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Instructions for JBVAMC Research Consent template:

1. Delete this information prior to finalizing the document.

2. Italicized text in brackets [  ] provides directions, or options, and should be deleted from the final version. 
3. ( and italics indicate guidelines.  Delete guidelines from document.  Remove arrows and italics before finalizing the document. Suggested text is often included in the guidelines.  Suggested text is preceded by *Suggested Text* tag.  Delete the *Suggested Text* tag before finalizing the document.

4. Plain text usually stays.  Plain text separated by OR indicates that there are several options.  Pick one and delete the others.

5. Delete any OPTIONAL sections that do not apply to your research, as well as these instructions prior to submitting the form to the IRB for review.
6. The entire consent document should be written using a language readily understandable by the subject.

7. When referring to the research subject, use the term “subject” not “patient.”

8. Always refer to the subject in second person (i.e. you, your).

9. Add a running footer of : Short  Study title or Number, Version #, [date]

10. The final JBVAMC consent must be submitted on this form (VA form 10-1086), as per VHA Handbook 1200.05).

11. Research may only be initiated at the JBVAMC after receiving VA R&D approval.  

12. For projects with the VA and either UIC or NU as performances site, you must submit BOTH a VA consent form and either a UIC or NU consent form.

13. Recent changes (Version 12/2/09 to Version 1/30/11) to the consent document are highlighted.  Please note that the only change from the 1/30/11 Version to the 5/2/11 Version is the third bulleted point under the section “What about privacy and confidentiality?”. 
[Required Section]

Why am I being asked?

You are being asked to be a subject in a research study about [add a brief description, in lay language, of the study] conducted by [add name of investigator or student/faculty; investigator’s department and/or college] at the Jesse Brown VA Medical Center (JBVAMC) [insert names of any performance sites].  The study is sponsored by [insert the sponsor(s) name – if there is no sponsor, delete this sentence].  You have been asked to participate in the research because [explain how subject was identified in lay language] and may be eligible to participate.  We ask that you read this form and ask any questions you may have before agreeing to be in the research.  

Your participation in this research is voluntary.  You should feel free to ask the researchers any questions you may have.  Your decision whether or not to participate will not affect your current or future relations with JBVAMC.  If you decide to participate, you are free to withdraw at any time without affecting that relationship. 
[Note:  If this does not apply to your research, please omit this entry and delete the heading.]

Conflict or Proprietary Interest Disclosure

The following disclosure (s) is/are made to give you an opportunity to decide if this/these relationship (s) will affect your willingness to participate in this research study: 

*Suggested Text*

Your doctor who is also the person responsible for this research study is interested in both your clinical care and the conduct of this research study. You may choose to seek the opinion of another doctor or someone not related to this research study before enrolling in this research study.  More importantly, you are not under any obligation to participate in any clinical research study offered by your doctor.

Dr/Mr/Ms [insert name here], the person responsible for this research study has the following relationship with [insert name of the sponsor], the sponsor of this research study.

Dr/Mr/Ms [Insert name of here], the person responsible for the conduct of this study owns stock in the same company that is paying for this research.
[Required section]
How can I make sure that the study is real?

You can make sure that the study is real by calling [insert number] or [insert other means that veterans can use to verify the validity of the study]. 
If you have Internet access, you can find the trial at www.clinicaltrials.gov/ where the VA clinical trials are listed.

[Required section]

What is the purpose of this research?

This research is being done to better understand [Insert protocol-specific text]. OR 

The study is being done to test [Insert protocol-specific text].

· Describe in nontechnical terms and without jargon what the study is designed to discover or establish. 

· A brief (1-2 sentences) description of the reason (i.e., background and rationale) for the study should be included. 

· If the research involves an investigational drug, device, or biologic, state the regulatory status of the agent for the indication being studied using explanations designed to be understood by the targeted subject population.  For example: “This research is testing the investigational drug, XYZ100, for treating Alzheimer’s disease.  Investigational means that XYZ100 has not been approved by the US Food and Drug Administration to treat Alzheimer’s disease.”
· Explain if the agent is approved for other indications.
Approximately [add number of subjects] subjects may be involved in this research at the JBVAMC.  [If a multicenter trial, add the total number of subjects anticipated and the projected number of research sites.]  

A total of [add the total number of subjects across all study sites] subjects may be involved in this research at [add total number of study sites] study sites. 
[Required Section]

What are the procedures involved?

You will need to come to the study site [Insert protocol-specific text] times over the next [Insert protocol-specific text]. 

· Fill in the total number of visits.

· Complete the sentence with how many days, months or years the total number of visits for this study will last.

Each of those visits will take about [Insert protocol-specific text]. 

· State in minutes or hours; if lengths of visits will vary, indicate the typical time and range of visit lengths.

The study procedures are [Insert protocol-specific text].
· After reading this section, the subject must be able to understand what will happen to them and what they will be expected to do as part of the research. 

· Describe the procedures chronologically using lay language and short sentences.  

· The use of subheadings, short paragraphs and/or bullets will help to organize this section and increase readability.

· Distinguish which items and services are experimental or for research purposes only and which are standard care for the subject’s condition and would occur whether or not they participated in the research. 

· Include the frequency, the length of time, and, if variable, the location of the procedure.

· Use nontechnical language to describe medical terms, such as an electrical tracing of your heart for ECG or electrocardiogram, collection of blood from a vein in your arm with a needle for phlebotomy, and brain scan for CT or MRI of the brain.  Volume of blood or urine to be obtained should be expressed in common measures such as teaspoons, tablespoons, or ounces and radiation exposure in equivalent measures, such as days of exposure to natural background radiation.  

· Describe method for assignment to a specific treatment or intervention and chances of being assigned to a treatment or intervention.  Include route of administration and dose schedule. 

· Explain concepts such as placebo and randomization in lay terms (include odds of placement in each study arm after randomization).  If the research is double-blind, state “neither you nor your doctor will know which medication you are receiving.
· Include any additional instructions that subjects must follow.  For example, subjects who will take a study drug at home may be instructed as to the storage of the drug, whether it should be taken with food, what to do if a dose is missed, and how to maintain a drug diary.

· If applicable, include a description of the procedure used to determine whether a female subject is pregnant (i.e. urine pregnancy test, serum pregnancy test).  If birth control methods are required for participation, name the methods of birth control that will be acceptable for the specific protocol. 
· If standard treatment might be withheld, the subject must be informed and the potential risks addressed in the risk section.
· If there are calendars, flowcharts, tables or pictures, that would help explain the procedures, note what they are and attach them.
[For protocols involving tissue banking, the informed consent must clearly address the following:]
Tissue Banking
· Explain the purpose of the tissue banking; 
· Type of specimens that will be stored and the name and location of biorepository/tissue bank where they will be stored;
· Who will have access to the samples; 
· Types of future research sample will be used for;
·  If, and how, specimen will be shared with other researchers for approved research protocols;
· Length of time specimen will be stored, and how samples will be disposed, if applicable (e.g., 5 years and then destroyed; indefinitely);
· Explain that the specimen will be labeled with a code that doesn’t contain any personal identifiers (i.e., protected health information as defined by HIPAA) and if the subject’s clinical data will be linked to specimen;
· When and under what conditions research results will be conveyed to the subject the subject’s family, or the subject’s physician;
· Disclose any potential commercial benefits and if the subjects will receive money or other benefits;
· Whether the subject will be re-contacted after the original study is completed; and
· Steps necessary for the subject to withdraw from the study and any future studies in which the specimens may be used.  The consent must indicate what will occur to the data collected to that point and that the specimen and code that links the subject’s clinical data to the specimen will be destroyed. 

· If the banking or testing is required part of the research, please state this in the informed consent document.

[The following check boxes should be used when applicable to document the subject’s consent to tissue banking]
 FORMCHECKBOX 
 I agree to allow my [Insert applicable type: specific tissue, blood, other body fluid, DNA] to be kept by [Specify name and location of bank, repository and databank] for use by other researchers for future research to learn more about how to prevent, detect, or treat [Specify diseases or conditions].

Initials ________.

 FORMCHECKBOX 
 I agree to allow my [Insert applicable type: specific tissue, blood, other body fluid, DNA] to be kept by ________ [Specify name and location of bank, repository and databank] for use by other researchers for future genetic research to learn more about how to prevent, detect, or treat other health problems. 

Initials ________.

 FORMCHECKBOX 
 I agree to allow the researchers to contact me about future research.  

Initials ________.

[This section should be included only if genetic analysis will occur as part of this research or if biosamples will be stored for possible genetic analysis in the future] 

Genetic Testing

· Describe the genetic testing to be performed (i.e., genome wide association studies or directed analysis of candidate genes, diseases or conditions to be studied, what will occur with samples and genetic data after study is completed, how will confidentiality be protected).

· Will the results of the genetic analysis be shared with others? If so, indicate who and the conditions for sharing? Will samples and data contain direct or indirect identifiers or be de-identified before sharing. 

· If the genetic testing is optional and not required to participate in the main study, clearly indicate that the individual is not required to consent to the genetic analysis to take part in the main study.

· State whether or not the results (individual or group) will be provided to the subjects and, if so, under what circumstances and disclosure procedures.

· State whether genetic samples or data will be stored for future use.  If so, the following information should be provided, as applicable:

· Types of subsequent research;

· Where samples or data will be stored (e.g., investigator’s lab, pharmaceutical company repository, NIH GWAS database);

· Who will have access;

· Will samples or data contain direct or indirect identifiers;

· Describe other data about subject (e.g., phenotype information) which will be provided to the databank, the repository or other investigators;

· Types of medical conditions or diseases to be studied;

· Duration of storage and how samples/data will be disposed of; if there is a plan to store indefinitely, state this.

· Describe procedures for withdrawing consent and having sample or data removed from the bank or database.

[The following check boxes should be used when applicable to document the subject’s consent to current or future use of samples or data for genetic analysis]
 FORMCHECKBOX 
 I agree to allow genetic testing to be performed on my blood [or tissue] sample for the current present research study.
Initials _________.
 FORMCHECKBOX 
 I agree to allow my [Choose: blood or tissue samples, genetic data] to be kept by [Specify name and location of bank, repository and databank] for use by other researchers for future genetic research to learn more about how to prevent, detect, or treat [Specify diseases or conditions].
Initials ________.
 FORMCHECKBOX 
 I agree to allow my [Choose: blood or tissue samples, genetic data] to be kept by [Specify name and location of bank, repository and databank] for use by other researchers for future genetic research to learn more about how to prevent, detect, or treat other health problems. 
Initials ________.

 FORMCHECKBOX 
 I agree to allow the researchers to contact me about future genetic research.  

Initials ________.

[Required Section]

What are some of the risks and discomforts that may happen to people who are in this study?  
There may be risks from the study that are not known at this time.  [Insert protocol-specific text]. OR 

The likely risks and discomforts expected in this study are [Insert protocol-specific text]. OR 
The less likely risks and discomforts expected in this study are [Insert protocol-specific text]. OR
Rare but serious risks include [Insert protocol-specific text]. 

· Identify each intervention/treatment/procedure with a subheading and then describe any reasonable foreseeable risks, discomforts, inconveniences and how these will be managed.

· In addition to physiological risks/discomforts, describe any psychological, social, legal, or financial risks that might result from participating in the research.

· If there are significant physical or psychological risks to participation that might cause the researcher to terminate the study, please describe them.

· When known, please provide approximate frequencies for likely, less likely and rare.
· If an individual receiving placebo, palliative, standard, wash out, or the experimental treatment is placed at an increased risk from the natural progression of their disease, this should be clearly stated along with precautionary steps taken by the investigators to minimize these risks. 
· If participating in more than one research protocol may be problematic, add a statement that the subjects should inform the researcher if they are currently participating in another research study.
· Describe the risks of the procedures that will be performed for research purposes.
· Describe the side effects for each drug, device or biologic.  These should be explained in lay language, and, if applicable, the side effects should be labeled according to frequency (e.g., likely, less likely, rare) and severity (e.g., serious, minor).

· The use of bullets to list the risks is encouraged.

· If genetic testing will occur, the risks of inadvertent or inappropriate use or disclosure of individually identified genetic information should be described, including denial of employment or insurance of a research participant (or a relative or ethnic group or population) and psychosocial harms, such as stress, anxiety, or embarrassment resulting from inadvertent disclosure of information on family relationships, ethnic heritage, or potentially stigmatizing conditions. 
· *Suggested Text - Include the following if the subject will be receiving study drug, device or biologic at home* Please keep the study drug [or device] out of the reach of children or others who may not be able to read or understand the directions on the label.  Do not let anyone else take the study drug besides you.
[This section is required only if applicable - delete paragraphs/sentences  that do not apply]
What do I need to know about reproductive health/sexual activity if I am in this study?  
If you are a woman: Participating in this research may involve risks to pregnant women and/ or an unborn baby which are currently unforeseeable.  To protect against possible side effects of the study drug, if you are pregnant or nursing a child you may not take part in this study.  If you are a woman of childbearing ability, you and the study doctor must either agree on a method of birth control to use or you must agree to be abstinent (i.e., not have sex) throughout the study.

· If applicable, specify the time period after stopping study treatment or completing study that contraceptive control should continue.  

· Describe acceptable forms of birth control (i.e., oral contraceptive, double barrier method, abstinence, etc., if applicable).

If you think that you have become pregnant during the study, you must tell the doctor immediately.  [Add the following when true:]  If you become pregnant, your participation will be stopped.

If you are a man:  To protect against possible side effects of the study drug to an unborn baby, you must not get a partner pregnant while taking the study drug and for [Insert the number of days/weeks/months] after the last dose.

You and the study doctor must agree on a method of birth control to use throughout the study or you must agree to remain abstinent, as applicable.

· Describe acceptable forms of birth control (i.e., oral contraceptive, double barrier method, etc., if applicable).

[Required Section]

Are there benefits to taking part in this research? 

You may not directly benefit from participation in the research. OR 

Based on experience with this [Insert drug, procedure, device, etc.] in [Choose: animals, patients with similar conditions], researchers believe it may be of benefit to subjects with your condition [or it may be as good as standard therapy with fewer side effects].  However, because individuals respond differently to therapy, no one can know in advance if it will be helpful in your particular case.  
*Suggested Text, if applicable* If you are assigned to no treatment or treatment with placebo, you are not expected to directly benefit from participating in this research. OR 

You should not expect your condition to improve as a result of participating in this research. OR 

This study is not being done to improve your condition or health.

It is hoped that knowledge gained from this research may benefit others with [Insert condition or disease] in the future.

· Do not include payment for participation as it is not a direct benefit of the research.

[Required Section]

What other options are there?
You have the option to not participate in this research study. OR
· The above language is available if other options outside the research do not exist.

If you decide not to enter this research study, there is other care available to you, such as [List the major options such as drugs/devices/procedures/supportive care].  The study [Insert position] will discuss these with you.  You do not have to be in this study to be treated for [Insert disease, condition, symptoms]
· Indicate if the prospective subject may have access to the study drug, device, or biologic outside of the research. 

[Required Section]

Will I be told about new information that may affect my decision to participate?

During the course of the study, you will be informed of any significant new findings (either good or bad), such as changes in the risks or benefits resulting from participation in the research or new alternatives to participation, that might cause you to change your mind about continuing in the study.  If new information is provided to you, your consent to continue participating in this study may be re-obtained.

[Required Section]

What about privacy and confidentiality? 

If you participate in the research, your authorization will be required to have access to your private medical records.  You will be asked to sign a separate authorization form to allow us to have this access.  If you do not provide this authorization, you may not participate in the research. [Only include if applicable]

The people who will know that you are a research subject are members of the research team, individuals who may have access to your medical record and/or informed consent document due to their job function at the JBVAMC, and, if appropriate, your physicians and nurses.  A copy of your signed consent form will be included in your medical record. [Only include if medical records are to be flagged, as per IRB determination.] No information about you, or provided by you, during the research, will be disclosed to others without your written permission, except:

· if necessary to protect your rights or welfare (for example, if you are injured and need emergency care); or 

· when the Collaborative JBVAMC/NU/UIC Institutional Review Board or the JBVAMC Research and Development Committee monitors the research or consent process; or

· when the Office for Human Research Protections (OHRP), the Office of Research Oversight (ORO), the VA Office of the Inspector General (OIG), or other governmental regulatory agencies monitor the research; or if required by law.

Study information which identifies you and the consent form signed by you will be looked at and/or copied for examining the research by: [Retain the applicable items from this list and delete the others]:
· Food and Drug Administration (FDA)  

· Funding Agency, such as the National Institutes of Health (NIH) 

· Name of commercial sponsor or  manufacturer of the drug, device or biologic

· Authorized Representatives of the Sponsor [provide name of CRO and/or others]

· UIC Office for the Protection of Research Subjects and representatives of UIC, JBVAMC Research and Development Office and representatives of JBVAMC, the Westside Institute for Science and Education (WISE) and representatives of WISE [include only if WISE will receive funds],NU IRB Office and representatives of NU [only include the NU IRB Office if NU or its affiliates are a participating site], State of Illinois Auditors, or

· [List any others].

These agencies may see your name; but they are bound by rules of confidentiality not to reveal your identity to others. 
A possible risk of the research is that your participation in the research or information about you and your health might become known to individuals outside the research.
· Give a brief description of how personal information, research data, and related records will be coded, stored, etc., to prevent access by unauthorized personnel.

· If applicable, explain the final disposition of the research data.  However, when describing plans to destroy the data, or research records, after study completion, the following statement should be used rather than a definite date until a VA policy on document retention is worked out:  “Data and/or research records will be destroyed in accordance with the record control schedule.”
· If data or biological specimens will be stored or provided to other investigators after study completion, explain measures to protect confidentiality.

· State if and when individual data will be stripped of all direct and indirect identifiers or destroyed following analyses of the data or publication of the findings or results.
When the results of the research are published or discussed in conferences, no information will be included that would reveal your identity.  [Use this statement only if it is applicable to your research.]  If photographs, videos, or audiotape recordings of you will be used for educational purposes, your identity will be protected or disguised.  [Describe the subject's right to review/edit the tapes, who will have access, and when they will be erased.  Describe how personal identities will be shielded, disguised, etc.]

If subjects are being enrolled at NMH, NMPG, NMFF or RIC, please add the following statement:
Information about this study and the results of any test or procedure done may be placed in your medical records.

· If there is a Certificate of Confidentiality for this study, delete any template language that refers to releasing data or subject information “required by law,”  include the following paragraphs. 
*Suggested Text*  To help us protect you and the information we will be collecting from you, this research has been given a Certificate of Confidentiality by the U.S. government.  This Certificate means that researchers cannot be forced, even by courts or the police, to disclose any information about you.

The Certificate does not stop you from disclosing, or agreeing in writing to allow researchers to disclose, information about you.  For example, if you would like an employer or insurer to know something about you that is documented in this research, you can write and sign a statement telling the researchers it is okay to give your employer or insurance company information.
*Suggested Text, if applicable* If the researchers become aware of possible child abuse or elder abuse, or that you may cause serious harm to yourself, the researchers may report this to the appropriate authorities.  

*Suggested Text, if applicable*  If the research shows that you have a reportable communicable disease (for example, tuberculosis [TB] or HIV/AIDS), the researchers may report this to the appropriate authorities.      

[Required Section]

What if I am injured as a result of my participation?

If you are injured or harmed from taking part in this research study, necessary medical care (emergency or non-emergency) for the injury will be provided to you at no cost by the VA.  The VA has not set aside funds for other payments if research subjects are injured or harmed.  You are not giving up any legal rights or released the VA or its agents from liability for negligence by signing this form.
In the event of a research-related injury or if you experience an adverse event, please immediately contact Dr. [insert name] at [(XXX) XXX-XXXX] during the day and [(XXX) XXX-XXXX)] after business hours.  If you need emergency hospitalization in a private hospital because you are unable to come to the VA, have a family member or friend contact Dr. [insert name] so that the VA can coordinate your care and any related costs with the private hospital.  The VA will pay the costs of necessary care related to the research.

( Only include this paragraph if non-veteran participants are enrolled in the trial: All regulations pertaining to the participation of veterans as participants including requirements for indemnification in case of research-related injury apply to non-veteran participants enrolled in VA approved research.
[Note:  If this does not apply to your research, please omit this entry and delete the heading.]

Does the potential exist to lose decision-making capacity during the study?
Either due to your condition or due to the study procedures, you may become unable to continue to provide consent to be in the study and/or to make your own health care decisions during the study.  

Your ability to consent will be evaluated [describe how often the subject will be tested during the research and in what manner].
To prepare for this possibility, you may want to prepare an advanced directive (such as a durable power of attorney for health care) indicating who you would like to make health care decisions, including treatment and research decisions for you in such an instance.   If you have such a document, please attach the document to this form.  If you do not have this type of document, you may need to speak with someone who can help you create this document.   

· Explain in lay terms how the transfer of responsibility will occur    

[Required Section]

What are the costs for participating in this research?  

Some veterans pay co-payments for medical care and services provided by the VA. These co-payment requirements will continue to apply to standard medical care and services provided by the VA that are not part of this study.  You will be expected to pay these costs according to your usual method of payment.  Except for required co-payments, there are no additional costs to you for being part of this study.

[Required Section]

Will I be reimbursed for any of my expenses or paid for my participation in this research?
You will not be paid for participation in this research.

Or

You will be paid $ _____ per [visit, day, night, treatment].  You will be paid [at the end of the study, after each procedure, visit].  If you complete the study you will be paid a total of $ ____ .  If you do not complete the study you will be paid for the part of the study that you have completed.  

Or

You will not be paid for participation in this research, however you will receive reimbursement for your travel expenses in the amount of $____ per visit for a total $_____ for the study. If you do not complete the study you will be reimbursed for your expenses from the part of the study that you have completed.

[Note:  If this does not apply to your research, please omit this entry and delete the heading.]

Will your cells, tissues, blood, or other biological materials be used to develop commercial

products? 

If a commercial product is developed from the tissue or blood samples collected as part of this research project, the commercial product will be owned by [insert appropriate entity].  You will not profit financially from such a product.

Cells obtained from your body may be used to establish a cell line which may be shared in the future with other researchers and which may be of commercial value.  A cell line is one which will grow indefinitely in the laboratory.  Cell lines may be useful because of the characteristics of the cells and/or the products they may produce.

· If any human materials (tumor tissue, bone marrow, blood, etc.) are used for establishing a cell line which may be shared with other researchers and which may in the future be of commercial value, the subject must be informed of the fact in the consent form. 

[Required Section]

Can I withdraw or be removed from the study?

Your participation in this research is VOLUNTARY. If you choose not to participate or decide to withdraw your consent and discontinue participation, this will not affect your relationship with JBVAMC or your health care provider, or your right to health care or other services to which you are otherwise entitled.  

You have the right to leave a study at any time without penalty.  For your safety, however, you should consider the investigator’s advice about how to leave the study.  If you leave the study before the final planned study visit, the investigator may ask you to complete the final steps.  

· If applicable, explain the consequences of a subject's decision to withdraw from the research and state whether withdrawal must be gradual, for reasons of safety, as well as the approximate time period.
The researchers and sponsor also have the right to stop your participation in this study without your consent if:

· They believe it is in your best interests;

· You were to object to any future changes that may be made in the study plan;

· If applicable, list any reasons specific to the study ( i.e., the sponsor of the research has decided to stop the research, if you experience a severe side effect, if you do not follow the study procedures or if new information is identified); and/ or

· Describe any other circumstances for withdrawal.

If you must drop out because the investigator asks you to (rather than because you have decided on your own to withdraw), you will be paid [insert amount of payment or other remuneration].

· Be sure that this aspect of terminating participation at the request of the investigator is noted in the section “Will I be reimbursed for any of my expenses or paid for my participation in this research?” as well, and that the information in both sections is consistent.

[Required Section]

Who should I contact if I have questions regarding the research?

You can call us with your questions or concerns. If you have any illness or injury during your time on this study, you should call us promptly. [Insert PI’s name] is the person in charge of this research study. You can call [him/her] at telephone #_______ [insert when the person is available, for example: Monday through Friday, from 9am to 5pm].


You can also call [insert the research personnel name, telephone # and when he/she is available] with questions about this research study. For problems arising evenings or weekends, you may call [insert telephone #].
[Required Section]

Who should I contact if I wish to voice concerns or complaints about this research study? Who can I talk to about my rights as a research subject? 
  

You may contact [insert Principal Investigator name and contact information] or research staff [insert research staff contact information, as applicable] with any concerns or complaints as to this research 

study.  

If you want to speak with someone who is not directly involved in this research, or have questions about your rights as a research subject, or wish to voice concerns or complaints, you may contact the Medical Administrative Specialist at the JBVAMC Research and Development Office at (312) 569-6616 or (312) 569-7441.  You may also contact the UIC Office for the Protection of Research Subjects at (312) 996-1711 or 1-866-789-6215 (toll free) or e-mail OPRS at uicirb@uic.edu or the Northwestern University IRB Office at (312) 503-9338 [only include the NU IRB Office if NU or its affiliates are a participating site].
 
[Required Section]

Who can I talk to about my rights as a JBVAMC patient? 

  

If you want to talk to someone about your rights as a JBVAMC patient you should contact the Patient Advocate Office at the Jesse Brown VA Medical Center at (312) 569-6146. 

  

If you have concerns about specific study procedures or directions, you must contact the doctor or research staff as described above. 

[Required Section]

Remember 

Your participation in this research is voluntary. Your decision whether or not to participate will not affect your current or future relations with JBVAMC. If you decide to participate, you are free to withdraw at any time without affecting that relationship.
[Required Section – Please note that the heading, text, and all signature lines must be included on the same page.]

Research Subjects’ Rights:

I have read (or someone has read to me) the above information.  I have discussed this study with the person obtaining consent, been given an opportunity to ask questions and my questions have been answered to my satisfaction.  I agree to participate in this research.  I will be given a copy of this signed and dated form.

Signature of Subject





Date  

Signature of Legally Authorized Representative

Date (must be same as subject’s)

(Include only when required and approved by the IRB)

Printed Name of Legally Authorized Representative

Relationship

(Include only when required and approved by the IRB)

Signature of Person Obtaining Consent


Date (must be same as subject’s)
Name of Person Obtaining Consent
	Subject’s Medical Record  Number (only provide this on the copy being provided to P.A.S. for scanning into the Medical Record):


	IRB Stamp



	_____________________________________________________ 
	

	[Title, Version #, Version Date]
	


VA Form 10-1086
	Subject’s Medical record Number (last 4 digits) (only provide this on the copy being provided to P.A.S. for scanning into the Medical Record):  

________________________________
	IRB Stamp



	[Title, Version #, Version Date]
	


VA Form 10-1086

