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TEMPLATE 3

AUTHORIZATION TO PARTICIPATE IN A RESEARCH REGISTRY

AT A TRINITY HEALTH OF NEW ENGLAND SITE
THIS IS ONLY A SUGGESTED FORMAT TO BE MODIFIED IN ACCORDANCE WITH SPECIFIC PROTOCOL REQUIREMENTS
Note:
• Model text is in bold.

• Instructions are in [italics].

• _______  Indicates that the investigator should fill in the appropriate information.

Please delete all instructions and unnecessary language before submitting the document to the IRB.
TITLE: 


PRINCIPAL INVESTIGATOR:

CO-INVESTIGATORS:

SOURCE OF SUPPORT:
This field may be omitted if there is not a source of support
The new Common Rule has issued some new guidance as it relates to informed consent. It is now required that a concise summary of the research be included at the beginning of each consent form. Please do not repeat the language from the summary in other sections below, but instead expand and clearly state what the subject will be doing in more detail. [After Reading please remove this information from your consent form.]

This is a Research Registry.  This Research Registry includes only patients who choose to take part. This consent form explains purpose of the Research Registry and your involvement.  Please read it carefully and take as much time as you need.  Please take your time to make your decision. Your participation is voluntary. 
You are being asked to take part in this Research Registry because you have  type of Condition/Disease.

Or

We are studying whether a particular     Therapy or procedure   is comparable to the known standard.

[Summary of the Research Registry including purpose duration, and list of Research Registry procedures].

There are risks to the Research Registry that are described later in this consent form. Some of the risks include: [list the risks here].

There are benefits to participating in the Research Registry and described later in this consent form. Some of the benefits include: [list the benefits here].

[Alternative procedures or course of treatment, if any]

If you are interested in learning more about this Research Registry, please continue reading the information below. 

INTRODUCTION

We are asking you to participate in the Trinity Health Of New England specific site (Site name and Name of the Department or type of data to be collected) Research Registry (“Research Registry”) by providing information about yourself and your condition, and authorizing your physician and his/her staff to provide information about you and your condition, to be included in a database.  Please read this form carefully before you decide whether or not to participate in the Research Registry, and ask as many questions as you like.  Your participation is voluntary, and you can withdraw at any time.  If you decide that you wish to participate, you will be asked to sign this form.

WHAT IS THE PURPOSE OF THIS RESEARCH REGISTRY?

Many advancements in medicine have resulted from research involving the collection and analysis of the medical record information of patients with a certain disease or condition.  Because you are being seen by the Name of a department, group of physicians, we are asking for your permission to allow us to place your past, current and future medical record information into a Research Registry.  By placing the medical record information of many patients such as you into a research registry, researchers will be able to conduct research studies directed at increasing our knowledge about   name of a condition, illness, or event.

It is anticipated that the Research Registry will assist our investigators in two important ways.

First, it will allow researchers to review and study the medical records of many individuals to answer questions about your disease and its treatment.

Second, it will help researchers identify and recruit patients who are eligible for participation in future research studies.  If you agree to participate in this Research Registry, your medical record information will be reviewed by physicians and researchers to determine if you might qualify for various future research studies.

WHO IS BEING ASKED TO PARTICIPATE IN THIS RESEARCH REGISTRY?

All adult patients who are seeking treatment or are being treated by the Name of a department, group of physicians are being asked to participate in this Research Registry.

List other eligibility criteria if the registry will be restricted to a group of individuals with a particular condition or illness.

WHAT WILL MY PARTICIPATION IN THIS RESEARCH REGISTRY INVOLVE?

If you agree to participate in the Research Registry, [specify the type of medical information:  e.g. limited, all your, etc] medical record information about you will be placed into the Registry.  Information that will be entered into the Research Registry is described in the next section titled “What is the nature of my medical record information that will be placed into the Research Registry?”  This will permit future research studies to be conducted using the medical record information contained within the Registry.  

In addition, if you decide to participate in the Research Registry, you give us permission to contact you if name of Principal Investigator or your surgeon determines, through review of your medical record information contained in the Research Registry, that you are eligible for participation in a future research study.  Please note that even if you qualify for any future research studies, the decision to participate in any such study will be completely up to you.  If you qualify for a future research study, you will be asked to sign a separate consent form that outlines in detail the nature of such research study, including its potential risks and benefits before you may be enrolled.

WHAT IS THE NATURE OF MY MEDICAL RECORD INFORMATION THAT WILL BE PLACED INTO THE RESEARCH REGISTRY?

Provide a detailed list of information to be included into the registry.  Examples:

All of your past, current and future medical record information related to your name of a condition, illness, or event will be recorded into the Research Registry.  Since medical conditions and treatments not related directly to your name of a condition, illness, or event may affect name of a condition, illness, or event and/or its treatment, it is likely that all of your existing and future medical record information will be placed in the Research Registry.  This information will be collected from your hospital records and, if applicable, private physician records. 



                                       Or

The information that will be captured in the Research Registry will be: list information.  This information will be collected from your hospital records and, if applicable, private physician records. 

WHAT ARE THE POSSIBLE RISKS OF MY PARTICIPATION IN THE RESEARCH REGISTRY?

There are no risks of physical injury associated with your participation in the Research Registry.  The main risk associated with participation in the Research Registry is potential breach of the confidentiality of information about your health.  However, we understand the importance of your privacy and will take the steps described below to protect it.

During your participation, you will be notified of newly discovered findings which may affect your health or willingness to participate.  You may be asked to sign a new consent form that shows that you have been informed of new information relating to this Research Registry.
What Safeguards Will Be Used?

[Describe safeguards to be used to protect the subject.]

WHAT ABOUT CONFIDENTIALITY?

[If private identifiable information will be collected on each subject, the following information must be included:]

 Your confidentiality will be guarded to the greatest extent possible.  

Trinity Health Of New England conforms to the Health Insurance Portability and Accountability Act (HIPAA).  Your medical records will be maintained in accordance with state and federal laws.  Efforts will be made to keep your personal information confidential.  We cannot guarantee absolute confidentiality. Private identifiable information about you may be used or disclosed for purposes of this research project as described in the study’s authorization Research Authorization for Use/Disclosure of Protected Health Information. Please refer to the Trinity Health Of New England Notice of Privacy Practice for more information on how medical information about you may be used or disclosed..

(Include the following statement for research involving genetic testing)
A new 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.

WHAT ARE THE POSSIBLE BENEFITS OF MY PARTICIPATION IN THE RESEARCH REGISTRY?




 

It is unlikely that you will receive any direct benefit as a result of your participation in the Research Registry.   

However, medical record information contained within the Research Registry will be used for research studies directed at improving our knowledge and treatment of name of a condition, illness, or event and this knowledge may benefit patients with name of a condition, illness, or event in the future.  

During your participation, you will be notified of newly discovered significant findings.  You may be asked to sign a new consent form that shows that you have been informed of new information relating to this Research Registry.

WILL I OR MY INSURANCE PROVIDER BE CHARGED FOR MY PARTICIPATION IN THE RESEARCH REGISTRY?

There will be no costs to you or your insurance provider to participate in this Research Registry.

WILL I BE PAID FOR MY PARTICIPATION IN THE RESEARCH REGISTRY?
No, you will not receive any payment for participating in this Research Registry.  Optional additional statement:  In the event that research using information from the Research Registry results in commercialization, there are no plans to provide financial compensation to you.
IS MY PARTICIPATION IN THE RESEARCH REGISTRY VOLUNTARY?
Your participation in the Research Registry is completely voluntary.  Whether or not you provide your permission for participation in this Research Registry will have no effect on your current or future medical care at a Trinity Health Of New England site or by the Name of a department, group of physicians.

MAY I WITHDRAW AT A FUTURE DATE MY CONSENT FOR PARTICIPATION IN THIS RESEARCH REGISTRY?
You may withdraw, at any time, your consent for participation in the Research Registry, to include the additional collection of your medical record information and its further use for the research purposes described above.  However, any research use of your medical record information prior to the date that you formally withdraw your permission will not be destroyed.

To formally withdraw your permission for participation in the Research Registry you should provide a written and dated notice of this decision to the principal investigator of the Research Registry, name of the Principal Investigator.  It should be sent to: provide the mailing address of the Principal Investigator.
Whom Do I Call if I Have Questions or Problems?

[The following paragraphs must be included in all consent forms.]:

For questions, concerns or a research-related injury, please contact the Principal Investigator,     name(s)     at     telephone number    .

For questions about your rights as a research participant, use of protected health information, research related concerns or complaints, please contact the Trinity Health Of New England Institutional Review Board (which is a group of people who review the research to protect your rights) at 860-714-4068.  You may also write to: 

Institutional Review Board

Trinity Health Of New England

260 Ashley Street, 3rd floor

Hartford, CT  06105

You may also contact the Institutional Review Board to obtain information or offer input with an informed individual unaffiliated with this specific research protocol or in case you are not able to reach the research team, or wish to talk to someone not on the research team.  

Optional:  You may also contact the following individual(s) to obtain information or offer input with an informed individual (may be the research coordinator) Name at Telephone number.

Where Can I Get More Information?

You may call ______________ for additional information.  [List the name of an individual (can be the PI) or organization which the individual may contact in order to obtain more information regarding the study and study related procedures.]
You will get a copy of this form. 

Disclosure Of Benefits To Investigators Involved In The Study

[Investigator(s) must include a statement here indicating interest/relationship with sponsor and benefits which may be derived from participating in this study.]

Signatures

By signing this form, I acknowledge that I have read or have had read to me this informed consent document and have been given the opportunity to ask questions and have them answered.  I voluntarily agree and consent to take part in this study as described in this document.

Signature of Participant
        (Print Name) 
Date

Signature of Participant Legal Authorized               ( Print Name)
                         Date 

Representative 

CERTIFICATION OF INFORMED CONSENT 

I certify that I have explained the nature and purpose of the Research Registry to the above-named individual, and I have discussed the possible risks and potential benefits of participation in this Research Registry.  Any questions the individual has about this Research Registry have been answered, and the physicians and research staff associated with the Name of a department, group of physicians will be available to address future questions as they arise.



 ____________________________________________________________________________
           Signature of Person Obtaining Consent              (Print Name)
                                Date 

Research Authorization for Use/Disclosure of Protected Health Information
Participant Name: Click or tap here to enter text.
In connection with my participation in the research study described below at Trinity Health Of New England, I, the undersigned participant, understand that private identifiable health information about me will be obtained, used and disclosed for purposes of the research project. Accordingly, I hereby authorize the use or disclosure of my health information, including, if applicable, protected drug and/or alcohol abuse, confidential HIV-related and psychiatric information (“Protected Health Information”) in the manner described herein, for purposes related to my participation in the following research study (the “Research Study”):

[describe study, such as by title and purpose or by reference to an attached description and consent document]

Click or tap here to enter text.

Such purposes shall include all activities related to the conduct of the research study, as well as activities that ensure that my rights as a participant in a research study are being protected and that the research is being conducted properly.

I. 
Information Covered by Authorization. 

The Protected Health Information that may be used or disclosed in connection with this authorization includes the following: [check all applicable items]

☐   Existing medical records or information accessed by researchers as part of Research Study;

☐    Information from interviews and questionnaires conducted as part of Research Study, including medical history;

☐   All data obtained during any study procedure;

☐   All medical records or reports created in connection with Research Study; such as any radiology reports, lab results, psychological test results, consultation reports, results of physical examinations, summary notes and treatment records;

☐    Other [describe]:

II. 
Authorized Uses/Disclosures. 

Information about your participation in this research study may be included in your medical record, which is used throughout Trinity Health Of New England sites.  Doctors outside of Trinity Health Of New England sites may not have access to this information.  This form authorizes the following persons or entities to obtain, use or disclose my Protected Health Information in connection with the Research Study:

· The principal investigator, Click or tap here to enter text.
· The co-investigators, Click or tap here to enter text.
· Any research or Trinity Health Of New England staff working under the principal investigator’s or any co-investigator’s direct supervision

The Protected Health Information may be disclosed to the following [check applicable items]:
☐ 
Trinity Health Of New England Research Department staff or Institutional Review Board Members;

☐ 
Any government agency overseeing this research at Trinity Health Of New England site for which authorization would be required by law.
☐ The Food and Drug Administration (FDA) is a U.S. federal agency that is part of the Department of Health and Human Services. The FDA may request to inspect and review your records if required.
☐ 
 The research sponsor, Click or tap here to enter text.;

☐    My physician, Dr. Click or tap here to enter text., for purposes of providing information about my health to my regular physician;

☐    Other researchers for data comparison purposes, provided data used for this purpose is   stripped of personally identifying information;

☐ 
  Other [identify by name or category]: Click or tap here to enter text.
III. 
General Provisions. 

I understand that by signing this authorization I agree to the use and disclosure of my protected Health Information as described above. I understand that I am not required to sign this authorization, but if I do not sign this authorization I may not participate in the Research Study. My decision not to sign this authorization will not affect my ability to obtain future treatment from a Trinity Health Of New England site or any health care provider named in this authorization, except for any research-related treatment. 


I understand that I am entitled to a copy of this authorization form. I agree that a copy of this authorization will be as valid as the original. I understand that I may revoke this authorization at any time by notifying Click or tap here to enter text. in writing, but if I do it won’t have any effect on actions taken prior to receipt of the revocation. If I revoke this authorization I understand that once revoked, Trinity Health Of New England sites and the investigators named above may continue to use or disclose my Protected Health Information as necessary to maintain the integrity and reliability of the Research Study. I will send any notice of my desire to revoke this authorization to:

Click or tap here to enter text.
This Authorization [check one]:
☐ does not have an expiration date. [**do not check if PHI involves HIV or drug and alcohol treatment information]
☐ shall expire at the completion of the research project. 


I understand that under applicable law recipients of my Protected Health Information may not be subject to the federal privacy laws. Consequently, information disclosed under this authorization may be subject to further disclosure by the recipient and may no longer be protected by the federal privacy regulations. Such information, however, may continue to be protected for recipients that are subject to the federal privacy regulations or other state or federal confidentiality laws or contractual confidentiality obligations.


I understand that I may obtain a copy of the Trinity Health Of New England Privacy Notice for a description of the Hospital’s privacy practices for protected health information, and that I have a right to review such Notice’s before signing this authorization. 

Signature of Participant
        (Print Name) 
Date

Signature of Participant Legal Authorized               ( Print Name)
                         Date 

Representative 

**Note, if you are signing as the legally authorized representative of the participant, please indicate your relationship to the participant here (this should demonstrate your authority to consent to health care for the participant):
PAGE  
Version: (Provide Consent form version) Date: (Provide Consent form version date)
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