Template with no Guidance updated 02/01/10
*note the sections in red & italics need to be addressed or taken out
Informed Consent 

Title of Research Project:


Principal Investigator:



Faculty Sponsor:

Sponsor:



   



You are being invited to take part in this research study because [explain how/why the patient/subject qualifies or may qualify for the study].   [If the study is being conducted under a grant/contract between the sponsor and the University of Vermont:]  This study is being conducted by the University of Vermont [If the activities are occurring at Fletcher Allen add to that sentence the following] at Fletcher Allen Health Care, Inc., the hospital affiliated with the University of Vermont College of Medicine.  [If the study is being conducted under a clinical trial agreement/contract between the sponsor and Fletcher Allen:] This study is being conducted by Fletcher Allen Health Care, Inc. [may add], the hospital affiliated with the University of Vermont College of Medicine.

We encourage you to ask questions and take the opportunity to discuss the study with anybody you think can help you make this decision. 
Why is This Research Study Being Conducted?

How Many People Will Take Part In The Study?

What Is Involved In The Study?

What Are The Risks and Discomforts Of The Study?
Genetic Information Nondiscrimination Act (GINA) NOTE:  If the study involves the collection, storage or analysis of genetic information, the following language is required.
A Federal law, called the Genetic Information Nondiscrimination Act (GINA), generally makes it illegal for health insurance companies, group health plans, and most employers to discriminate against you based on your genetic information. This law generally will protect you in the following ways: 

Health insurance companies and group health plans may not request your genetic information that we get from this research.  Health insurance companies and group health plans may not use your genetic information when making decisions regarding your eligibility or premiums.  Employers with 15 or more employees may not use your genetic information that we get from this research when making a decision to hire, promote, or fire you or when setting the terms of your employment. 

GINA does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance.  GINA does not prohibit discrimination on the basis of an already manifest genetic disease or disorder. 
What Are The Benefits of Participating In The Study?

What Other Options Are There?

Are There Any Costs?

What Is the Compensation? 
Can You Withdraw or Be Withdrawn From This Study? (if applicable)
(Below are examples, text in this section will be reviewed on a case by case basis.)

 “You may discontinue your participation in this study at any time.”

Example for treatment studies when the researcher withdraws subject.
“Should your disease become worse, should side effects become very severe, should new scientific developments occur that indicate the treatment is not in your best interest, or should your physician feel that this treatment is no longer in your best interest, the treatment will be stopped.  In addition, the researcher may discontinue your participation in this study at any time.”

Example language when not a treatment study and the research withdraws subject.
“The researcher may discontinue your participation in this study at any time.”

The consequences of a subject's discontinuation from the study, and procedures of the orderly termination of participation should be stated here.

What About Confidentiality?

(Below is an example, text in this section will be reviewed on a case by case basis.)
A record of your progress will be kept in a confidential form at the [……].  The security of your record will be maintained by […..].The results of this study may eventually be published and information may be exchanged between medical investigators, but patient confidentiality will be maintained.  

The sponsor(s) […..] or their appointed designees as well as the Institutional Review Board and regulatory authorities [FDA, NCI, cooperative groups specify] will be granted direct access to your original medical and research records for verification of clinical trial procedures and/or data.

If your record is used or disseminated for government purposes, it will be done under conditions that will protect your privacy to the fullest extent possible consistent with laws relating to public disclosure of information and the law-enforcement responsibilities of the agency.  

(if applicable) Please refer to the separate Authorization Form that explains more specifically how your personal health information will be used.
What Happens If You Are Injured?

Fletcher Allen Health Care Policy

[For research that is interventional and/or greater than minimal risk, include the following statement:]
If you are injured or become ill as a direct result of participating in this research project, Fletcher Allen Health Care, the hospital affiliated with the University of Vermont, will provide reasonable and customary medical care for that injury or illness at no cost to you providing certain conditions are met.  These conditions are:

1) It is the opinion of the investigator and/or sponsoring agency that the injury or illness is a result of the research;
2) For studies which provide treatment of a specific condition or disease, it is the opinion of the investigator and/or sponsoring agency that the injury is not associated with your disease/condition or with the expected complications of the usual therapies for the disease/condition;
3) You have followed all of the directions of the investigator;

4) You have notified the investigator of the injury or illness in a timely manner after onset; and

5) You have followed medical advice regarding the injury or illness.

Where applicable, reimbursement may be sought by Fletcher Allen Health Care directly from the Study Sponsor or your insurance company.  The fact that Fletcher Allen Health Care provides free treatment or care to you as a result of a research-related injury or illness as just described is not an admission by Fletcher Allen Health Care or the University of Vermont that it is responsible for such injury or illness.

It is not the policy of the University of Vermont or Fletcher Allen Health Care to provide any further financial compensation in the event of an injury or illness.  You should understand, however, that by acknowledging this you are not waiving or releasing any of your legal rights.
You may contact Dr. [……], the Investigator in charge of this study, at […-…-….] for more information about this study.  If you have any questions about your rights as a participant in a research project or for more information on how to proceed should you believe that you have been injured as a result of your participation in this study you should contact Nancy Stalnaker, the Director of the Research Protections Office, at the University of Vermont at 802-656-5040.

Sponsor Policy

[In the case that a sponsor is willing to pick up some of the costs and medical care resulting from injury associated with the research study, this should be disclosed in this section.]

[For research that is non-interventional and not greater than minimal risk an abbreviated version of the language, as noted below, should be used.]

Contact Information

You may contact Dr. _____________ , the Investigator in charge of this study, at _________for more information about this study.  If you have any questions about your rights as a participant in a research project or for more information on how to proceed should you believe that you have been injured as a result of your participation in this study you should contact Nancy Stalnaker, the Director of the Research Protections Office at the University of Vermont at 802-656-5040.

Statement of Consent
[example language below] 
You have been given and have read or have had read to you a summary of this research study.  Should you have any further questions about the research, you may contact the person conducting the study at the address and telephone number given below.  Your participation is voluntary and you may refuse to participate or withdraw at any time without penalty or prejudice to your present and/or future care. 

You agree to participate in this study and you understand that you will receive a signed copy of this form.

___________________________________________
____________________________        


Signature of Subject             






Date

This form is valid only if the Committees on Human Research’s current stamp of approval is shown below.  

_______________________________________________________________________

Name of Subject Printed









_______________________________________________________________________
Minor Providing Assent







Date

(applicable for children 11 years of age or older dependent upon their understanding)

_______________________________________________________________________

Name of Minor Providing Assent Printed

_______________________________________________________________________

Signature of Legal Guardian or Legally Authorized Representative

Date

(applicable for children and subjects unable to provide consent)

_______________________________________________________________________

Name of Legal Guardian or Legally Authorized Representative Printed

_______________________________________________________________________                                          

Signature of Principal Investigator or Designee       


Date

________________________________________________________________________

Name of Principal Investigator or Designee Printed

Name of Principal Investigator:

Address:

Telephone Number:
Name of Faculty Sponsor:

Address:

Telephone Number: 
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