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	VA RESEARCH CONSENT FORM 

(Page 1 of 8)

	Subject Name:
	
	Date:
	

	Title of Study:
	Title of study

NOTE:  consent form must be written in understandable LAY language, second person, (you/your) and 12 font, 

	Principal Investigator:
	
	VAMC:
	VAH Hines, IL   (OR) 



	
	
	
	North Chicago VAMC



DESCRIPTION OF RESEARCH BY INVESTIGATOR
PRINCIPLES CONCERNING RESEARCH:  You are being asked to take part in a research project.  It is important that you read and understand these principles that apply to all individuals who agree to participate in the research project below:

1. Taking part in the research is entirely voluntary.

2. You may not personally benefit from taking part in the research but the knowledge obtained may help the health professionals caring for you better understand the disease/condition and how to treat it.

3. You may withdraw from the study at any time without anyone objecting and without penalty or loss of any benefits to which you are otherwise entitled.

4. If, during your participation in the research project, new information becomes available concerning your condition (disease) or concerning better therapies which would affect your being in the research project, your doctor will discuss this new information with you and will help you make a decision about continuing in the research.  (Not required for  observational or survey studies)
5. The purpose of the research, how it will be done, and what your part in the research will be, is described below.  Also described are the risks, inconveniences, discomforts, and other important information, which you need to make a decision about whether or not you wish to participate.  You are urged to discuss any questions you have about this research with the staff members.

	SUBJECT'S IDENTIFICATION (I.D. plate or give name-last, first, middle)


PURPOSE:
You are being asked to participate in this research study because (i.e. you have been diagnosed with _______; or you have  __________ symptoms.)

The purpose of this study is to … (Clear, concise purpose of the RESEARCH study.)   

Statement that this study involves research.   Specifically describe which parts of the study are experimental or investigational.  (i.e. the investigational part of this study is the addition of _____ drug to your standard treatment;  the use of _______ drug for _________ (new indication) is experimental).

# of  patients from Hines or NC VA will be enrolled in this study. 

Expected duration of length of subject participation and duration of the study.

If background information is to be entered, enter it under a new header “BACKGROUND INFORMATION”,  not in the purpose section.

PROCEDURES:

Clear, concise, step by step explanation of procedures in LAY LANGUAGE.  (Remember, national standard is 8th grade reading level.)

Identify what is research and procedures being done strictly for research purposes.  

Identify which procedures are considered experimental

Spell out acronyms, give simple explanation of procedures

Depending on procedures, give reasonable time expectations

Include completion of questionnaires or diaries

Tell participant how much blood is being taken in understandable terms (i.e. cup, tablespoon, teaspoons)

    Describe any additional labs,  x-rays being done just for research purposes only.

RISKS:

Give explanation of any risks or inconveniences/discomforts that are reasonably foreseeable.

Risks can be physical, psychosocial, economic, legal, social, confidentiality.

Risks should not be hidden in a long string of words in a paragraph.  Risks (if multiple) should be bulleted and identified as follows:

· Likely
· Less Likely

· Rare, but serious

Risks could be loss of insurance or employment.  Questionnaires / surveys with sensitive information, may bring on psychologic discomfort (i.e. flashbacks) or social discomfort (i.e. if private, sensitive information becomes exposed) or economic discomfort (i.e. if sensitive information inadvertently exposed, leads to loss of job or employment).

Radiation risks approved statement: You will receive a small additional radiation dose each time diagnostic x-rays or CT scans are done; this dose is less than you receive each year from natural sources of radiation in the environment, and is well below the levels that are thought to result in a significant risk of harmful effects.  (This statement may need to be modified if more than one additional radiation procedure is required).

You will receive a small radiation dose from the x-rays and CT scans done periodically to assess your cancer status. This dose is about three times the dose you receive over the same time period from natural sources of radiation in the environment, and is well below ... harmful effects.

(Sample risk statement for surveys/questionnaires) 

Potential risks involve experiencing negative mood states from being asked to recall unpleasant memories.

 You may experience discomfort due to the types of questions being asked.  You do not have to answer all the questions.  

Note:  sometimes the risk is the loss of confidentiality or privacy

Provider Consents/risk: The risk associated with the study is potential embarrassment or negative impact on the physician's/provider's professional reputation if your information in the study is negative or a poor performance, and the data collected from the encounter becomes available to colleagues or employers.  To reduce this risk, a code will replace the name at the start of the study.

Disclosure of New Information (if applicable)  If the research involves a drug, device or procedure,  where new risks may be identified as the study progresses. Include this statement:
If any significant new findings develop during the course of the research regarding the treatment of your condition or which may impact on your decision to continue to participate, the investigator will discuss them with you.






REPRODUCTIVE AND SEXUAL ACTIVITY INFORMATION:  
Describe any precautions to be taken and if pregnancy test is required (as appropriate)

if you may enroll a female of child bearing potential: Include a statement that, if the participant was or became pregnant, the research drug, device or procedure, might involve risks to the embryo or fetus which are currently unforeseeable.

BENEFITS: You may not directly benefit from this study.  

If individual will not directly benefit, indicate in one sentence.

Description of benefits that the participant may expect, either personally or to others from the research.  

Do not overstate potential benefits.

Acceptable statements: 

There are no direct benefits to you from your participation in this research study.  However, the knowledge gained from this study may help others should the results prove useful.

Example :  However, the knowledge gained from this study may in the future, benefit others at risk for colon or rectal cancer.
    Treatment with ______  may improve __________.    This may provide relief from symptoms and

     improve your quality of life.  However, neither of these benefits is guaranteed.
    Not acceptable in benefits section: There is no cost to you for the research medication. 
ALTERNATIVES:  

Describe/list any alternative procedures or treatments, that are available and may be advantageous to participant.  A statement that “Alternatives will be discussed” is not adequate.
If no alternatives exist must state:  The alternative is to choose not to participate.
STUDY WITHDRAWAL:

Statement that participation is voluntary and the participant can withdraw from the study at any time.

You do not have to take part in this study and refusal to participate will involve no penalty or loss of rights to which you are entitled.  You may withdraw from this study at any time without consequences or loss of VA benefits. 

Statement identifying if/when the participant may be withdrawn from the study by the Investigator (i.e. health issues, unwilling or unable to follow study procedures)

Describe any follow-up procedures or clinical management if participant withdraws early.

Explain to participant why follow-up procedures are necessary for his welfare.

CONFIDENTIALITY:  

Any information obtained about you in this study will be treated as confidential and will be safeguarded in accordance with the Privacy Act of 1974.  Information published or presented about the results of the study will be in a form that does not identify any particular participant. In order to comply with federal regulations, records identifying you may be reviewed by the members of the research team, the representatives of the sponsor or sponsors (identify) of this study, authorized representatives of the IRB, VA, a statement that Federal agencies such as the Food and Drug Administration (FDA), the Office for Human Research Protection (OHRP) and the Government Accounting Office (GAO) may have access to the records.  If an FDA-regulated test article is involved, the FDA requires a statement that the FDA may choose to inspect research records that include the subject’s individual medical records.  By signing this document, you consent to such inspection.

If appropriate, 
FINANCIAL COMPENSATION:

Total amount of compensation possible, amount of incremental payments and when payment(s) will be made.

Note:  If payment is intended to be paid at the end of the study, a statement must be made that if the participant requires interim payments, s/he should discuss this with the PI or study coordinator and provisions will be made.

Or insert “You will not be paid  for your participation in this research study”.  

RESEARCH SUBJECT COSTS: You will not be required to pay for medical care or services received as a participant in a VA research project except as follows:  some veterans are required to pay co-payments for medical care and services provided by VA.  These co-payment requirements will continue to apply to medical care and services provided by VA that are not part of this study.

RESEARCH-RELATED INJURIES:   

Will sponsor cover any costs related to research injuries?

Language can not be exculpatory.  Statement that the participant does not waive legal rights by signing this form

According to the federal regulations, (Title 38 Code of Federal Regulations (CFR) 17.85),  The VA will provide necessary medical treatment to you as a research subject if you are injured by participation in this research project.   Except in limited circumstances, this care will be provided at this VA facility. This requirement does not apply to treatment for injuries that result from non-compliance by you with study procedures.  The Department of Veterans Affairs does not normally provide any other form of compensation for injury.  You have not released this institution from liability for negligence.

(When no system has been set up to provide funds, the preferred wording is: "no funds have been set aside for"---   You or your insurance company will be billed.)
If the research involves a drug, device or procedure, include a statement that: Participation in this research may involve risks that are currently unforeseeable.
RESEARCH SUBJECT’S RIGHTS:  You have read, or have had read to you all of the above information.  _____________________________ explained the study to you and has answered all your questions.  The risks or discomforts and possible benefits and the alternatives of the study have been explained to you.

The results of this study may be published but your identity and records will not be revealed unless required by law.

In case (If)  there are any medical problems, complaints, concerns, or if you have questions about the research, you can call Dr. (Investigator) ____________at 708-202- during the day, or ________________ after hours. 
Additionally,  if you have any questions about  the research,  your rights as a research subject or other concerns,  you can contact the Chair of the  Institutional Review Board or Research Staff  at 708/202-5701.  
STATEMENT OF CONSENT:

I voluntarily consent to participate in this study.  This research study and my rights as a research participant have been explained to me.  

I will receive a copy of this consent form and a copy will be placed in my medical chart and additional copies will be filed in the Research Office.

_____________________________


_____________________________

Subject’s Signature




Subject’s Social Security Number

_____________________________


_____________________________

Subject’s Telephone Number
Date
Time

_____________________________


_____________________________

Signature of Witness

Date


Witness (print)

_____________________________

_____________________________________

Signature of Investigator

Date

Signature of Person Obtaining Consent
  Date

TISSUE BANKING – CONSENT INCLUSIONS  (Only if bank is approved by Central Office)
1. If the specimen will be used for future research and allow the participant the choice of how the specimen will be used (any research, research by the PI or other researchers, genetic analysis, research related to a specific area.)

2. If the research results of reuse of the specimen will be conveyed to the participant

3. If the participant is re-contacted after the original study is completed

4. If the participant requests, the specimen and all links to the clinical data will be destroyed

EXAMPLE:

By signing this form, you are agreeing to the following:

1. Your blood and tissue samples(s) may be kept by the _________ for use later in research to learn about, prevent and or treat ____________.

Yes________
No___________
Initials _________ 
Date _________

2. Your blood and tissue sample(s) may be kept for research about other health problems (for example_____________).

Yes________
No___________
Initials _________ 
Date _________

3. Your study doctor (or someone from ___________ group) may contact you in the future to ask you to take part in more research.

Yes________
No___________
Initials _________ 
Date _________

 SEE ALSO INFORMED CONSENT CHECKLIST LISTED ON THE WEBSITE MENU

Latest Version/or date of your revised/updated consent form
Study VA Promise #___________                                                                                        ______________                                                                                          
In lieu of VA FORM 10-1086                                                                                                                            Initials of Subject
IRB consent form Rev: 1-2007
                                                                       
                                                                    


