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	Department of Veterans Affairs
	VA RESEARCH CONSENT FORM AND 

             HIPAA AUTHORIZATION
                                  Version Date:  Add Date

	Title of Study:    
	

	Principal Investigator:    
	
	VAMC: 
	Tennessee Valley

Healthcare System

	Participant Name:


	
	Date:
	



​​Please prepare the consent document in Arial size 12 font for easier reading by the veteran, keep the  language simple (target a 6th to 8th grade reading level), and delete the informational guidance in this template. The first use of any abbreviations must be defined with acronym.  Suggested template language is identified using a blue font.

PURPOSE OF THE STUDY

· Start this section with an introductory statement similar to the following:

You are being asked to take part in a research study at the VA Tennessee Valley Healthcare System Medical Center because you have (list condition, disease, etc.).

· The content should introduce the study participant to nature of the research, its relevance to the study participant’s condition, and the objectives of the study. When referring to medical/technical or scientific terms with common abbreviations or acronyms, please write out the full name the first time used. If the research involves the use of investigational drugs, devices, or interventions, please include this information as part of the purpose statement.   Include the projected number of study participants at TVHS (and projected participants at other sites if this a multi-site project) and the expected duration of the participant's participation (e.g., 30 minutes to complete questionnaire, 60 minutes, 1 year with 3 follow-up research visits, etc.).  
DESCRIPTION OF THE PROCEDURES AND APPROXIMATE DURATION OF THE STUDY

· Start this section with a statement similar to the following:


If you agree (or consent) to participate in this research study…….

· Provide a step-by-step description of the procedures to be performed.  Include a statement of the procedures that will be performed solely for the purposes of research and those that are considered standard of care or routine treatment. 

· If study involves random assignment, please include the probability of group assignment and define randomization using lay terms similar to the following:
Using a procedure like the flip of a coin, you will have a one in ____ chance of receiving the study drug/device/intervention instead of __________.

· Please include descriptions of single or double blinding if part of the study design.

· Include the number of subjects to be enrolled and the approximate duration of the study and individual study interventions and the number of times an intervention will be repeated should be described.  If the study design is complex, a table or chart is recommended.  Also include information about long-term follow up.   Procedures that increase, time, complexity, discomfort, and/or involve or prolong hospitalization should be included.

· If blood is to be withdrawn, the frequency and the amount of blood to be drawn using household terms as teaspoons/tablespoons/pints and over what interval should be described.

· For women of childbearing potential, information about pregnancy testing (the method and at what intervals, as appropriate) must be included. Contraception for males and females should be provided, as appropriate.

· When applicable, subject reimbursement for allowable travel and other expenses should be described.  The information should include whether reimbursement is paid upon completion of any portion of the study and the total amount, the method and the timing of payments.  Please note that medical care is not considered reimbursement.

· Include a table of research activities to provide a simple overview of research intervention that cover multiple weeks (see sample table):
	Intervention
	Week 1
	Week 4
	Week 8
	Week 12

	Screening & Consent
	X
	
	
	

	History & Physical
	X
	
	
	

	Blood Draw
	X
	X
	X
	X

	Questionnaire
	X
	
	
	X

	Telephone follow-up
	
	X
	X
	


· If research procedures are performed at TVHS and another site, please describe what procedures are conducted at each site as identified below (if applicable): 

· Research procedures being performed at VA TVHS (include only if research procedures are conducted at TVHS and VUMC): VA TVHS's role in this study is to screen your medical records and to obtain your informed consent with respect to access to you records (and specify research procedure, e.g. blood draw).  All other aspects of this study will be performed at (specify other site i.e., Vanderbilt University Medical Center oncology clinic as applicable).  

· Research investigational procedures being performed at Vanderbilt University Medical Center (include only if research procedures are conducted at TVHS and VUMC).  Specify clinic and research procedure, drug, device or item, e.g. blood draw, EKG, bone marrow aspiration):  

DESCRIPTION OF STUDY RELATED COSTS 

Include a description of all study related costs and who (sponsor and/or subject) will be financially responsible and the following statement:
You will not be required to pay for any treatment received or blood test done solely for the purpose of this research study.  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.  You will be charged co-payments for any routine treatment of (specify standard of care procedure conducted which may have a co-payment).   
PAYMENT FOR PARTICIPATION/TRAVEL
You will not be paid for joining this study.  If this study reimburses for travel costs, add this statement:  You will receive $ (specify amount) per study visit to help cover the cost of gas and other travel expenses. The amount that you are reimbursed will be based on the number of miles that you travel for your visits. You must agree to the release of personally identifying information such as your name, address and social security number to the VA Tennessee Valley Healthcare System so that you may receive your money.

MEDICAL TREATMENT FOR RESEARCH-RELATED INJURY  (include for all studies):  Include the following information regarding subject injury language for veterans and non-veterans.  Please note this cannot be modified without the approval of the IRB and R&D Committee.
The VA has the authority to provide medical treatment to participants injured by participation in a VA project.   VA medical facilities will provide necessary medical treatment to you as a research participant if you are injured as a result of your participation in this study.  

Compensation may or may not be available to you under applicable state and federal law in the event that you suffer physical injury or illness arising from this study.  By agreeing to participate in this study you are not waiving or giving up your legal rights to seek compensation.  If you have questions you may contact the VATVHS Institutional Review Board office at 615-873-6076 or the Research and Development Service office at 615-873-8694.
COMPENSATION FOR RESEARCH-RELATED INJURY (include for greater than minimal risk studies)
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.  Provide a description of compensation available for research-related injury if available (e.g., as described in sponsor's protocol, etc.).
DESCRIPTION OF THE DISCOMFORTS, INCONVENIENCES, AND/OR RISKS 

· Describe all known risks, inconveniences, and/or side effects that can be reasonably expected as a result of study participation.  Also include a statement that there may be unknown or unforeseen risks associated with study participation.   It is also recommended that a statement about the potential side effects or complications be included.  For study subjects with chronic illnesses or underlying conditions, it is recommended that a statement about the side effects or complications that may occur (and may be life-threatening, as appropriate) unrelated to study participation be clearly spelled out.

· If blood will be withdrawn, please include the risks, of pain, bruising, and rarely fainting or infection.

· Include information about measures to be taken to minimize potential risks.

· For women of childbearing potential, information about pregnancy testing (the method and at what intervals, as appropriate) must be included.  Include a statement that if a participant was or became pregnant, the particular treatment or procedure might involve risks to the embryo or fetus (unborn child), which are currently unforeseeable.  Contraception for males and females should be provided, as appropriate.

ANTICIPATED BENEFITS RESULTING FROM STUDY PARTICIPATION
· Describe any potential benefits to the subject, society, or future patients with similar conditions.  This section should answer the question of how the benefits outweigh the risks and discomforts. It should indicate how fruitful results could not be obtained by other methods or at random. The subject should have a clear understanding of why the experiment is justified, without being coerced.  A statement should also be included that no guarantee to direct benefit can be made.

· If there are no clear benefits to this subject, include a statement similar to the following:
Taking part in this study may not personally help you, but your participation may lead to knowledge that will help others or there are no benefits associated with study participation.

ALTERNATIVE PROCEDURES/OTHER TREATMENT AVAILABLE
· Describe the alternative procedures or treatments that are available to the study participant if he/she chooses not to participate in the research study and whether and how the evaluation/treatment received would be different.

· Where appropriate, include the consequences of a subject’s decision to withdraw from the research.  Reiterate that participation and withdrawal are voluntary and without penalty using a statement similar to the following:
You are not required to take part in this research study.  Your participation is entirely voluntary.  You can refuse to participate now or you can withdraw from this study at any time after giving your consent without affecting your healthcare/services or other rights.  This will not interfere with your regular medical treatment, if you are a patient.

· Where appropriate, include the procedure for safe and orderly termination of participation when abrupt termination would impose risks.

The investigator(s) may stop your participation in this study without your consent for reasons

such as:  it will be in your best interest; you do not follow the study plan; or you experience a

study-related illness or injury. You may be withdrawn from the study if laboratory tests suggest that it is not safe for you to continue.

RESEARCH RESULTS

· Include a statement similar to the following in the event new information is obtained during the course of this research study:

In the event new information becomes available that may affect the risks and/or benefits associated with this study or your willingness to participate in it, you and your physician will be notified so you can make a decision whether or not to continue your participation in this study.
· Include a statement that indicates who will have possession of questionnaires, videos, audio cassettes, who else will have access to them, how they will be secured, and the timing and method of coding and disposal.

· If research results are to be published or presented, include a statement as follows:
If results of this study are reported in medical journals or at meetings, you will not be identified by name, by recognizable photograph, or by any other means without your specific consent.

DISPOSITION OF RESEARCH DATA AND/OR SPECIMENS
· Include a statement that identifies study endpoint and location(s) of data and/or specimens.  Also indicate what will happen to the data and/or specimens at the completion of the study.  As a reminder, all research data must be retained indefinitely in accordance with VHA and Federal Record Control Schedule policies after study completion.
This research study is anticipated to last ____ (specify study endpoint, i.e., 1 year, 3 years as applicable).  The (specify type) research data will be stored at _______  (specify location Room/Bldg No) and retained in your research record in accordance with Veterans Health Administration (VHA) and Federal Records Control Schedule policies after the study is completed.  If research data will be used/shared outside TVHS you may want to list the locations with bulleted points.  Note: Information should agree with IRB application and data security form and should specify location(s) of each type of research data, e.g., sensitive and de-identified research data, hard copy documents, electronic data, code linking to PHI data:
· Sensitive Research data (hard copy  such as signed consent form, case reports forms):

· PI’s office in VA TVHS Room ______;

· PI’s office at VUMC Medical Center North

· Study Sponsor ____________ (name, location city/state)

· Electronic sensitive research data (computer spreadsheets/CFRs/code linking to PHI)

· PI’s office on VA TVHS Server;

· PI’s office on VUMC Server (VICC Server, GCRC Server, Encore, etc)

· Study Sponsor ____________ (name, location city/state)

· Sponsor’s Database Center Website (name , city/state)
· De-identified research data (hard copy and electronic data)

· PI’s office on VA TVHS Server;

· PI’s office on VUMC Server (VICC Server, GCRC Server, Encore, etc)

· Study Sponsor ____________ (name, location city/state)

The research specimens will be stored at ________ (specify location) and will be ___________ (specify disposition plans, i.e., destroyed at the end of the study, destroyed after analysis is complete, or retained indefinitely for future use, as applicable to this protocol).  Use bulleted points if multiple locations are used for specimen locations.
CONTACT INFORMATION

· Include the following information for 24 hour telephone access.  If different contact numbers are to be used during the day and night, include both numbers and contact person(s) in this section (include area code) * Note: updated VATVHS phone numbers.
If you have questions about this study, wish to express concerns or complaints about the research, or to report a research-related injury, you can contact:


Principal Investigator _________________ at this phone number________________.
           Alternate Contact Person ______________at this phone number: _________________.

If you have general questions about giving consent or your rights as a participant in this study or wish to discuss problems or concerns, offer input, or request information you can call the VA Tennessee Valley Healthcare System (VATVHS) Institutional Review Board Office at (615) 873-6076 or the Research and Development Service Office at (615) 873-8694.You may also contact the VATVHS Patient Advocate at 1-800-228-4973, extension 67225 or      1-800-876-7093 extension 22560, or (615) 873-7225 to discuss problems or concerns and ask questions not related to the consent process, offer input, or request information.  
CONFIDENTIALITY AND PRIVACY

· Include information about privacy and confidentiality.  Please include statements similar to the following:

Your rights of privacy will be maintained in the following manner.  Your medical records will be maintained according to this medical center’s requirements and the Privacy Act of 1974.  All information obtained about you during the research study will be kept as confidential as legally possible and will be accessible only to the investigators, the sponsor (when applicable), and any appropriate government agency.  Research records, like any other hospital records, may be inspected by federal regulatory authorities, including the VA Office of Research Oversight,  the VA TVHS Research Compliance Officer, the Food and Drug Administration (FDA), state regulatory authorities, and legally authorized parties.    

Your permission to allow access to your medical information and a description of your rights under the Health Insurance Portability and Accountability Act of 1996 (HIPAA) is included with this consent document.   By signing the consent form, you are voluntarily choosing to participate in the study and allow access, use and disclosure of your personal health information as described below in this consent form. 

AUthorization for Use and/or Disclosure of Protected Health Information for Research Purposes:
Protected health information (PHI) is individually identifiable health information that is or has been collected or maintained by VA Tennessee Valley Healthcare System (VATVHS), including information that is collected for research purposes only, and can be linked back to an individual participant.  Once this has occurred, use or disclosure of such information must follow federal privacy guidelines.  

This section of the consent form provides an explanation about the use and disclosure of your health information for this research and requests your permission to authorize the Veterans Health Administration (VHA) to release your individual health information identified in the section below.
Protected Health Information (PHI) to be Used and/or Disclosed. Protected health information includes health information in your medical records and information that can identify you. For example, protected health information may include your name, address, phone number or social security number.  By signing this document, you authorize the principal investigator and members of the research team to use the following information about you:
	 FORMCHECKBOX 
 History and Physical Examination

 FORMCHECKBOX 
 Discharge Summary(ies)

 FORMCHECKBOX 
 X-rays

 FORMCHECKBOX 
 Diagnostic/Laboratory tests 

 FORMCHECKBOX 
 Billing records

 FORMCHECKBOX 
 Operative Report(s)
	 FORMCHECKBOX 
 Progress Notes
 FORMCHECKBOX 
 Photographs, videotapes, other images

 FORMCHECKBOX 
 Mental Health (not psychotherapy notes)

 FORMCHECKBOX 
 Other Records:      
 FORMCHECKBOX 
 Only the following records or types of health information:      


	Additional Authorization to Access, Use and/or Disclose (38 USC 7332) Protected Health Information for alcohol use , drug use, HIV or sickle cell anemia records for research:
In accordance with 38 U.S.C. § 7332, any protected health information (this refers to your authorization to access specific medical records that pertain to alcoholism/alcohol use; drug abuse; HIV records or sickle cell anemia for research purposes) that may be accessed, used and/or disclosed by the principal investigator as part of this study must be identified below:

 FORMCHECKBOX 
 Investigator does not plan to access, use or disclose 38 USC 7332 protected information    or
Protected health information pertaining to alcoholism/alcohol use; drug abuse; HIV records or sickle cell anemia for research purposes that may be accessed by the principal investigator as part of this study includes information regarding the following conditions if access, use and/or disclosure of the following records is authorized.  Note: subject’s initials are required if any boxes are checked below:
 FORMCHECKBOX 
 Alcoholism or Alcohol Use  
 FORMCHECKBOX 
 Drug Abuse Information  
 FORMCHECKBOX 
 HIV (testing or infection) records             
 FORMCHECKBOX 
 Sickle cell anemia             
Your initials are required here to document your additional authorization for the PI to access your protected health information (if any of the 4 items are checked above)   _________(initials are required ONLY if the PI will access/use or disclose protected medical records).

	


Parties Who May Receive and Use Your Protected Health Information (PHI).  The research team may also need to disclose the information to others as part of the study process.  By signing this document, you authorize disclosure of the information identified above to the following:
	 FORMCHECKBOX 
 We do not plan to share your data outside the research team.

 FORMCHECKBOX 
 Vanderbilt University Medical Center     
 FORMCHECKBOX 
 US Food & Drug Administration (FDA)


 FORMCHECKBOX 
 The study sponsor:       


 FORMCHECKBOX 
 Others:      

	The purpose(s) of the use and/or disclosure of your information is for (specify, e.g., for data analysis as it relates to this research study):       


Duration of Investigator Use and/or Disclosure of Your Protected Health Information (PHI).  Your health information cannot be used or disclosed indefinitely without your knowledge.  This authorization to use and/or disclose your individual health information will: (specify - check box below)
 FORMCHECKBOX 
 Expire upon study completion;

 FORMCHECKBOX 
 Not expire [e.g., creation of a research database/repository, described herein]

 FORMCHECKBOX 
 Expire       (specify date)

Right to Refuse to Sign this Authorization.  This authorization to release health information is voluntary.  Treatment, payment, enrollment or eligibility for benefits may not be conditioned on signing or refusing to sign this Authorization.  If you decide not to sign this authorization you will not participate in this research study or receive research related treatment.
Right to Revoke Your Authorization.  You can revoke this authorization, in writing, at any time.  To revoke your authorization, you must write to the VATVHS Privacy Officer (VA Tennessee Valley Healthcare System, 1310 24th Avenue South, Nashville, TN 37212-2637) or at the York campus at 3400 Lebanon Pike, Murfreesboro, TN  37219; or you can ask a member of the research team to give you a form to revoke the authorization.  Your request will be valid when the Privacy Officer receives it.  If you revoke this authorization, you will not be able to continue to participate in the study.  This will not affect your right as a VHA patient to treatment or benefits outside the study.

If you revoke this authorization, the principal investigator and the research team can continue to use information about you that was collected before receipt of the revocation.  The research team will not collect information about you after you revoke the authorization.

If this is a study where you do not know if you will receive a placebo or the active agent, or the study is masked for some reason, you will not be allowed to see research-related medical records about you that are created or obtained by the research team.  You will be able to see them again when the study is completed.  This will not affect your doctor’s ability to see your records as part of your normal health care.

Potential for Re-disclosure. The VHA complies with the requirements of the Health Insurance Portability and Accountability Act of 1996 and its privacy regulations and all other applicable laws that protect your privacy.  We will protect your information according to these laws.  Despite this protection, if your health information is disclosed pursuant to this signed authorization, it may no longer be protected by Federal law or regulation and might be re-disclosed by the recipient.  Our Notice of Privacy Practices (a separate document) provides more information on how we protect your information.  If you do not have a copy of the Notice, the research team will provide one to you. 

	STATEMENT & SIGNATURE OF PERSON AGREEING TO PARTICIPATE IN THIS RESEARCH STUDY:
Signatures.  I agree to participate in this research project and authorize the use and/or disclosure of my identifiable information as described in this form. I will be given a signed copy of this consent form for my records.  I have read or have had this consent and authorization form read to me. 

· ___________________________has explained the study to me and all of my questions have been answered. 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.  If I have questions later, I understand I can contact the researcher or a member of the research team.

· If I do not take part in this study, 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.
· I have been told my rights as a research subject, and I voluntarily consent to participate in this study. I have been told what the study is about and how and why it is being done.  All my questions have been answered.

· I will receive a copy of this consent form and a copy will be placed in my medical chart and a copy filed in the VA Tennessee Valley Healthcare System Research and Development Service Office.  
· I will also receive a copy of the Department of Veterans Affairs brochure, Volunteering in Research: Here are some things you need to know."  
SIGNATURES:  (Note: ALL signatures and date of signatures below are required for legally effective research consent and HIPAA authorization.) 
__________________________  

Study Participant’s SSN – full SSN required
_____________________________

Study Participant Name (Print)

_________________________________

Study Participant Signature
_____________

Date
_____________________________
Witness Name (Print)

*Note: witness cannot be research staff

________________________________
Witness Signature
____________

Date
_____________________________
Name of person (Print) obtaining  authorization and consent

_________________________________
Signature of person obtaining authorization and consent

____________
Date

The execution of this form does not authorize the release of information other than that specifically described.  The information requested on this form is solicited under Title 38USC.  The form authorizes release of information that you specify in accordance with Health Insurance Portability & Accountability Act, 45 CFR 160 and 164, 5 USC 552a and 38 USC 5701 and 7332.  Your disclosure of information requested is on this form is voluntary.  However if the information, including social security number (SSN) is not furnished completely and accurately the Department of Veterans Affairs will be unable to comply with the request.


TIPS and REMINDERS  (delete this page after review)
· The Statement of Person Agreeing to Participate in this Study section and required consent signatures should remain together  – you may need to insert a page break.  Please keep consent signatures on one page.  
· *For surrogate signature, the Legally Authorized Representative (LAR)/Surrogate Consent form must be used.  A copy of the court document of Durable Power of Attorney or Legal Guardian must be attached if surrogate consent is obtained.  Surrogate consent process must be approved by the IRB to ensure adequate protections for vulnerable populations.  

· Ensure all VATVHS telephone numbers are updated and verify PI contact information
· Run spell check to reduce spelling errors.  

· Check reading level: Identify sentences and words that may require simplification by checking the Flesch-Kincaid Grade Level Score Word Tool to ensure 6th- 8th grade reading level: On Tools, click Options, then click the Spelling & Grammar tab.  Check grammar with spelling check box; Select Show readability statistics check box then click ok.  On Standard toolbar, check Spelling and Grammar.

· Check consent pages for widow/orphan lines or blank pages; reformat page if needed.

· All research data, including investigator records, must be retained until disposition instructions are approved by the National Archives and Records Administration and are published in VHA's Records Control Schedule policies as stated in the VHA Handbook 1200.05 § 7.j..  At the current time, a retention schedule for research records has not been approved and published.  Therefore, all research records must be retained indefinitely until the publication of a records retention schedule that specifies a timeline for disposal.  

· Change header "Version Date" for revised consent document submission.

· Send electronic copy of consent documents to the IRB office via email or CD.

· Check out this great website for translating medical words into easily understood language for consent forms: http://humansubjects.stanford.edu/general/glossary.html
□    Delete all instruction information for consent template language in blue. 
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