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Please read all the instructions in italics carefully. When finished, please be sure to delete this and all other text inside borders and/or in italics. 

Sections 1-13 use the 2nd person; e.g., "you will come to the clinic on three occasions..." or "you will take drug x daily for three weeks ...” The 1st person (“I”) should be used only in the standard language in Section 14, Research Subject’s Rights. 

The PI’s efforts should focus on Sections 1-4 that describe the essential elements of the study. Strive to be clear, complete, and concise. Do not be redundant between sections. Avoid medical jargon and abbreviations. Use simple terms geared to an 8th grade education. 

In sections 5-13, liability language required by commercial sponsors may be added. 

Include all sections as numbered and titled; if the section does not apply to your study, simply enter “Not applicable.” 
1. Purpose of study: This is a research study … State why study is being done [purpose], what you hope to learn; why this subject meets or may meet eligibility criteria; the duration of the subject’s participation in the study; the number of subjects expected to participate at this site; and, if this is a multisite study, the number of sites and overall number of subjects...If you are in any other study, you must inform the Principal Investigator now. 

2. Description of the study, procedures to be used, and how long it will last: Take the potential participant through the course of the study including the number and length of visits for research purposes, the type and number of procedures the participant will undergo (diagnostic, intervention and/or evaluation), explicit identification of any procedures that are experimental, and how study participation is ended. The following terms should be used to render medical language suitable for research participants:

· Acute: new, recent, sudden

· Adverse Effect: side effect

· Assay: lab test

· Benign: not malignant or threatening, usually without serious consequence

· Bolus: an amount given all at once

· Carcinogenic: capable of causing cancer

· Catheter: a tube for withdrawing or introducing fluids

· Chronic: continuing for a long time

· Clinical Trial: an experiment in patients

· Controlled Trial: a study in which the experimental treatment procedures are compared to a standard (control) treatment or procedure

· Contraindicated: should not be used

· Culture: test for infection or organisms that could cause infection

· Double Blind: a study in which neither the investigators nor the subjects know what drug the subject is receiving

· Dysplasia: abnormal cells

· Edema: increased fluid

· Efficacy: effectiveness

· Failed therapy: subjects do not "fail therapies" – therapies fail to help subjects

· Genetic Marker:  small segment of gene linked to a specific disorder or condition

· Hematoma: a bruise, a black and blue mark

· Heparin Lock: a needle placed in the arm with blood thinner to keep the blood from clotting

· Monitor: check on; keep track of; watch carefully

· Morbidity: undesired result or complication

· Mortality: death or death rate

· Necrosis: death of tissue

· Oncology: the study of tumors or cancer

· Percutaneous: through the skin

· Placebo: an inactive substance like a sugar pill

· PRN: as needed

· Protocol: a plan of study

· Random: by chance, like the flip of a coin

· Relapse: the return of a disease

· Retrospective Study: a study looking back over past experience.
Include, if applicable, anticipated circumstances under which (a) the subject’s participation may be terminated by the PI without the subject’s consent; or (b) procedures for the orderly termination of participation by the subject and consequences, if any. 

Note that discomfort, inconvenience and risks are covered in the following sections. Do not be redundant. Be clear as to which procedures are part of the study as opposed to those that are part of clinical care. 

3. Reasonably foreseeable discomforts or inconveniences of the study: This section is for issues that are an intrinsic, expected part of participating in the study and may be uncomfortable or unpleasant to some people (needle stick to draw blood; need to make three visits during a week; answering questions about war experiences, etc). 

The next section is for “risks” – negative events that can be anticipated, but are not expected to occur to everyone; i.e., that may occur to some people, but not others. 

4. Reasonably foreseeable risks of study: State the risks of adverse events associated with procedures and drugs; include seemingly minor risks, such as bruising from blood drawing or flashbacks after discussing war experiences. Distinguish risks associated with the experimental procedures from those associated with procedures mentioned that are part of routine clinical care. Where possible, provide available information about the frequency with which the risks may occur. Do not put the burden of identifying adverse events on the participant; the study should include appropriate monitoring for adverse events and the investigator must have the right to withdraw subject experiencing adverse events. 

For common procedures (e.g. blood drawing, MRI), or if women of child bearing potential may be included in the study, use the following generally applicable statements as appropriate:

(1) Blood drawing

“There may be some discomfort, bruising, or bleeding at the site where the blood is drawn. Rarely, fainting occurs as a result of drawing blood.”

 
(2) MRI

“Some people experience a 'closed-in' feeling due to the relatively restricted space within the MRI machine. You may not be able to have the MRI procedure if you have certain metal, surgical clips, or implants, including a brain aneurysm clip or a pacemaker, in your body, because during the MRI procedure metal can heat up and move, or clips and implants stop working. Dental fillings are not a problem. If there is any question about whether or not there is metal in your body, you may be requested to have an X-ray to determine this; the X-ray will become part of your medical record. If you are pregnant, you should delay having an MR scan. You will need to remove all jewelry or clothing with metal before having the MRI. All of these precautions will be reviewed with you immediately before you have the MRI.”

(3) Questionnaires

“Some people become uncomfortable at being asked questions about ________; if, for any reason, you wish not to answer specific questions or you wish to terminate the session, you will be able to do so.”

(4) Audio taping or videotaping
For studies in which subjects will be audio taped or videotaped, the consent form must explicitly state that the subject will be recorded, who will have access to the tapes, how the tapes will be secured, and what will be done with the tapes at the conclusion of the study.

(5) Inclusion of Women of Childbearing Potential

The policy of the FDA, the NIH, and other Federal agencies regarding the research participation of women with childbearing potential has changed substantially in the past few years. Studies are now mandated to include such women unless there is a clear and justifiable reason to exclude them. Studies involving investigational drugs should typically include the following statement in the RISKS section of the ICF:
“The safe use of [drug name] in pregnant women and nursing mothers has not been established. Consequently, there may be risks that are not foreseeable. Women of childbearing potential enrolling in this study must (i) have been using a contraceptive measure (an intrauterine device (IUD), oral contraceptives, barrier methods, or abstinence) for the previous three months, (ii) must have a negative pregnancy test, and (iii) must agree to continue to use a contraception measure for the duration of the study. If, while participating in the study, you suspect you have become pregnant, please contact the study physician immediately. Women are considered to be of childbearing potential unless they have been surgically sterilized or are post-menopausal, that is, no menstrual period for more than 6 months. Nursing mothers may not participate in this study.”

For studies involving drugs that are known or suspected mutagens or teratogens (i.e., could cause birth defects), the potential benefit to the woman subject of participating in the study must be weighed against the potential damage to a fetus.

5. Expected benefits of study: There are no known direct benefits to you for being in this study. 

For virtually all protocols, this sentence will suffice. Not acceptable are statements that cite potential or indirect benefits, such as receiving more intensive medical care, or getting access to a potentially effective medication, or helping mankind through the results of the study.

6. Financial costs of the study: There will be no cost to you for being in this study. 

For virtually all protocols, this sentence will suffice. 

7. Other treatment available: Other treatment than that described above will be provided under the supervision of your doctor or caregiver. 

This section is applicable and necessary if the study has a treatment component. If there is only one alternative treatment, you may specify what that treatment would be.

8. Use of research results: The results of this study may be published, but your records or identity will not be revealed unless required by law. 

For virtually all protocols this sentence will suffice. If the study collects bodily material that may ultimately be used in a commercial application or for genetic analyses, then those issues should be addressed here, as follows. 

For studies involving the collection of bodily materials for genetic testing, banking of human biological specimens for future testing and/or potential commercial development (e.g., a cell line), the consent form must meet the VHA requirements on such collection and explicitly address the following issues as applicable: [Note: “Banked” specimens which are collected and stored for future research purposes must be stored in a VA-Sponsored or VA-approved tissue bank. (VHA Directive 2000-043)]

· If the identity of the subject will be attached to the sample directly or indirectly (e.g., “coded”), how will confidentiality and security of identifiers be maintained?

· What will be the extent of the genetic testing – a limited number of specific tests, tests restricted to specific disease or clinical condition, unrestricted or undefined tests?

· How long will the sample (including DNA, subclones, cell lines, etc. derived from the sample) be held– a limited, specified period or indefinitely? If the sample will not be destroyed by a specific date, then there must be clear instructions of how the subject can inform the PI in writing that s/he wants the sample to be destroyed or, alternatively, to be stripped of identifiers so that nobody (including the PI) can link the material with the subject. 

· Will any results of genetic testing be given to the subject, to his/her physician, or placed in the medical record?

· If the results of the genetic testing might be reasonably expected to influence future employers or insurers or to have psychological implications, including anxiety related to family planning, these issues should be included as risks.

· If genetic counseling regarding the results of testing would be appropriate, then mechanisms for referral to and reimbursement for counseling should be addressed.

· If there is any possible commercial development, then the ownership of sample and related inventions should be addressed.
9. New findings: You will be told of any significant new findings that come to light during the course of this study and that may relate to your wanting to stay in the study. 

10. Special circumstances: You will be compensated $(insert amount) for your time and effort taking part in this study. 

Please include this sentence if cash or in-kind reimbursement is provided; specify situations in which only partial payment may be made. 

If there are any other special circumstances, the investigator should note them here. 

11. Rights of recourse: In the unlikely event that you are injured as a result of participation in this study, the Phoenix VAMC may provide medical care or make arrangements for contracted care at another facility, except if the injury is due to noncompliance on the part of the subject or arises out of research performed by a contractor. A claim for negligent injury may be made against the VA by presenting a Form SF-95 to the VA within two years of the date the claim accrues. This form is available through the Patient Representative of the VAMC Institutional Review Board 602-277-5551 ext. 7224.  Further information can be obtained by calling Nicolette Estrada, RN, MS, FNP-C, Administrative Officer for research and Development at the Carl T. Hayden VAMC 602-277-5551, ext. 7694.

For all protocols the above statement is necessary; and, for virtually all protocols, it is sufficient. If a commercial sponsor requires a separate liability statement, insert the following paragraph and then add their statement as the concluding paragraph(s) in this section, as follows:

The next statement is the policy of the outside sponsor of this study and does not waive any of your rights as a Veteran or as a research subject, or your rights to legal recourse: 

[Sponsoring company’s statement.]

12. Contact for questions: If you have any questions about the conduct of this study, you should contact the Chairperson of the Research and Development Committee at the Carl T. Hayden VAMC (602) 277-5551, ext. 7224. If you have any questions about your rights as a subject in this study, you should contact the Chairperson of the Human Subjects Subcommittee (also known as the IRB) at the Carl T. Hayden VAMC (602) 277-5551, ext. 7224.

13. Authorization for release of protected health information for research purposes: This part of the consent is authorization for release of your protected health information for research purposes and gives more detailed information about how your health information will be protected and includes:

· What personal health information about you will be collected in this study, and might be shared

· Why your personal health information is being used
· Which of our personnel may use or disclose your personal health information

· Who, outside of the Veterans Health Administration (VHA), might receive your personal health information
· How long will VHA be able to use or disclose your personal health information  

· Your rights to access research information about you 

· Your right to withdraw your authorization (approval) for any future use of your personal health information
13.a. What personal health information about you will be collected in this study, and might be shared (disclosed)?

By signing this document, you will authorize the Veterans Health Administration (VHA) to provide (insert name of Principal Investigator) and (his or her) research team to access, collect, use for research purposes, and release the following personal health information during your involvement with this research study: 

[Modify this list as appropriate- delete or add items as necessary—if HIV, sickle cell anemia, drug and/or alcohol abuse treatment information is to be disclosed this information must be specifically identified in the description]:  

· Name

· Address

· Telephone number

· Family medical history

· Allergies

· Current and past medications or therapies

· Information from a physical examination that generally also includes blood pressure reading, heart rate, breathing rate and temperature

· List all other tests and procedures that will be performed in the study [these tests and procedures should be fully described in the existing ICF along with the associated risks and discomforts of the tests and procedures]

· [List any other personal health information that will be obtained from other sources to be used in the research record, including prior medical history, tests or records from other sites]

13.b. Why is your personal health information being used?
Your personal contact information is important for the VHA research team to contact you during the study. Your health information and results of tests and procedures are being collected as part of this research study and for the advancement of medicine and clinical care. The Principal Investigator may also use the results of these tests and procedures to treat you.

13.c. Which of our personnel may use or disclose your personal health information?

The following individuals and organizations may use or disclose your personal health information for this research project:

· The Principal Investigator and the Investigator’s study team (other VHA staff associated with the study).

· The VHA Institutional Review Boards and the Human Research Participant Protection Program Committee (the committees charged with overseeing research on human subjects) and the VHA Research Compliance Officer.

· The VA Research & Development Office (the office which monitors research studies locally)

· Authorized members of the VHA workforce who may need to access your information in the performance of their duties (for example: to provide treatment, to ensure integrity of the research, accounting or billing matters, etc.). 

13.d. Who, outside of the Veterans Health Administration (VHA), might receive your personal health information? 
As part of the study the Principal Investigator, study team and others listed above, may disclose your personal health information, including the results of the research study tests and procedures to the following: [Modify this list as appropriate-delete or add items as necessary. For each listing, include a brief description of why they will receive the information {the examples below are suggestions only}]:  

· Other collaborating academic research center(s) [list all academic centers including those at the University of Arizona or Arizona State University that may not be within the health system or its associated support offices. This would include collaborators and their roles in project {who are working with the investigators in studying the economic impact of this treatment}]

· Research data coordinating office and/or their representative: [name that group or company [who will be responsible for collecting results and findings from all the centers}]

· Research data management office and/or their representative: [name that group or company]

· Pharmaceutical Company and/or their representative: [name that group or company {who will use the results for submissions to the Food and Drug Administration}] 

· Government agency and/or their representative: [name that agency {who need to confirm the accuracy of the results submitted to the government or using government funds}]  

· Contract Research Organization: [name that company {whose job is to review and correct any mistakes before the results are given to the sponsor or government}]

· Others: [name the other group and why they will receive the results]
The Principal Investigator or study staff will inform you if there are any changes to the list above during your active participation in the trial. Once information is disclosed to others outside the Veterans Health Administration (VHA) information may no longer be covered by the federal privacy protection regulations. 

[Depending on how personal health information will be handled for a specific study, the following notes some example language that might also be included (if applicable):]

· In all disclosures outside of the VHA, you will not be identified by name, social security number, address, telephone number, or any other direct personal identifier unless disclosure of the direct identifier is required by law. 

· In records and information disclosed outside of the VHA, you will be assigned a unique code number. The Principal Investigator will ensure that the key to the code will be kept in a locked file. The key to the code will be destroyed at the end of the research study. 

· Your Medical Records and study data may be held and processed on computers.
13.e. How long will the VHA be able to use or disclose your personal health information?  
Your authorization for use of your personal health information for this specific study does not expire. This information may be maintained in a research repository (database). However, VHA may not re-use or re-disclose your personal health information collected in this study for another purpose other than the research described in this document unless you have given written permission for the Principal Investigator to do so. However, the VHA Institutional Review Board may grant permission to the Principal Investigator or others to use your information for another purpose after ensuring that appropriate privacy safeguards are in place. The Institutional Review Board is a committee whose job it is to protect the safety and privacy of research subjects. Results of all tests and procedures done solely for this research study and not as part of your regular care may not be included in your medical record. 

13.f. Will you be able to access your records?

You will be able to request access to your medical record when the study is completed. 

[If applicable, for the majority of blinded studies or other studies where access will be denied:]

During your participation in this study, you will not be able to access your medical records. This will be done to prevent the knowledge of study results from affecting the reliability of the study. Your information will be available should an emergency arise that would require your treating physician to know this information to best treat you. You will have access to your medical record and any study information that is part of that record when the study is over or earlier, if possible. The investigator is not required to release to you research information that is not part of your medical record.

[If applicable, for open label studies and other studies for which access will not be denied:]

During your participation in this study, you will have access to your medical record and any study information that is part of that record. The investigator is not required to release to you research information that is not part of your medical record.

13.g. Can you change your mind?

You may withdraw your permission for the use and disclosure of any of your personal information for research, but you must do so in writing to the Principal Investigator at the address at the top of each page. Even if you withdraw your permission, the Principal Investigator for the research study may still use your personal information that was collected prior to your written request if that information is necessary to the study. No information will be collected after you revoke the authorization.  If you withdraw your permission to use your personal health information that means you will not be able to continue to participate in the study. This will not affect your rights as a VHA patient. 

[Insert the following paragraphs only if the study includes the creation of a database or tissue repository]:  

This study includes the creation of a database of information or specimens such as blood, tissue, or other bodily fluids that will be used in future research. By signing this authorization, you agree to allow the information collected in this study to be added to that database. 

If you withdraw your permission to use any blood or tissue obtained for the study, the Principal Investigator will ensure that these specimens are destroyed or will ensure that all information that could identify you is removed from these specimens. 
13.h. AUTHORIZATION
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 these protection, there is a possibility that your information could be used or disclosed in a way that it will no longer be protected. 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.

I have read this authorization form and have been given the opportunity to ask questions. If I have questions later, I understand I can contact (insert name of contact person).  I will be given a signed copy of this authorization for my records. I authorize the use of my identifiable information as described in this consent.
14. RESEARCH SUBJECT’S RIGHTS: I have read or have had read to me all of the above. Dr. (insert name) or his/her research associate 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 alternatives available to me.

I understand 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.

In case there are medical problems or questions, I have been told to contact my Primary Care Provider. If any medical problems occur in connection with this study, the VA will provide emergency care. In the event of an after-hours emergency, I am to dial 911 or call Life Support at (602-277-5551, ext. 7199).

	I understand my rights as a research subject, and I voluntarily consent to participate in this study. I understand what the study is about and how and why it is being done.  I have read and signed this consent before any of the research-related procedures were started.  I will receive a signed copy of this consent form.  

	Subject’s Signature
Date

	Signature of Person Obtaining Consent 
Date 
Name (print) 

	Signature of Witness 
Date 
Name (print) 

INVESTIGATOR’S STATEMENT:  I certify that the individual obtaining consent is a member of my research team and has been fully trained to explain the nature, purpose, the potential benefits, and the possible risks associated with participation in this research study.


	Signature of Principal Investigator 
Date 
Name (print) 


If, and ONLY if, your study requires subjects who may not be competent, then insert the following line (cell of table) between Subject's Signature and Signature of Person Obtaining Consent. Studies must have explicit approval to enroll subjects who are not competent.

	Signature of Subject's Representative 
Date 
Name (print) 


The final paragraph of subject’s rights plus all required signature lines must appear together on the same (last) page.
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