BEHAVIORAL Consent Template Instructions to PI:  
· Instructional text appears in red and must be removed prior to submission to the IRB.

This consent overview is a required piece of the template designed to give the potential participant a SHORT overview of the research and a) provide key information essential to decision-making first, and b) facilitate the potential participant's understanding of the reasons to participate as well as not to participate.  The consent document follows this overview sheet. Some of the sections in the consent overview may or may not be repeated in the consent document. Only repeat these sections if more detail is needed than can be provided in the concise Consent Overview section.
Consent Overview

Study Title

Principal Investigator

This consent overview section only summarizes key elements of the research study; see the sections that follow for further details.  Please be sure to read all consent(s) for this research study. Take your time-- you may review the consent(s) with your family members, friends, or any other person you choose before signing.

What is the purpose of this research study?

The purpose is to study the effect of X on Y. (Please concisely describe the purpose)

Why am I being asked to participate?

You were asked to be in the study because you have (describe disease or condition or topic being studied).

What will I need to do? (PI: Pick best statement and insert tasks here, if very short, delete this section in the body of the consent OR, if tasks are extensive, pick a short statement below and refer participants to the body of the consent)
· Once you have consented to participate in the research study you will be asked to … (finish sentence with a brief answer such as:) complete …./ or follow the study research plan on page X/ or answer X number of surveys. (See "What do I have to do in the study?" in main consent for further details). 
· You will be involved in this research study for (state amount of time, number of visits, number of surveys, etc.).   
· Your participation is voluntary; you do not have to participate.

· Your decision not to take part in this research study will not affect your care here. 

· If you decide to participate and then later change your mind, you have every right to do so.

What are the benefits?   (PI- pick the best sentence and delete the others:)
There are no direct benefits to you from participating in this study, but this will help us to learn about (insert info). Information from this study may help other people in the future (explain how).

or 

You may possibly benefit by (describe possible benefits). You will also help us to learn more about (insert info).  Information from this study may help other people in the future (explain how). 
What are the risks?      (PI- pick the best paragraph and delete the other:)
There are known and unknown risks and discomforts associated with this research study.  Some of these risks are likely to happen more often than others. The risks we are currently aware of are …(PI: Insert list of risks here if very short and delete this section in the body of the consent or, if the risks are extensive, refer participants to the body of the consent (see "What are the risks and discomforts?" in consents for risks specific to this research study)

and/or

The only known risk(s) associated with this research study is the possible risk of a breach of confidentiality.  To try and prevent this, we will only store private information about you on our secure server.
What are the alternatives to my participation?     (PI- pick the best sentence and delete the others:)

If you decide not to participate in this research study, you can obtain the usual care and treatment available for your condition.

or 

There are no alternative options; however not participating will not impact your care here.
or 

There are no alternative options; however not participating will not impact your care or employment, here. (PI- select as applicable)
What are the costs?   (PI- pick or create the best sentence and delete the others:)
You or your insurance will incur costs…

 or 

There are no costs to you for your participation in this study.

Trinity Health
 List Hospital Location
PARTICIPANT CONSENT FOR RESEARCH

Study Title 

(Full title exactly as listed on the IRB application)

Study Number: (this will be assigned by IRB Manager)
Principal Investigator: (Principal Investigator's name and credentials)
Sponsor: (Name, City, State; if none then remove "Sponsor")
National Clinical Trial Number: (if applicable, consent will not be issued until this number is provided)
Introduction

You have been asked to participate in a research study.  Before you make a decision to volunteer, or not to volunteer, we want you to know as much as possible about the study. The federal government requires us to provide this informed consent document to you and you or your Legally Authorized Representative will be asked to read and sign it. Please read it carefully and talk to the investigator, (insert name), if you have any questions about the study. You may also want to talk about it with your family or friends.

There are general principles that apply to all human research done at Trinity Health/Hospital Location:

1. Taking part in the study is entirely up to you. This means that you do not have to participate if you don’t want to.

2. If you agree to participate in the study, and then change your mind, you can stop being in the study. There is no penalty for this. You will not lose any benefits you would have had if you didn’t participate in the study.

3. You may not gain any benefit as a result of taking part in this study. However, we may learn more about your disease or condition as a result of your participation, and this may help others in the future.
4. Participating in a research study is not the same as getting regular medical care.  The purpose of regular medical care is to improve your health.  The purpose of a research study is to gather information.  Participating in this study does not replace your regular medical care. You can still see your personal doctor at any time. 

Approximately (number) participants will participate in this study (if applicable: at several centers throughout the United States, including Trinity Health/Hospital Location). This study is sponsored by (name of sponsor).  The principal investigator (the person who is conducting the study; also known as the study doctor) (and researcher’s organization or business, if applicable) is (or, if applicable: is not) receiving money from the sponsor because of your participation in this study.

What do I have to do in the study?

If you decide to participate, you will (describe study treatment/intervention, focus group, survey, interview or program. Describe all of the following as applicable: a) tests, procedures, interviews and/or surveys which will be performed, b) frequency of testing, etc. and c) approximate time that will be needed to complete testing, etc.). You are encouraged to use a table for complex studies, if this aids in explaining the study.
(For randomized studies:)
If you decide to participate, you will be placed into one of (number) different study groups.  The decision about which group you will be in will be based on chance, like flipping a coin. The process of placing you into the study groups is called “randomization” and is done by computer.

How long will I be in the study?

We expect that you will be in the study for (enter number of days, weeks, months or years). You will continue to be in the study unless you decide to stop or the sponsor stops the study. 

What are the risks and discomforts?

(Describe all of the risks in layman terms here, such as risks to breach of confidentiality, sensitive nature of the questions asked, etc.; UNLESS the study has a short list of risks and they are already listed in the overview section.  If so, then delete this section.   Otherwise, all of the risks must be listed here and should match those listed in the application and protocol. If there are several risks, list them in a bulleted manner.)
The study (procedures or survey, etc.) you are being asked to participate in may have some or all of the risks and discomforts listed below: 

Although this information is not intended to alarm you, we want you to be aware of the risks of the study.  Any risk that you do not fully understand should be further discussed with the principal investigator (study doctor). His (Her) name and phone number is at the end of this form.  (PI: edit or delete this next sentence to fit what is occurring with the study:)  You will be monitored closely to determine if any adverse or unexpected effects occur.  

What are my rights and responsibilities?
If you choose to participate in this study, you may withdraw later on by calling the principal investigator (study doctor). (If employees are the participants then discuss that participation will not have any effect on job loss/security and describe how this will be achieved.  Describe the measures taken to minimize the appearance of coercion or undue influence.)
(Include the following sentences as appropriate:) In case of harm or injury resulting from this study you do not lose any of your legal rights that you would otherwise be entitled to.  You will be informed of any new developments that may affect your willingness to continue participating in this study. If new information is provided to you after you have joined the study, we may ask you to sign a new consent that includes this new information.  

Return of results and incidental findings
Your clinically relevant research results, including individual research results, may include your (state examples— could be tests results, etc.) and will be disclosed to you under the following conditions: (State conditions.  Include the timing of the disclosure.)

Or 
Your individual research results, such as (state examples), will not be disclosed to you under any conditions. 

Any incidental findings (list examples, if this would add in participant's understanding) will be disclosed to you under the following conditions: (State conditions. Include whether or not each participant may choose whether they want to receive the findings. Include the timing of when incidental findings would be disclosed). Or 
Any incidental findings will not be disclosed to you under any conditions. 
Or Delete if incidental findings are not a possibility.

The general study findings will be disclosed to you (state timing:) after the study has ended and the publication is made available/ at baseline/ in-study/ at the end of the study. The results will be (available at this website address/e-mailed to you/ mailed to you). 
OR 
The general study findings will not be disclosed to you because… 
OR (delete)

Will I be reimbursed for my time (and/or travel)? 

You will be paid (amount) for each completed visit (session, test, procedure, questionnaire) during the study, for a total of (amount) if you complete all visits (tests, procedures, questionnaires).  (State when the actual payments will be made, such as after each visit or at the completion of the study activities). (Include, if applicable:) You will be asked to disclose your Social Security number so that your payments can be processed. If you decline to disclose your Social Security number, you can still participate in the study without being paid.
Or 

You will not be reimbursed or paid for the visit (test, procedure, questionnaire) during the study.
HIV or AIDs testing (or) HIV or AIDS status and information
(Chose best paragraph; Remove if this is N/A:)  
You will be tested for HIV, AIDS and/or AIDS-Related Complex at screening.  The study doctor will share the results of this test with you.  You will receive counseling before and after the testing.  Positive results for certain infectious diseases, such as HIV will be reported to the local health authorities in your county in Michigan, as required by law. Your testing results will/will not be shared with the study team members and the sponsor of this study (add or delete all groups who will see the HIV status). Under state law, all HIV, AIDS and/or AIDS-Related Complex status information is confidential and cannot be released without your or your Legal Authorized Representative's consent to disclose this information, unless a statutory exception applies.  
If you do not wish to consent to an HIV, AIDS and/or AIDS-Related Complex test and your information being used, you may/may not participate in this study. If you selected "may", add (otherwise delete):

            Yes, I will take a test and you may use my HIV, AIDS and/or AIDS-Related Complex information 
Initial here:_______

            No, I will not take a test and you may not use at my HIV, AIDS and/or AIDS-Related Complex      

            information                  

            Initial here:_______

OR
Your medical records will be reviewed for your HIV, AIDS and/or AIDS-Related Complex diagnosis, status, and treatment (delete any you are not looking at) information.  Your HIV, AIDS and/or AIDS-Related Complex status will/will not be shared with the study team members and the sponsor of this study. (add or delete all groups who will see the HIV status) Under Michigan law all HIV and/or AIDS-Related Complex status information is confidential and cannot be released without your or your Legal Authorized Representative's consent to disclose this information, unless a statutory exception applies.  If you do not wish to consent to your HIV and AIDS-related information being used and shared, you may/may not participate in this study. 
If you do not wish to consent to your HIV, AIDS and/or AIDS-Related Complex information being used, you may/may not participate in this study. If you selected "may", add (otherwise delete):

            Yes, you may use and share my HIV, AIDS and/or AIDS-Related Complex information – 

            Initial here:_______

            No, you may not use or share my HIV, AIDS and/or AIDS-Related Complex information -                   

            Initial here:_______

My alcohol, drug, and substance use disorder information (Remove if this is N/A:)  
Your medical records will be reviewed for your alcohol, drug and substance use disorder diagnosis, status, and/or treatment (delete any you are not looking at) information.  Per Substance Use Disorder law, state how much and what kind of information is to be disclosed, including an explicit description of the substance use disorder information that may be disclosed.
(Include if applicable:) You will be tested for (provide details of all substance use testing). The results of this test will/will not be shared with you.  The test results will be reviewed by the Study Doctor and will/will not be disclosed to the sponsor and (include any other institutions that are part of the research).

This information will/will not be shared with the study team members and the sponsor of this study (add or delete all groups who will see the information). Under state law, information about your alcohol and drug diagnosis, records, treatment and status is confidential and cannot be released without your or your Legal Authorized Representative's consent to disclose this information, unless a statutory exception applies.  
You may cancel your consent for use of this information at any time except to the extent that the information has already been used after consent was obtained. The date, event, or condition upon which your or your Legally Authorized Representative's consent will expire (if not withdrawn before) is … (provide an answer- this date, event, or condition must ensure that the consent will last no longer than reasonably necessary to serve the purpose for which it is provided).
If you do not wish to consent to a drug test and your alcohol and drug information being used and shared, you may/may not participate in this study. If you selected "may", add (otherwise delete):

            Yes, you may use and share my alcohol and drug information - Initial here:_______

            No, you may not use or share my alcohol and drug information - Initial here:_______

My mental health and/or social services information (Remove if this is N/A:)  
Your medical records will be reviewed for information about mental health diagnosis, status, treatment, and services information and/or social services that you have received, including communications made to a social worker or mental health professional (delete any you are not looking at).  This information will/will not be shared with the study team members and the sponsor of this study (add or delete all groups who will see information). Under state law, mental health information and services and/or social services that you have received is confidential and cannot be released without your or your Legal Authorized Representative's consent to disclose this information, unless a statutory exception applies.  If you do not wish to consent to your information about mental health information and social services that you have received being shared, you may/may not participate in this study.
If you selected "may", add (otherwise delete):

Yes, you may use and share my mental health information and social services information - Initial here:_______

No, you may not use or share my mental health information and social services information - Initial here:_______

This research project will collect samples for future genetic testing (Remove if this is N/A)

(Explain the nature and purpose of genetic testing in this study using layman’s terminology, and include the following language.  All of this may be provided in a separate Genetics Consent document if desired):
The purpose of the genetic testing is to ….
This research project will /might include whole genome sequencing. (Remove if this is N/A)
Whole genome sequencing is the process of determining the complete DNA sequence of a person's genes at a single point in time. The purpose of whole genome sequencing in this study is to ….
The Genetic Information Nondiscrimination Act (GINA) (Remove if this is N/A) is a Federal law that 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. 
All health insurance companies and group health plans and all employers with 15 or more employees must follow this law.  Be aware that this Federal law does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance.

Who will see my records (and/or use my biospecimens) and how will they be kept confidential?

A record of your progress in the study will be kept in a confidential file at Trinity Health Mid-Atlantic (or, if applicable: name of business entity).  Only those people who work on the study (add others if applicable) will see any research records that could identify you.  These people may copy all or part of your records related to this research. The hospital takes its responsibility to protect your research (add health as well, if applicable) information from unnecessary disclosure very seriously. You will be asked to sign a separate Authorization that describes how the primary investigator will collect and use your Protected Health Information, and who will see it. All of the information collected will be combined with data collected from other participants for a final review.  Your name or any other identification will not be used in any published reports or presentations to the public. (If the data will de-identified please explain. Use HIPAA form in conjunction with this consent if using or disclosing PHI for research purposes).  
In addition, as part of routine monitoring of research, members and staff of the Trinity Health Mid-Atlantic Institutional Review Board (IRB), the organization(s) that sponsors the study, the Office of Human Research Protections (OHRP), HIPAA (if applicable), or other government agencies may review your records.  
Pick one: Your information (and/or biospecimens), even if identifiable information is removed, will not be used or distributed for future research studies.
  or

Your identifiers might be removed from identifiable private information (and/or identifiable biospecimens) and could be used for future research studies or distributed to another investigator for future research studies without additional informed consent.

(This sentence must appear in the consent if you are collecting biospecimens): Biospecimens (even if identifiers are removed) may be used for commercial profit and you will /will not automatically share in this commercial profit.

Remove if this paragraph/sentences does not apply:  
While it is unlikely, in the course of your participation in this research, information may be reported to the study team that the study team is then required by law to report to appropriate authorities. Some examples of this type of information could include: injury due to violence (such as a gunshot or knife wound), suspected child or elder abuse (including reporting regarding newborns suspected of having drugs or alcohol in their system), or certain communicable diseases such as sexually transmitted diseases or HIV.  

Will any of my other health care providers have to share health information with researchers involved with this study?     Remove if this does not apply:  
As a part of your participation in this study, the researchers may ask to see your health care records from other care providers. You will be asked to sign a separate HIPAA Authorization form at the end of this consent to give the study staff permission to collect the medical information needed for this study. This information will be collected from any health care provider or facility that delivers care to you during your participation in the study. In the event you have been hospitalized or treated at a facility other than Trinity Health Mid-Atlantic, the study doctor may ask you to sign a release form so that he/she can retrieve your medical records for research purposes. 
What happens if I get (pick applicable: harmed/upset/sick/injured) as a result of this research? (Required for research involving more than minimal risk; for studies involving no more than minimal risk this may be removed if not applicable and if the IRB concurs.)

As explained above, there is a possibility of risks that may occur as a result of your participation in this study.  If you get (pick applicable: harmed/upset/sick/injured) in relation to the research, the hospital and researcher will offer (or refer you to) treatment to you. Please contact your doctor for essential (medical treatment or psychological care or services) if you believe you have a research-related injury/harm as a result of this study.   If you need medical or psychological attention by any doctor other than your doctor, you must inform her/him that you are enrolled in a research study.  
You will be treated for any injuries but the cost of treatment will not be paid for by the sponsor, Trinity Health Mid-Atlantic (if applicable: or [name of business entity]), the principal investigator or anyone else.  The hospital and doctor(s) providing medical care will charge you or the insurance company responsible for your healthcare costs.  In the case of injury resulting from this study, you do not lose any of your legal rights to seek payment by signing this form. 

If I take part in this study, can I also participate in other studies?

Since this study has minimal risks and requires only (survey responses/focus group meeting/survey/etc.), you may also participate in other studies. 

If I don’t want to be in the study any more, what should I do?

You are free to leave the study at any time. If you do, there will be no penalty and you will not lose any benefits that you would have had if you didn’t participate in the study. If you decide to leave the study early, please notify the principal investigator or study coordinator listed at the end of this form.

Could I be taken out of the study even if I want to continue to participate?

Yes. There are some reasons why you could be taken out of the study. Some examples are:

· Study instructions are not followed or appointments are not kept.

· The study is suspended or cancelled for any reason.

· (Add additional reasons as applicable, i.e. pregnancy)
Financial Conflict of Interest 
(For significant financial conflict of interest (see definition), use this paragraph:) The principal investigator(s) of this research study (and, if applicable: his/her/their) associates and office business, (name of business) declare(s) that (he/she/they has/have) a significant financial investment in (name of sponsor), who makes the (procedure(s/)test/treatment(s)/survey) used in this study. As a result, (he/she/they) may personally profit from your participation in this study. If the (procedure/test/survey) is (are) marketed commercially for profit, you are not automatically entitled to a share of any profits. Please ask the principal investigator(s) to explain this in greater detail if you have any concerns.

[Where there is no significant financial conflict of interest (see definition), use this paragraph:] The principal investigator(s) of this research study (and, if applicable: his/her/their associates and office business, name of business) declare(s) that [he does/she does/they do] not have a significant financial investment in (name of sponsor), who makes the (procedure(s/)test/treatment(s)/survey) used in this study. If the (procedure(s/)test/treatment(s)/survey)  is (are) marketed commercially for profit, you are not automatically entitled to a share of any profits. 

Who can I contact for information about this study?

The names and contact information for the principal investigator and the study coordinator are listed below. You may contact them if you want to:

· Ask more questions

· Obtain more information about the study

· Report distress or harm from the study

· Discuss any concerns about the study you may have

· Stop participating in the study before it is finished

Principal Investigator: 
(add info here)

Mailing Address: 



Telephone: 



Study Coordinator: 
 (either add info or delete this & the reference to the study coordinator above)

Mailing Address: 



Telephone: 




Where can I go for more information? (Studies that meet the behavioral or medical definition of a clinical trial are required to register at clinicialtrials.gov and to have clinical trials #. All other studies delete this paragraph) As required by federal law, a description of this clinical trial is available on the Internet at: http://www.ClinicalTrials.gov. This Web site will not include information that can identify you.  At most, this Web site will include a summary of the results of this clinical trial to date.  You can search this Web site at any time.

Has this study been reviewed by the Hospital?

Yes. The study has been reviewed by the Institutional Review Board (IRB) at Trinity Health Mid-Atlantic which operates independently of the sponsor and study doctor (principal investigator). The members of the IRB are physicians, other health care professionals and community members. They volunteer their time and expertise in reviewing all research studies to protect the rights and welfare of the people who volunteer to participate in human subjects research performed at Trinity Health Mid-Atlantic. The review of the research does not mean that the study is without risks. 

Who else can I contact if I have any concerns about the study?

If you have any questions about your rights as a research participant, or have general questions about what it means to be in a research study or if you sustain any research complications or injuries, please contact the Trinity Health Mid-Atlantic Trinity Health Mid-Atlantic/Hospital Location IRB Office at (215) 710-6449 or MHSSMIRB@mercyhealth.org.



========================================

I understand that by consenting to participate in this study, I am responsible for following instructions and informing study personnel of any concerns, complications, or adverse effects. I will also express any concerns I may have about continuing to participate in this study. 

I have had an opportunity to ask questions about the study and was given enough time to consider my participation. I have talked to as many people as I need to help me make my decision.  I understand that my participation is voluntary. I have received a copy of this form and willingly agree to participate in this research study.

_________________________________________
      ________________________
                _    
            

Participant’s Signature 


      Printed Name

               Date

_________________________________________
      ________________________
                 _   
            

Legally Authorized Representative’s Signature   Printed Name

              Date

    REMOVE IF DIMINISHED CAPACITY IS AN EXCLUSION CRITERIA or if diminished capacity is not addressed in the study



                                         


      ________________________
  __________
             

Signature of Person Providing Information
       Printed Name

               Date



· (PI: Delete all instructions in red text. Do not use this form if your study does not access/use/disclose medical/health records of participants.) 
· Instructional text appears in red and must be removed prior to submission to the IRB.

· ALL TEMPLATE LANGUAGE IS REQUIRED AND MUST NOT BE DELETED.
PARTICIPANT AUTHORIZATION FOR THE USE AND DISCLOSURE OF PROTECTED HEALTH INFORMATION FOR RESEARCH PURPOSES

The Health Insurance Portability and Accountability Act (HIPAA Privacy Rule) gives research participants rights when their Protected Health Information is used or released for research purposes.  Protected Health Information is health information that is individually identifiable and that is created, received, or maintained by a healthcare provider in any form. 
	The title of the research study for this use and disclosure of your Protected Health Information for research purposes: Type in title

	Name of the Principal Investigator: Type name

	Affiliation of the Investigator:    Type name          IRB ID #: IRB Manager will assign

	Name of Institutional Review Board (IRB; a research ethics review committee) that approved this study:  Trinity Health Mid-Atlantic (THMA) IRB

	Name of HIPAA Privacy Board that reviewed this use & disclosure for research purposes: THMA IRB


Purpose of the use and disclosure:  Before the researchers use or share any health information about you as part of this research study, we are asking for your permission (authorization; in keeping with the HIPAA Privacy Rule) to do so.  The purpose is so that the investigator may conduct the research study listed above and described in the attached informed consent document. 

(PI: add a specific and meaningful description of what will be used and disclosed in addition to the paragraph below, if this information is not covered by the paragraph below; then delete these instructions)

Information to be Used or Disclosed:  Your health information that may be used or disclosed includes any or all health care records such as: laboratory, pathology and/or radiology results; scans; x-rays; and Protected Health Information previously collected for research purposes. This study may use or disclose any or all of the following Protected Health Information in connection to your health information to and from the people or institutions listed above: name, address, birth date, date of service or admission to the hospital, age greater than 89, telephone number, social security number, medical record number, health beneficiary number, credit card or other account numbers, license numbers, vehicle identification numbers, serial numbers, website addresses, Internet Protocol numbers, voice or fingerprint or similar identifiers, full face images, any other unique identifying characteristic or number or code.

(PI: You must include the paragraph BELOW if this was included in the consent document and protocol- edit variables; otherwise DELETE the paragraph below and instructions)
Information about the diagnosis and testing for HIV, AIDS, and ARC (AIDS-Related Complex); alcohol, drug, and substance use diagnosis, information and/or treatment; mental health/illness diagnosis, information and/or treatment and services and social services (including communications made to a social worker or mental health professional) may be contained in these documents and will be disclosed. 

I give permission for the use and release of my Protected Health Information from the following sources of data to the following people/companies listed below for the purposes of this research:

	The following will provide data:


	Your data will be released to and used by the following people and/or institutions:

	1) Trinity Health/Hospital Location 
(Add any other sources of data here; e.g., Huron Gastro)

 2) Name:  

    Address:    Must list contact info
Phone Number:
	1) My doctor(s) who care for me during this research, including my primary care doctor and other doctors who may take care of me during my participation.
(List all entities or persons that the PI wants to release info to; e.g., PI and research team if receiving THMA data, sponsors, companies working for sponsor, Co-I from outside institution, clinical laboratories, etc.) 
2) Name:  
    Address:  Must list contact info
    Phone Number:


In addition to the above, the THMA IRB (which is also the HIPAA Privacy Board for research use), THMA IRB Office, and federal agencies  (such as the Food and Drug Administration, Office of Human Research Protections, etc.), may need to review your health records as part of their regulatory review and oversight of research activities. 

Expiration Date: Your authorization for the use and disclosure of your information will expire at the end of the study.
Access to Your Medical Record:  (PI: Pick ONE of these statements and DELETE the other)

(1) Use this statement only if this is a clinical research trial where the participants are blinded to the intervention/treatment) You understand that your access to your medical record (or specify some portion of the record, delete this note if not being used) will be temporarily suspended until the completion of the research study and will be reinstated at the end of the study.

(2) All other studies use this statement:

You understand that your access to your medical record (or specify some portion of the record, delete this note if not being used) will continue to be allowed during the research study.
Terms: 

· You do not have to sign this authorization.  If you decide not to sign the authorization, it will not affect your treatment or eligibility for health benefits.  However, if you do not sign this authorization you may not participate in the study.  

· You may withdraw your authorization at any time by notifying the principal investigator in writing (see contact information above), but the withdrawal will not affect any of your information already disclosed. Your withdrawal of permission to use your health records may result in the ending of the research-related treatment being provided to you.  
· Your individually identifiable health information (including Protected Health Information) collected with this authorization may be re-disclosed by the recipient (as listed in the column to the right in the table above) and, once disclosed, may no longer be protected by the recipient.
· If you have questions about this authorization, please ask the Principal Investigator listed above.

___________________________________________________________      ___________

Signature of Research Participant
                                                                  Date

___________________________________________________________

Printed Name of Research Participant

___________________________________________________________      ___________

Signature of Personal Representative (if applicable) (REMOVE IF DIMINISHED CAPACITY IS AN EXCLUSION CRITERIA OR IF DIMINISHED CAPACITY IS NOT ADDRESSED IN THE STUDY
                                                                               Date

___________________________________________________________

Printed Name of Personal Representative (if applicable) and Description of Personal Representative's authority to act on behalf of the participant (required): (REMOVE IF DIMINISHED CAPACITY IS AN EXCLUSION CRITERIA ________________________________________________________________________________
________________________________________________________________________________

                     PROVIDE A COPY TO THE PARTICIPANT
1
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