	[image: ]
	Department of Veterans Affairs
	VA RESEARCH CONSENT FORM

	
	Subject Name:    
	
	Date:
	

	
	Title of Study:    
	

	
	Principal Investigator:    
	
	VAMC:
	Providence

	    Study Sponsor (if applicable):
	



	[image: ]
	Department of Veterans Affairs
	VA RESEARCH CONSENT FORM
Page   5  of   5 .

	
	Subject Name:    
	
	Date:
	

	
	Title of Study:    
	

	
	Principal Investigator:    
	
	VAMC:
	Providence

	    Study Sponsor (if applicable):
	


0
	[bookmark: _GoBack]   
The informed consent form (ICF) template (below) provides specific required content and guidance on how that content should be worded and ordered.  Note that the language used must be understandable to participants with an 8th grade reading level.  The form may be translated for non-English speakers, if non-English speakers are recruited.

Signed consent must be obtained prior to initiation of any research activities. 

The Research Participant’s Rights page and signature page of VA-Form 10-1086 should be used unchanged except for contact information.

1.	Purpose of study and how long it will last:
The informed consent information must include the following: (a) A statement that the study involves research; (b) An explanation of the purposes of the research; (c) An explanation of the total expected duration of active participation for a participant, including long-term follow-up; and (d) When this information is appropriate, state the approximate number of participants involved in this study.

2.	Description of the study including procedures to be used:
The informed consent information must include the following: (a) A detailed description of what procedures will be followed, including all screening, evaluation, treatment and follow up procedures, the location(s) where these occur, the schedule of procedures and the amount of the participant’s time required for the procedures (number of sessions and length of each); (b) Identification of any procedures that are experimental and any that would be part of their clinical care without research participation.

3.	Description of any procedures that may result in discomfort or inconvenience:
Describe any reasonably foreseeable discomforts associated with the research.

4.	Expected risks of study:
Describe any reasonably foreseeable risks associated with the research and a statement that the study might involve risks to the participant, which are currently unforeseeable.  Risks should include physical risks (e.g., side effects, bruising), psychological risks (e.g., stress, anxiety), social risks (e.g., loss of confidentiality), legal risks, and economic risks (e.g., loss of income, costs of study), as appropriate.  Risks should be listed in descending order of probability and magnitude (risk of death, even if remote) before risks associated with blood draw, for example.  Include a statement that it is possible that unforeseen risks or unknown risks may occur, if this is appropriate (e.g., a new drug).  During the informed consent process, you should advise subjects to ask their health care providers about the risks concerning clinical treatments and services that are not part of the research.  These risks outside of the research should not be included in this consent document.  

 For studies involving possible reproductive risks, please include a section that includes the following:

· State any known risks in pregnancy, either to mother or child.
· State that there may be unforeseeable risks to the participant (or to the embryo or fetus) if the participant is pregnant or becomes pregnant during the study.
· List the acceptable methods of birth control for this research project.
· Describe what action will occur in the event of pregnancy (i.e., follow-up of pregnancy outcome, immediate withdrawal from the study, etc.)

5.	Expected benefits of study:
Informed consent information must describe any benefits to participants or to others that may reasonably be expected from the research.  However, care must be taken not to overstate the benefits and create an undue influence on participants.  Payment for participant’s participation in a research project is not to be considered as a benefit of the research. 

6.	Other treatment(s) available:
Informed consent information must include a disclosure of any appropriate alternative procedures or courses of treatment that may be advantageous to the participant (if any). Include a statement of risks and benefits of the alternative treatment(s). Enough detail must be presented so that the participant can understand and appreciate the nature of any alternatives.  It is not sufficient simply to state, “the doctor will discuss alternatives to participating.”  If no clinical intervention is involved in your study, you may say “This is not a treatment study so there are no alternatives to participating.” 

7.	Costs to participants and compensation:

Costs to Participants:  Certain veterans are required to pay co-payments for medical care and services provided by the VA.  If your study provides any medical care or services, include a statement that veteran-participants will not be required to pay for care received as a participant in a VA research project except as follows: 
Veterans receiving medical care and services from the VA that are not rendered as part of the VA-approved research study, must pay any applicable co-payment for such care and services.   

Example:  A veteran participant will not be required to pay for care and services (treatment) received as a participant in this VA research project.  However, some veterans are required to pay co-payments for medical care and services provided by the VA.  These co-payment requirements will continue to apply to medical care and services provided by the VA that are not part of this study.

If participants must bear any additional costs (e.g., transportation, time away from work, health costs, etc.) it must be disclosed in this section.  Any such costs must be consistent with Federal laws concerning veterans' eligibility for medical care and treatment.  

Compensation Offered for Participation:  If there is no financial compensation being offered for participation, this should be so stated.  If compensation is being offered for participation in the study, a separate subheading must be included with the following information.  State whether the compensation will be financial or some other type of benefit.



· If the compensation is financial, describe the amount the participants will be paid, when payment is scheduled, and the pro-rated amount the participant will receive should the participant decide to withdraw or is withdrawn by the investigator.
· If the participant is reimbursed for certain expenses, like transportation and parking, list the reimbursement rates.

8.	Use of research results:
Describe the extent to which confidentiality of records identifying the participant will be maintained (or not maintained).  Research often poses the risk of loss of confidentiality to participants who participate.  Many persons who would not otherwise have access to identifiable, private information about the participant may be involved in the research process.  Consent information should describe any procedures that the research team will use to protect participants’ private records.  In some research, loss of privacy may be the greatest risk of participation.  A statement is recommended for any research that is subject to audit or inspection by any funding agency or sponsor not covered in our template material on the last page. 

9.  Right of investigator to terminate participation:
Describe foreseeable circumstances under which the participant’s participation may be terminated by the investigator without regard to the participant’s consent. 

If withdrawal of a participant by the investigator can occur, possible reasons should be listed and the procedures for an orderly termination of participation described.  

Include a description of any adverse effects on the participant’s health or welfare that may result, or any additional follow-up that may be requested, if the participant is withdrawn from the study.

10.  Special circumstances:
Use any of these sections that apply to your project.

Significant New Findings (if applicable).  
State that new findings developed during the course of the research that may affect the participant’s willingness to continue participation will be provided to the participant.  This section may be omitted if new information could not reasonably be used to alter participation (e.g., one-time interventions).

Participant Withdrawal 
Explain any possible consequences of a participant’s decision to withdraw from the research.  Describe any adverse effects on the participant’s health or welfare, or any extra follow-up that may be requested if the participant decides to withdraw from the study.  Explain the procedures for an orderly termination of participation.  Such an explanation may be omitted if there are no adverse consequences to withdrawal.

FDA related studies involving drugs, biomedical drugs and medical devices
The following statement must be inserted if conducting a clinical trial monitored by the FDA:  "A description of this clinical trial will be available on http://www.clinicaltrials.gov/, as required by U.S. Law.  This Web site will not include information that can identify you.  At most, the Web site will include a summary of the results.  You can search this Web site at any time."

Commercial Product.  If applicable, that the investigator believes that the human biologic specimens obtained could be part of, or lead to the development of, a commercially valuable product.



Future Use of Specimens.  If the specimens are to be retained after the end of the study for future research, where the specimens will be retained, who will have access to them, and how long they will be retained.  
 
Disclosure of Results.  If the subject will receive a report of the overall results of the study or will receive any results specific to the subject, say this.

RESEARCH PARTICIPANT’S RIGHTS:  I have read or have had read to me all of the above.
Dr. 		 has explained the study to me and answered all of my questions.  I have been told of the risks or discomforts and possible benefits of the study.  I have been told of other choices of treatment available to me.

I have been told that I do not have to take part in this study, and my refusal to participate will involve no penalty or loss of rights to which I am entitled.  I may withdraw from this study at any time without penalty or loss of VA or other benefits to which I am entitled.

The results of this study may be published, but my records will not be revealed unless required by law.  The Institutional Review Board at the Providence VA Medical Center or other federal oversight offices may monitor my records for quality assurance purposes.  Federal agencies including, but not limited to, the Food and Drug Administration (FDA), the Office for Human Research Protection (OHRP), the Office for Research Oversight (ORO), the Office of the Inspector General (OIG) and the Government Accounting Office (GAO) may have access to the records as allowed by law.  If an FDA-regulated test article is part of this study, the FDA may choose to inspect research records that include research subject’s individual medical records.  Records will be maintained in accordance with the Department of Veterans Affairs Record Control Schedule 10-1.

If I experience a side effect or adverse (bad or unexpected) reaction as a result of my involvement in this study, I will report these to the study investigator _____________________________ at ______________who will arrange for any medical treatment that is necessary.  After hours, I will call ______________________________ at _________________.  

In case there are medical problems or questions, I have been told I can call Dr. 		 
at 	during the day and Dr. 	 at  	 after hours.  If any medical problems occur in connection with this study the VA will provide emergency care.

The VA has the authority to provide medical treatment to participants (veterans and non-veterans) injured by participation in a VA study.  If you are injured as a result of being in this study, the VA will provide the necessary medical treatment in accordance with federal law.  If you want to make a legal claim against the VA or anyone who works for the VA, special laws may apply. The Federal Tort Claims Act (28 U.S.C. 1346(b), 2671-2680) is a federal law that controls when and how a person can bring a claim against the U.S. Government.  If you sign this document you are not giving up your right to make a legal claim against the United States. 

I can call the IRB Coordinator at (401) 273-7100 ext. 3470, the Research Administrative Officer at (401) 273-7100 ext. 3478 or the Providence VAMC Patient Advocate at (401) 273-7100 ext. 3093 while I am a participant or after my participation is over for the following: 1) concerns, 2) complaints, 3) problems, 4) suggestions, 5) more information, 6) questions about my rights as a research participant or 7) verifying the validity of the study and authorized contacts.





I voluntarily consent to participate in this study.  I confirm that I have read this consent form or it has been read to me, and I agree it explains what this study is about and how and why it is being done. I will receive a signed copy of the consent form document after I sign it.
 
							
Participant’s Signature		Participant (printed)			Date

		__________________________________        _____________
Signature of Person Obtaining Consent	    Person Obtaining Consent (printed)		  Date

DELETE THIS AREA PRIOR TO SUBMISSION: 

1) Insert Participant’s Representative Signature blocks ONLY if seeking IRB approval to recruit individuals with impaired decision making capacity of if they are incompetent.  See VHA Handbook 1200.05 Paragraph 36 or the Research Office.

							
Signature of Participant’s Representative	      Participant’s Representative (printed)		           Date

2) Insert Witness Signature blocks ONLY if witness signature is required by the IRB or sponsor.  See VHA Handbook 1200.05 Paragraph 33C or the Research Office.

________________________________              ______________________________                          __________
Signature of Witness	       Witness (printed)		          Date
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