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PERMISSION FOR CLINICAL RESEARCH INVESTIGATION

We invite you to take part in a research study because you have
Fill in the patient’s condition or circumstance that makes them eligible for the study.  If the study is recruiting healthy volunteers indicate “...because you are a healthy individual”.

WHAT YOU SHOULD KNOW ABOUT A RESEARCH STUDY / EXPERIMENT

1.   We give you this consent form so that you may read about the purpose and risks and benefits of this research study. The main goal of research studies is to gain knowledge that may help future patients.  On the other hand, standard care is based upon the best known treatment and is provided with the main goal of helping the individual patient.  

2.   Your participation is voluntary.  You have the right to refuse to take part, or agree to take part now and change your mind later on. Whatever you decide, it will not affect your standard care.

3.   We cannot promise that this research will benefit you.  Just like standard care, this research can have side effects that can be serious or minor.

4.    Please review this consent form carefully and ask any questions before you make a decision.

1-Why Is This Research Being Done?

Tell the participant the background of the research problem, i.e. that (and/or why) current therapies are not satisfactory.  State the rationale for trying this new approach/therapy.
2 - What is the Purpose of This Study?

List the principal objective(s) of this study.  Then list secondary objectives if applicable.

3 - Who is Doing The Study?

Dr.________________directs this study at the Stratton VAMC (or Bath VAMC, if applicable).  Indicate if applicable other co-investigators or co-workers who may be directly involved with the research subject.  We expect about__________people from________sites will be in the study, with about _______ participants from this site.  Your expected time in the study is____________. 

Indicate whether this study is part of a national study or a Stratton VA Medical Center (or Bath, if applicable) study.  List the sponsor of the study.  If a pharmaceutical company or other companies are involved list them and state their role in the study (i.e. drug manufacturer).  List any potential conflicts of interest (being of contractual, financial, or any other nature). 

4- What Will Happen To You If You Take Part In The Study?

The IRB strongly prefers the use of time line charts or tables to help clarify the steps/procedures.

Tell the participant what to expect.  Give a time-line description of the procedures that will be performed, the drugs that will be administered, all hospitalizations, and all outpatient visits.  Describe all procedures in lay language, using simple terms and short sentences.

Provide a lay description of the randomization procedure, if applicable, and describe the chances (including percentages) of being assigned to any one group.

Answer the following questions for the participant: Where will the research be done?  When will the research be done?  How often will the procedures be performed?  How much time will be involved for each procedure?  What is being performed as part of the research?  What is being performed as part of standard care?

If blood is being drawn state how much, by what means, and how often.

Add information regarding pregnancy testing for women of childbearing potential, if required. Birth control measures required for the study should be described here.  A list of suggested birth control methods must be given.  Provide a telephone number where the Principal Investigator may be reached if the participant  becomes pregnant.

If this study involves genetic testing obtain the guidelines regarding genetic testing from the research office.  Be sure that all of the items on the guidelines have been addressed in the consent.

5- What Are The Possible Risks and Discomforts?  

The IRB strongly prefers that risks/discomforts be in a table format and labeled from “most” to “least” common.  Give approximate percentages if possible.

1. If there are risks to participation, describe them for each procedure and drug.
2. List all side effects, no matter how rare, that are life altering or potentially life altering.  For example: visual loss, anaphylaxis, paralysis, and aplastic anemia.

3. Explain the ramifications of some risks.  For example: what will happen to the patient if liver enzyme tests indicate an abnormality.

4. Studies that present known or potential risks to an unborn child or reproductive harm should have a description of this risk.
5. If there are no known risks associated with the research, indicate so.

6. If applicable, please state that “An increased number of diagnostic imaging procedures (x-rays, C.T. scans, Nuclear Medicine, etc.) required by the research protocol could expose the patient to more radiation than would be considered standard care for your disease.  However, the risk of radiation exposure in diagnostic procedures is uncertain and has not been definitely determined.  In addition to the risks listed above, you may experience a previously unknown risk or side effect.  
6 - What Are The Possible Benefits?

If there are benefits to participation state: “We cannot promise any benefits to you as a result of your being in the study.  However, possible benefits include_____________________________.”  Then describe the benefits of participation.  First describe any direct benefits to the participant, then any benefit to others.  State if benefits from participation may not continue after the study has ended.  For example, an investigational drug may not be available at the end of the study or may no longer be provided free if the drug becomes available for marketing.  Monetary reimbursement for participation should be described in section 11.  If there is no medical benefit to participation, state: There are no (direct) medical benefits from taking part in the study.

7 – If you do not want to take part in the study, are there other choices?

Your participation in this research is completely voluntary.

If pertinent to this research state the following:

If you do not want to take part in the study, there are other choices such as: 

If there are alternative procedures, describe how you would care for a patient that did not participate in this research study or describe the options that would be reasonably available to a patient who did not participate in the study.

8 - If You Have Questions or Problems, Whom Can You Call?

If you have any questions about the research now or later, or if you think you have had a research-related injury, you should call _________________at  (phone number) during the day and _______________________ at ______________________after hours.  

Describe how this person or a “covering” individual may be reached.  For example, “Have the operator page Dr. XXX or the covering/on-call doctor.”

If you have questions about your rights as a research participant, you may call the Stratton VA Medical Center Patient Advocate at 518-626-6934, or the Research Office at 518-626-5623 and ask to speak with either the Chair, Institutional Review Board, or the Associate Chief of Staff for Research and Development.

9 – What information will be kept private?

We will keep all research records that identify you private to the extent allowed by law.  However, someone from the Food and Drug Administration (if applicable), the Office of Human Research Protections (if applicable), National Institutes of Health (if applicable), VA Office of Research Oversight, Stratton VA Medical Center, Albany Research Institute (if applicable), Albany Medical College (if applicable) and (indicate the sponsor’s name and or/the contract research organization)___________(the sponsor) may inspect and/or copy the records that identify you.  Results of the study may be published; however, we will keep your name and other identifying information private. 

If you  are collecting social security numbers, inform participants of this fact.  Tell participants whether they can withhold their social security number and still participate. Note: The guidelines regarding confidentiality in HIV related research are extensive. If your research includes records or participants relating to HIV, please contact the research office for assistance in completing this section.

10 - Can Your Taking Part In The Study End Early?

You may withdraw from the study at any time without penalty.  Dr. _____________________or the sponsor can also withdraw you without your approval.  Possible reasons for withdrawal include (add additional reasons why the subject may be withdrawn such as if side effects from the research occur, if appropriate). The sponsor of the study may end the study early.  (Information should be added here to describe any adverse effects on the subject’s health or welfare, or follow-up that may be requested if they decide to withdraw early from the study).

We will provide you with any significant new information that becomes available during the study that might affect your decision to stay in the study.

11 – What else do you need to know?

If you agree to take part, we will pay you ______________(indicate amount) for study related expenses.  (Indicate if the amount is pro-rated for study visit completion.  It is important to note that the IRB strongly discourages pro-rated study payments whereby subjects may be penalized for early withdrawal.  Participants should also not be penalized if they are withdrawn from the study due to circumstances beyond the subject’s control.  This statement should not be used if reimbursement is not part of the study). If appropriate add:  If you take part in this study, you may still have to pay your usual VA charges.

The participant should be made aware of any costs to them that will result from participation in this research.  It should be stated what costs will or will not be paid by the sponsor.

The Albany Stratton VA Medical Center will provide medical care and treatment to eligible veterans for any injury incurred as the result of participation in this study.  Compensation for such an injury may be permitted by applicable Federal laws and/or regulations.

Non-eligible veterans and non-veterans injured as the result of participation in this study may receive only humanitarian emergency- care.  Compensation for such an injury may be permitted by applicable Federal laws and/or regulations.

Do not sign this consent if there are no stamped dates at the bottom of each page of this form. We will give you a copy of this consent form.

RESEARCH  PARTICIPANT APPROVAL

(The participant must date the consent form at the time they sign it).

Signature _____________________________________      Date _______________________

Name       ___________________________________________________________________



    
(Print or Type)

Address   ___________________________________________________________________

___________________________________________________________________________
If LEGALLY AUTHORIZED REPRESENTATIVE approval is required:
(The legally authorized representative must date the consent form at the time they sign it).

Signature   ___________________________________Relationship to Participant__________________

Name         ____________________________________      Date________________________




 (Print or Type)

Address     ___________________________________________________________________________

____________________________________________________________________________________

Investigator’s (or designee’s statement): I have explained this consent form and the investigation described in it to __________________________________________(Insert name of Participant or Legally Authorized Representative).  I have answered the questions she/he has asked about the investigation and have offered to answer any such questions that may arise in the future.
Signature _________________________________________        Date _________________________





Investigator or designee

Name and Title _______________________________________________________________



 




(Print or Type)
Witness Statement:  I, the undersigned, hereby acknowledge that I was present and observed  _________________________________________(INSERT NAME) sign the consent.

(Investigators and others directly involved in carrying out the study are disqualified to serve as witnesses.)

Signature __________________________________         
          Date __________________________

Name       __________________________________





(Print or Type)
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