 

     
Who is being asked to participate in this research study? 

Suggested statement:
You are being asked to participate because you have … (state condition).
6.  
PROCEDURES 

     
What procedures will be performed for research purposes? 

Indicate all procedures subjects will undergo and their duration.  This would include amounts of samples to be collected, how they are collected, visitation schedule, follow-up schedule, physical and medical history, etc.

PIs may wish to break procedures down into screening procedures (if applicable) and experimental 

procedures.  If screening procedures are to be used to determine eligibility, indicate to the subject 

why they are necessary. 
Suggested statement:

If you decide to take part in this research study, you will undergo the following procedures [that are not part of your standard medical care]…
7. 
RISKS 


What are the possible risks, side effects, and discomforts of this research study? 


Explain all side effects, risks, and discomforts and their incidence. 

8. 
BENEFITS 

What are the possible benefits to taking part in this research study? 

State what benefits may be associated with the study.  If there is no direct benefit, state that there is no direct benefit. 

9. 
ALTERNATIVES TO PARTICIPATION IN THE RESEARCH STUDY 


What treatments or procedures are available if I decide not to participate in this research study?

If this is applicable, state the standard medical treatments or procedures.
If none, state that there are none.
10.   NEW FINDINGS 

     
Will I be told of any new information or new risks that may be found during the course of this study? 

You will be notified of any significant new findings that may cause you to change your mind 

about participating in the research study.
11. 
COST ASSOCIATED WITH THE RESEARCH STUDY 


Will my insurance provider or I be charged for any costs of any procedures performed as part of this research study? 

Neither you nor your insurance provider will be charged for costs of any of the procedures performed for the purpose of this research study (e.g., screening procedures, experimental procedures, monitoring/follow-up procedures, etc.) described above.  You will be charged, in the standard manner, for any procedures performed in your routine medical care. 

OR 

There are no costs to you associated with this study.
12.
REIMBURSEMENT FOR MEDICAL TREATMENT (this paragraph is required on all


consent forms) 

Who will pay if I am injured as a result of taking part in this research study? 

Routinely, the Buffalo General Hospital, Erie County Medical Center, Millard Fillmore Hospital, and/or the University at Buffalo, State University of New York, its agents, or its employees do not compensate for or provide free medical care for human subjects/participants in the event that any injury results from participation in a human research project. In the unlikely event that you become ill or injured as a direct result of participating in this study, you may receive medical care, but it will not be free of charge even if the injury is a direct result of your participation. 

13.  COMPENSATION FOR SUBJECT PARTICIPATION.  Indicate the amount of payment and

     
method of disbursement, i.e., incremental or in full upon completion. 

Will I be paid for participating in this study? 

You will be paid $______  when you complete the study for expenses incurred while participating, i.e., parking and travel time.
14. CONFIDENTIALITY (The first four sentences are required.  The remainder of the paragraph

would also need to be included if any study involves the use of drugs and/or devices.  If the study

utilizes videotaping and/or audiotaping, include a statement how the tapes will be stored and

when they will be destroyed.) 
Who will know about my participation in this research study? 

Information related to you will be treated in strict confidence to the extent provided by law.  Your identity will be coded and will not be associated with any published results.  Your code number and identity will be kept in a locked file of the Principal Investigator.  In order to monitor this research study, representatives from the Health Sciences Institutional Review Board and other federal agencies such as NIH (National Institutes of Health) and OHRP (Office of Human Research Protection) may inspect the research records which may reveal your identity.
Include if applicable – Any disclosure of results required by the FDA (Food and Drug Administration) may reveal your identity. There are, however, limited circumstances that would allow the FDA to require such disclosure. Any disclosure of results to pharmaceutical companies may reveal your identity.  However, your records containing your name will not be removed from the Principal Investigator’s office nor will any copies of these records with your name be made.  Any records or data sent to pharmaceutical companies will have your identity protected by subject code and will not contain your name. 

For studies that collect biological sample(s) for DNA analysis. -  Include the following three paragraphs along with a separate signature page stating the participant consents to provide a biological for DNA analysis. 

Blood and/or urine and/or fingernail sample (give appropriate source) results will be used only for science. No names will ever be used and data will be kept confidential. A small portion of the blood and/or urine and/or fingernail (give appropriate source) samples will be stored for future testing. The nature of this testing is not known at this time; however, investigators may look at inherited factors which are related to diseases by examining DNA obtained from the stored samples. This DNA may be used for future analysis of genes that may regulate hormones, growth factors and other processes that may influence disease. 

By signing this form, you are giving consent for any future studies of genes that we may perform in the laboratory.  The blood sample will remain the property of (give department here), and may be shared with other researchers as long as confidentiality is maintained. All names will be removed from samples prior to being given to other researchers. The blood samples and the DNA obtained from the blood are stored and tested with an identifying number, and your name will not appear on the stored samples. You will not be told of these possible tests, nor will you receive results of any of these tests. 

By signing this form, you understand that there is a possibility that the blood, urine and fingernail samples (give appropriate source), which you are providing under this study, may also be used in other research studies and could potentially have commercial applicability. You will be unable to participate in receiving any revenues generated by commercial application. Results of studies may be reported in medical journals or at meetings. However, individuals in the study will not be identified in any way. 

15. 
FREEDOM TO WITHDRAW 

Is my participation in this research study voluntary? 

Your participation in this study is voluntary and you may stop your participation at any time without prejudice and without affecting future health care.
16. 
REMOVAL FROM STUDY 

Can I be removed from the study without my consent? 

It is possible that you may be removed from the research study by the researchers if, for example…
VOLUNTARY CONSENT

(Signature Page)
All of the above has been explained to me and all of my current questions have been answered.  I am encouraged to ask questions about any aspects of this research study.  If I have questions in the future, 
I should contact:

      Name: _____________________       Title ________________     Phone Number: ______________

Any questions I have about my rights as a research participant will be answered by the staff at the Office of the Health Sciences Institutional Review Board, University at Buffalo:  (716) 829-2752. 

By signing this form I do not waive any of my legal rights. 

By signing this form, I agree to participate in this research study.
___________________________________
________________________________

______

(Print) Name of Participant


Signature of Participant



Date
**When required, include signature lines for Health Care Proxy/Legal Representative

___________________________________
________________________________

______

(Print) Name of Health Care Proxy/

Signature of Health Care Proxy/


Date

Legal Representative



Legal Representative

I certify that the nature and purpose, the potential benefits and possible risks associated with participation in this research study have been explained to the above individual and that any questions about this information have been answered.  A signed copy of this consent will be given to the participant.
___________________________________
________________________________

______

(Print) Name of Person Obtaining Consent
Signature of Person Obtaining Consent

Date

(PI or Designee)



(PI or Designee)

I certify that the individuals named above as “participant” and “person obtaining consent” (**include Health Care Proxy/Legal Representative, when required) signed this document in my presence.

HSIRB recommended, but Optional (unless required by FDA, Study Sponsor, or to meet other requirement)s
___________________________________
________________________________

______

(Print) Name of Witness



Signature of Witness



Date
I certify that the “Person Obtaining Consent” is an authorized “Designee.”

___________________________________
________________________________

______

(Print) Name of Principal Investigator

Signature of Principal Investigator

Date

EXAMPLE OF AN ALTERNATIVE SIGNATURE PAGE
VOLUNTARY CONSENT
Permission/Assent of participants 14-17 years of age
All of the above has been explained to me and all of my current questions have been answered.  I am encouraged to ask questions about any aspects of this research study.  If I have questions in the future, 
I should contact:

      Name: _____________________       Title ________________     Phone Number: ______________
Any questions I have about my rights as a research participant will be answered by the staff at the Office of the Health Sciences Institutional Review Board, University at Buffalo:  (716) 829-2752. 

By signing this form I do not waive any of my legal rights. 

By signing this form, I agree to participate in this research study.

___________________________________
________________________________

______

(Print) Name of Minor



Signature of Minor



Date

___________________________________
________________________________

______

(Print) Name of Parent or Legal Guardian
Signature of Parent or Legal Guardian

Date

I certify that the nature and purpose, the potential benefits and possible risks associated with participation in this research study have been explained to the above individual and that any questions about this information have been answered.  A signed copy of this consent will be given to the participant/participant’s parent(s).

___________________________________
________________________________

______

(Print) Name of Person Obtaining Consent
Signature of Person Obtaining Consent

Date

(PI or Designee)



(PI or Designee)

I certify that the individuals named above as “Minor,” “Parent/Legal Guardian,” and “Person Obtaining Consent” signed this document in my presence.

HSIRB recommended, but Optional (unless required by FDA, Study Sponsor, or to meet other requirement)s
___________________________________
________________________________

______

(Print) Name of Witness



Signature of Witness



Date
I certify that the “Person Obtaining Consent” is an authorized “Designee.”

___________________________________
________________________________

______

(Print) Name of Principal Investigator

Signature of Principal Investigator

Date
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Participant’s Initials: ________



HSIRB: 04/27/2006

