VA New York Harbor Healthcare System

Research and Development

INFORMED CONSENT  
INSTRUCTIONS FOR THE RESEARCHER

Current Template Version 12/2008 found at the R&D Website 
The standard VA Form 10-1086 is to be used for preparing research consent form documents for all human subjects enrolled in a VA research protocol. It must be completed on the computer as a Microsoft Word document before submitting to the VA IRB for review and approval. Please use the most recent version of the template that is posted on the VA NYHHS R&D website.
Sections of the document include: a) Description of the research by the investigator with suggested categories defined, b) an Authorization to access and release PHI, c) the research participant’s rights, and d) Consent signature lines. The template contains text in a different font color and may either be instructions (which should be deleted in the final version) or needs to be completed or revised to be protocol specific and may be deleted if not applicable. Typically, your main body text begins after the Description of the Research following the categories listed. For your convenience a blank second page is inserted. The bottom of page 2 is formatted so that it has a section break. 
This instructions page contain recommended statements that may be revised as applicable. Note:  Anything enclosed in brackets [ ] are instructions/suggestions to serve as your guide. The brackets and instructions are in a different font color and should not be included in the final text of your consent form. To ensure readability, the consent form should be written at an 8th grade reading level using layman’s terms as often as possible. When using acronyms, please spell out the phrase in full the first time it is used in the document.
The Authorization to access and release PHI page template includes most of the HIPAA required language. Specify the individually identifiable information to be used in the research by either checking the boxes provided or merely listing all line item samples provided and deleting the ones that will not be used in this research. You may add additional information according to your protocol’s needs. 

Each page of the consent form should have the title of the study and the name of the principal investigator. You may type it in the header portion of the form by replacing the lines. If your protocol will be conducted in one specific campus, enter the campus after VA NYHHS otherwise, delete the line. [See Microsoft Word Help (View, edit or format a header or footer) for help].  Shortcut: To display the header, double click on the upper left corner of the header grayed-out area. Please note that the document is divided into section breaks so that the headers and footers on the front page (Section 1), HIPAA Authorization page (Section 2) and the last pages (Section 3) are not exactly the same. You have to change every header in the different sections.
Consent Form Version or Revision date is helpful especially when you are submitting multiple revisions to your consent form, and should be added to each page of the form. This is found on the header for your convenience.  

Make sure to proof read you work (spell check, spacing) before submitting to the Research Office. If your computer has Microsoft Word set up to track changes [Ctrl+Shift+E], make sure to click “Accept All Changes” to your document before printing or set up Word to show “Final” only.

Disclaimer:  
Because of differences in printers and default settings, it is your responsibility to check the format of your print out. The IRB-stamped document will be given to you once approved by the R&D committee and will serve as your original copy.
Before using the consent document:  

1. For VA compliance, an approved consent form must have the IRB date of approval stamped on each page of the consent form. This document’s approval expires and must be renewed for continued use. Any changes to this document requires prior IRB review and approval.

2. Subject Identification information is required to facilitate scanning of the document into the Computerized Patient Record System (CPRS) and is on the footer section. When a research participant is consented this signed document requires the person’s name and full social security number.
3. The signature page requires three signatories for VA compliance: The signature of the subject, the witness, and the person obtaining consent. In the case of surrogate consent, the subject’s representative is obtained. Optional signatures include signature of Principal Investigator - if the sponsor of the study requires it in addition to the designated person obtaining consent, signature of witness to consent process – if the sponsor of the study require a witness to the consent process in addition to a witness to the subject’s signature. You may add additional lines as necessary.
4. Your Protocol ID is a MIRB-generated 5-digit code. It is provided to you in your approval letter. This should be included in the bottom section of each page of your approved consent document.
Obtaining informed consent:

1. If someone other than the investigator conducts the interview and obtains consent from a patient, the investigator needs to formally delegate this responsibility, and the person so delegated must have received appropriate training to perform this activity. The person so delegated must be knowledgeable about the research to be conducted and the consenting process, and must be able to answer questions about the study.

2. An investigator must seek consent only under circumstances that: 

a) Provide the prospective subject or the subject’s legally-authorized representative sufficient opportunity to consider whether or not to participate

b) Minimize the possibility of coercion or undue influence. 

3. The information that is given to the subject or the subject’s representative must be in language understandable to the subject or the subject’s representative. 

4. No informed consent, whether oral or written, may include any exculpatory language through which the subject or the subject’s representative is made to waive or appear to waive any of the subject's legal rights, or releases or appears to release the investigator, the sponsor, the institution, or its agents from liability for negligence.  

5. The document should have the IRB approval date stamp legible on each page and must be used within the approved period only. 

6. The legally authorized representative (LAR) must comply with HIPAA requirements as well as applicable federal and state laws regarding informed consent.

7. A signed copy of the consent document must be provided to the research participant.  

Oral Consent Form and the use of the Short Form:

A shortened written consent document stating that the elements of informed consent required by VHA Handbook 1200.05 and 38 CFR 16.116 have been presented orally to the subject or the subject's legally-authorized representative. When this method is used, there must be a witness to the oral presentation.

A progress note documenting the informed consent process must be placed in the subject’s medical record (CPRS) using the template Research Enrollment Note unless this requirement was waived by the IRB.

Translation Service:

For subjects whose native language is not English, informed consent must be obtained in a language that is understandable to the subject (or the subject’s legally authorized representative).  In accordance with this policy, the IRB requires that informed consent conferences include a reliable translator when the prospective subject does not understand the language of the person who is obtaining consent.  The VA has available a phone translations service called CYRACOM (CyraCom.com). http://cyracom.com
The following pages provides standard statements to serve as your guide when you draft your consent document. You may copy and paste to the VA 10-1086 form template.

Please use the Informed Consent Checklist once you have completed this document to ensure that you have included all the regulatory requirements for an informed consent document.

DESCRIPTION OF RESEARCH BY THE INVESTIGATOR
Purpose of the study and how long it will last
[Introduce the subject to the nature of the research, why it relates to his condition, and make a specific purpose statement:]

The purpose of this research is ...

 [The language in the consent should be clearly understood by persons of the full range of educational  levels that will be asked to participate.  Medical jargon should be avoided and the information should be related to everyday familiar language.

When referring to medical terms that are commonly abbreviated, write out the full name the first time you mention it in the text. When using statistics, indicate the number out of 100 or more, instead of a percent.]

Description of the study including procedures to be used  
1. [Start this section with:]  If you consent to participate in this research study ...

2. [Give a step by step description of the procedures from selection of patients through follow-up.  Identify phases, if appropriate.]

3. [Discuss experimental procedures (do not call them investigational procedures).  Focus on invasive techniques, restriction of normal activities, long term follow-up, and possibility of receiving inactive materials.]

4. [Make a clear distinction between procedures which are necessary because of the study and those which would be required as part of the subject’s usual medical care.  This includes increases in time, complexity, discomfort, and/or prolongation of hospitalization or hospitalization entirely for research purposes.]

5. [If the study involves random assignment, the nature and probability of group assignment must be specified:]  Using a procedure like flipping a coin or drawing chances from a hat, you will have a 1 in 

 chance of receiving placebo, a substance that looks like the study drug but contains no active medication  instead of 

.
6. [If the subject and/or treating physician are to be kept blind to group assignment, this fact must be included.]

7. [When appropriate, the subject’s approximate length of involvement in the study shall be indicated.]

8. [The number of times a procedure is repeated shall be noted.]

9. [The duration of lengthy procedures, including questionnaires, should be indicated. This may be summarized for procedures done as a group.]

10. [If blood is withdrawn, both the frequency of the procedure and the total amount of blood should be indicated in metric measures, followed by teaspoons, tablespoons, ounces, pints, etc., as appropriate.  For studies involving a large number of samples to be drawn over an extended time interval, an estimate can be given.]

11. [For women of child bearing age:]

· [If pregnant subjects are to be excluded, the following statement is required for all women of child bearing age:]

Since this research may have bad effects on an unborn child and should not be done during pregnancy, it is necessary that a pregnancy test be done first. To your knowledge, you are not pregnant at the present time.

· [If the research extends over more than several days, add a statement to indicate the following:]
You also agree to avoid becoming pregnant (use contraceptives, take precautions against becoming pregnant, etc.) during this study.

12. [For studies involving investigational (experimental) drugs, devices, or procedures, the following statements must be included:]

(a) Because this is a new (drug, device, procedure) we do not know all of its bad effects. You should contact (name of the VA investigator) at (phone, location) if you have any bad effects. [Include this information about the investigator here even if it is repeated elsewhere.]
(b) We(I) can not guarantee that you will be able to continue receiving this (drug, device, procedure) after this study is over.

[When appropriate add the following statements below.]
13. Statement that the particular treatment or procedure may involve risks to participants (or to embryo or fetus, if the subject is or becomes pregnant) which are currently unforeseeable.

14. Describe anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to subject’s consent.

15. Any additional costs that may result from participation in the research.

16. The consequences of a subject’s decision to withdraw from the research.  Provide procedures for orderly termination of participation, follow-up visits if necessary. 

17. [Describe anything unusual about this study that is not covered above.]

Description of any procedures that may result in discomfort or inconvenience 
Expected risks of study 

[You may combine Sections e.g. DISCOMFORTS AND RISKS]
1. [State any known risks, inconveniences, or side effects, with at least a rough estimate of number per 100, 1000, etc. of likelihood for severe events such as, loss of limb, coma, death, hemorrhage, etc.]

2. [If blood is to be drawn, include the following risks:]  Pain, bruising, and rarely, fainting or infection.

3. [Discuss any measures taken to minimize hazards.]

4. [Note that risks can not be predicted.]

5. [Include the effects these risks will have on the person’s health or person as a result of participating in the research study.]

Expected benefits of study
1.  [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.]

2.  [If there are no clear benefits to this subject, include the following:]
You may not personally be helped by taking part in this study, but your participation may lead to knowledge that will help others.

Other Treatment Available
1. [Disclose appropriate alternative procedures or courses of treatment, if any that might be advantageous to the subject.

2. Discuss the consequences of not being involved in the study including whether and how the evaluation/treatment received would be different.]

3. [Where appropriate, include the consequences of a subject’s decision to withdraw from the research.]

4. [Where appropriate, include the set procedure for safe and orderly termination of participation when abrupt termination would impose risks.]

Use of Research Results
[Consider the statements below, as applicable.  The wording should be changed only for substantive reasons and without changing the meaning. The intent of the statements and all parts of the statements should be retained.]

1. We(I) will let you and your physician know of any important discoveries or significant new findings made during this study which may affect you, your condition, or your willingness to participate in this study.

2. [If using scales which elicit information concerning suicidal intent, depression, or other major clinical findings, indicate when the primary physician will be notified.]

3. [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.]
4. [Do not make absolute guarantees that identities or records will not be released.  Include a statement as follows] There is always a small chance that a lawsuit or government investigation will require release of identities or records. 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, unless required by law.  No information by which your can be identified will be released or published unless required by law.  Your medical records will be maintained according to this medical center’s requirements. [If appropriate, add:] The 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.
5. (If an FDA-regulated test article is involved, add:) The FDA may choose to inspect research records including your medical records.  Your records will not be revealed unless required by law.  

6. The VA New York Harbor Healthcare System Subcommittee for Human Studies or IRB may inspect the records.     

Special Circumstances
 [All six of the following items must be included in this Section.  This section represents an affirmation to the subject concerning participation.]

1.  You are not required to take part in this study: your participation is entirely voluntary.
2.  You can refuse to participate now or you can withdraw from the study at any time after giving your consent.  This will not interfere with your regular medical treatment, if you are a patient.
3.  Cost statement:
Sample 1:

There will be no costs to you for any of the treatment or testing done as part of this research. However, medical care and services provided by the VA that are not part of this study (e.g. normal hospital and prescription expenses which are not part of the research study) may require co-payments if your VA-eligibility category requires co-payment for VA services. [38 USC 1710 (f) and (g)]  
Sample 2:

You will not be charged for any treatments or procedures that are part of this study. However, if you are required to make co-payments for services provided by the VA or if you receive treatment that is part of  your usual medical care, you or your third-party payor (e.g. insurance company) may be billed.

4.  Research-related injury:

[For research involving more than minimal risk, PI must include the following information:

a. Whether compensation is available in the event of physical injury arising from this study.
b. If compensation was available when injury occurred, an explanation as to what it consisted of or whether further information might be obtained.
c. An explanation as to whether any medical treatment were available when injury occurred.
d. If medical treatments were available when injury occurred, an explanation as to what it consisted of or where further information might be obtained.  
Further information about compensation and medical treatment may be obtained from the medical administration service at this VA medical center. Non-eligible veterans are entitled only to medical emergency care and treatment on a humanitarian basis.

Sample 1:

In the event that you sustain an injury or illness as a result of your participation in this VA approved research study, all medical treatment (emergency as well as medical treatment beyond emergency care) will be provided by the VA. You will be treated for injury at no cost to you. However, no additional compensation has been set aside. You have not waived and legal rights or released the hospital 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 reaction, please immediately contact your study doctor 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 your study doctor so that the VA can coordinate care with the private hospital.

Sample 2:

The VA will provide necessary medical treatment should you be injured by participation in this study. You will be treated for the injury at no cost to you, but no additional; compensation is available.

In case there are any medical problems or questions you can call Dr. XXX at (xxx) xxx-xxxx during the day and (xxx) xxx-xxxx after business hours. In the event of illness or injury that you believe to be related to the study you can also contact the Research Office at 212-686-7500 x 7470 or 718-630-3645.
No promises have been given to you since the results and risks pf a research study are not always know in advance. However, every reasonable safety measure will be taken to protect your well-being. You have not released this institution from liability for negligence. 

5. Contact Information:

If you have questions about the validity of the research you may contact the Administrative Officer of the Research Department at 212-686-7500 x 7474 in New York or 718-836-6600 x 3838 in Brooklyn.  
If you need further information about your rights as a research subject you may contact your Patient’s Representative thru Charles Sanky at 718-836-6600 ext 6031 .
If you wish to voice concerns or complaints about the research, you may contact the Research Compliance Officer, Marna Abarientos at 212-686-7500 ext 7443.

[The PI should provide a contact number for daytime and for after hours to obtain answers to questions about the research and in the event of research-related injury. Include instructions in the event the research staff could not be reached.]
6. [Compensation:  Indicate whether or not subjects are compensated for participating in this research. State amount of compensation as well as methods of payment.  Note VA policy prohibits paying human subjects to participate in research when the research is integrated with a patient’s medical care. Refer to VHA Handbook 1200.5 Paragraph 12 for circumstances when payment may be permitted. When allowable, payments other than reimbursement for travel expenses must include whether reimbursement is paid for completing any portion of the study and the timing of payments.]

Sample statement 1:  You will be compensated for your time and effort for participating in this research subject. You will receive $20.00 for each blood draw/ sessions that you complete. You will receive payment at the end of each blood draw/session or at the end of all 5 sessions.




Sample statement 2:  In return for your time and inconvenience, you will be paid $100 for your participation in this study. If you do not complete the study, you will be paid $40 for each week for participation. You will be mailed a check approximately three (3) weeks after the study has ended. Note that we will require your social security number to process the check. In addition, it is VA policy that the amount you receive from this study will be reported to the Internal Revenue Service (IRS) and may be considered taxable income.
Sample statement 3:  You will not receive any payment for your participation in this study.
7. A copy of this consent form will be placed in your medical record.
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