[bookmark: _Hlk169517236][bookmark: _Hlk146639422]
[bookmark: _Hlk168929501]DELETE ALL BLUE TEXT AND ANY STATEMENTS NOT RELEVANT TO THE RESEARCH BEFORE SUBMITTING TO THE IRB. DO NOT DELETE REQUIRED TEXT/CONSENT ELEMENT SECTIONS 

TRINITY HEALTH WEST REGION
[bookmark: _Hlk168929569]PARTICIPANT CONSENT AND 
HIPAA AUTHORIZATION FORM FOR RESEARCH


	Study Title:
	(Enter full study title exactly as listed on the Protocol)

	Principal Investigator:
	(Enter PI’s name and credentials)

	IRB Number:
	(Assigned by Research Compliance Department)

	                                        Sponsor:
	(Delete Row if N/A) 

	                              Funding Source:    

   National Clinical Trial Number:         
	(If none, state as such)

(Delete Row if N/A)



Consent Overview
 
[bookmark: _Hlk168519455]What is the purpose of this research study? (Required consent element)
[bookmark: _Hlk168911659]This study involves research.  The purpose of this study is       
[bookmark: _Hlk168929754][bookmark: Text138]Approximately       individuals are expected to participate in this study at other sites (in West Region/the US and/or in other countries), including       at Trinity Health (name of TH site). 

Why am I being asked to participate? 
[bookmark: _Hlk168929791]You are being asked to be in this research study because       
[bookmark: _Hlk168951079]
What are the alternatives to my participation? (Required consent element section) 
If you decide not to take part in this research study, you should know the other options available to you are       (include Alternative procedures or courses of treatment). 

[bookmark: _Hlk169036615]What will I need to do and how long will I be in the study? (Required consent element section) 
[bookmark: _Hlk168929879][bookmark: _Hlk168929904]Once you have consented to participate in this study you will be asked to       (include all study procedures identifying which ones are experimental, include specimen and/or data collection). You will be involved in this research study for        (state expected duration of participation, include number of visits, number of surveys/questionnaires etc., with frequency/amount of time to complete for each). 
[bookmark: _Hlk168489081]
What are the risks? (Required consent element section)
[bookmark: _Hlk168929019][bookmark: _Hlk168929945][bookmark: _Hlk168489169]The risks of participating in this study are       (list all research study risks including psychological, emotional, physical, legal, privacy issues, etc., and include study activities that may cause discomfort) 
We will take steps to protect your confidentiality, but there is a small risk that your information could be accidentally disclosed to people not connected to the research.  To try to prevent this, we will only store information about you on our secure server.

For research that involves a blood draw, include:
You may experience discomfort or bruising at the injection site.  There is also a small risk of infection at the injection site, or you may also experience fainting or shaking resulting from low blood sugar, which is rare.

[bookmark: _Hlk169037980]What are the benefits?  (Required consent element section section)
[bookmark: _Hlk168945879][bookmark: _Hlk169036122]You (may not/will not) benefit personally taking part in this study. The potential benefits to you may include       (describe benefits or delete sentence if participant will not benefit). However, your participation in this study might benefit others in the future because       (describe how others may benefit from the study knowledge gained)
What are the costs? (Required consent element section section)
There are costs/no anticipated costs to you for participating in this study       (add all costs to participant if applicable) 
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Consent to Participate in Research

Introduction (Required section)
You are being asked to participate in a research study.  Before deciding to volunteer, or not to volunteer, we want you to know as much as possible about the study. Please read this form carefully and talk to the investigator,       (insert name), if you have any questions about the study. You may also want to discuss it with your family or friends.  If you decide to participate in this study, you or your Legally Authorized Representative will be asked to sign this form.
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 form that includes this new information 
[bookmark: _Hlk169521818]What are my rights to participate, say no, or withdraw? (Required consent element section section)
If you choose to participate in this study, you may withdraw at any time by contacting the principal investigator whose contact information is at the end of this form. If you withdraw from the study it will not affect your care (insert or employment if applicable) here. (If enrolling employees provide measures that will be taken to minimize coercion or undue influence) 
Will I be paid for being in the study? (Required consent element section section)
[bookmark: _Hlk168918930][bookmark: Text140]If you agree to take part in this study, you will receive      . (indicate amount of compensation for each visit, completed questionnaire, etc. and the overall total amount, method, and timing of payment) for your participation. 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.
[bookmark: _Hlk168916014]
[bookmark: _Hlk168928287]What happens to my data collected in the study?
If you join this study, your data will be used to answer the research question and publish the findings of this study. You will not own your research data. If researchers or their collaborators use your data to create a new product or idea, including those that may have commercial value, you will not benefit financially from those efforts.

The study team will do its best to protect and maintain your data in a safe way. One of the ways we protect data is by limiting the uses of the information and the type of information that is shared, especially your personal information. This may occur through data sharing agreements and review by oversight groups. 

If data are used or shared with types of information that may be likely to identify you, such as your name, address, or medical record number, further institutional review and approval would be required. In these cases, we will review whether additional consent from you is required. 

Generally, if your data are used/shared without any personal identifiers or with information that is less likely to identify you (such as the date of a procedure), further review and approval is not needed.

Additional Requirements for Use and/or Disclosure of Protected Health Information (PHI): Under applicable law, the following information requires your explicit consent to share (disclose) your HIV/AIDS and substance use information that may contain PHI (identifiable information). Psychotherapy notes in your mental health information requires explicit consent before researchers can access, use, or share the information. If you do not consent to the (insert if applicable access or use of psychotherapy notes) and/or disclosure of       (enter type of information from below) you may still/may not participate in this study. (If participant selects no for any of the information below and they can still participate in the study describe how this information will be used for the research and kept from being disclosed)
HIV/AIDS-related testing will be performed for the research:  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 Idaho, as required by law. 

            Yes, I will take a test - Initial here: _______
            No, I will not take a test - Initial here: _______ 
HIV/AIDS information about you regarding       (List explicit type of information, include if disclosure will be made of HIV/AIDS testing results for this research) will be disclosed to       (Include who the information will be disclosed to). 
            Yes, you may disclose my HIV/AIDS information. Initial here: _______
            No, you may not disclose my HIV/AIDS information. Initial here: _______          


Substance use testing: You will be tested for       (provide explicit details of the type of substance use testing to be done and how it pertains to the research purpose). The test results will be reviewed by the Principal Investigator and will/will not be shared with       (you and/or include research team, etc.).
· Yes, I agree substance use test as describe above - Initial here: _______
· No, I do not agree to being tested for substance use - Initial here: _______

[bookmark: _Hlk168995683]Substance use disorder information about you regarding       (Provide an explicit description of SUD information being used and include if testing results for the research will be disclosed) will be disclosed to      . 
[bookmark: _Hlk168994664]Psychotherapy notes in your mental health information will be accessed and used for this research regarding       (Describe notes that will be accessed and used) and the following information       will/will not be disclosed to       (Include who the information will be disclosed to). 
· [bookmark: _Hlk169077328]Yes, you may access, use, or disclose (delete “disclose” if not sharing) my psychotherapy notes from my mental health information Initial here: _______
· [bookmark: _Hlk168955330]No, you may not use, access, or disclose my psychotherapy from my mental health information.  Initial here: _______

You may cancel your consent for use of your information at any time except to the extent that the information has already been used after consent was obtained. 

Who will see my information and how will it be kept confidential? (Required consent element section section)
All collected data related to your participation in the study will be kept in a confidential file at the applicable Trinity Health West Region Hospital (and/or, enter location) for (include length kept and when information will be destroyed). Only those people who work on the study (add others as 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 information from unnecessary disclosure very seriously.  In the HIPAA Authorization section of this form, it describes how the primary investigator will collect and use your Protected Health Information, and who will see it.  You will be asked to provide your consent and authorization by signing this form.   All 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. 
[bookmark: _Hlk77086434]In addition, as part of routine monitoring of research, members, and staff of the designated Trinity Health West Region Institutional Review Board (IRB), Research Compliance Department, the organization(s) that fund the study, the Office of Human Research Protections (OHRP), Office of Civil Rights (who regulates HIPAA), or other government agencies may review your records.  You may also be contacted by a representative of the Research Compliance Department to ask you about your experience in this research study.
Will my information be used for Future Research?
Your information/biospecimens collected as part of the research will/will not be used or distributed for future research studies. Additional informed consent from you or your LAR will not be required for information that might be used for future research studies or distributed to another researcher when information that may identify you has been removed, such as (describe identifiable information being removed). 
If collecting biospecimens, include the following:
Your samples may be used for development of a marketable product or for research and development.  The samples will/will not be used for commercial profit (even if the identifiers are removed).  You will/will not receive any financial or proprietary interest in the samples or in any products or processes that may result from research on the samples.

If the study will involve genetic testing (see the medical research informed consent for additional consent requirement GINA Language to be included.)
Will any of my other health care providers have to share health information with researchers involved with this study? 
As a part of your participation in this study, the researchers may ask to see your health care records from other care providers. By providing your signature on this consent form and HIPAA Authorization, you 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 a Trinity Health West Region Hospital, you may be asked you to sign a release form so they can retrieve your medical records for research purposes. 

Return of study results 
[bookmark: Text5]The general study findings will       (Include return of any study results; state timing and mechanism) 


Financial Conflict of Interest 
The principal investigator of this research study declares that he does/does not have a significant financial investment (include with sponsor, funder, manufacturer of product, etc. used for this research). If the product is marketed commercially for profit, the participant is not automatically entitled to a share of any profits (delete sentence if there is no conflict).

Who can I contact for information about this study? (Required consent element section section)
If you have any questions about this study or taking part in this study, contact:

Principal Investigator:  
	Mailing Address:  		
	Telephone:  		

Study Coordinator:   	 
Mailing Address:  		
Telephone:  			

Who else can I contact if I have any concerns about the study? 
(Required consent element section section)
If you have questions about your rights as a research participant, general questions about what it means to be in a research study, or any concerns or complaints about the research, please contact the Director of the Research Compliance Department at (734) 712-5470.

Where can I go for more information? 
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. (Studies regulated by the FDA or meet the definition of a clinical trial are required to have a national clinical trial #; otherwise delete this section)

[bookmark: _Hlk77087792]Has this study been reviewed by the Hospital?
Yes. The study has been reviewed by the Trinity Health West Region Institutional Review Board (IRB) which operates independently of the principal investigator and/or funder, if applicable. This IRB has diverse representation, including community representatives, with membership considerations given to race, gender, and cultural backgrounds to ensure all federal requirements for IRB membership under the U.S. Department of Health and Human Services and Food and Drug Administration regulations are met.


Documentation of Informed Consent

By signing this Informed Consent Form, I certify I have read this form, had the opportunity to ask questions about this study and this form, and have been 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, and I am voluntarily signing this consent form as evidence of my decision to participate in this research study.  I also understand I have not waived any of my legal rights or released the parties involved in this study from liability for negligence.



														
Signature of Study Participant 	Printed Name				Date



														
Signature of Legally			Printed Name					Date
Authorized Representative 



														
Signature of Person Obtaining 		Printed Name				Date
Authorization

Participant HIPAA Authorization for 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.
	Title of the Research Study:

	Principal Investigator (PI) Name: 
	PI Affiliation:

	Trinity Health Hospital IRB reviewed and approved this study and the HIPAA use and disclosure
	IRB ID#:


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 this informed consent form. (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)
[bookmark: _Hlk165386932]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; device records, hospital records, outpatient clinic letters, autopsy records; death certificate and Protected Health Information previously collected for research purposes. Some of these tests may have been done as part of your regular care. 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, date of death, 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, and/or any other unique identifying characteristic or number or code. This includes information in your medical record and information created or collected during the study. The investigator will use this information about you to complete this research. 
Information about the diagnosis and testing for HIV, AIDS, and ARC (AIDS-Related Complex); alcohol and drug 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. (If the information in this paragraph is included in the protocol and the above consent, you must also include it here, listing only the variables being used/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 (TH)       (Specify location)
[bookmark: Text63]      (Address, city, state, zip)
                    (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.

	2)       (Name of individual/entity providing TH with data)
      (Address, city, state, zip)
                           (Phone Number)
	2)       (Name of individual/entity sharing data with)
                  (Address, city, state, zip)
                              (Phone Number)
3)       (Name of individual/entity sharing data with)
                  (Address, city, state, zip)
                              (Phone Number)
Include all individuals/entities participant information will be disclosed to, in the protocol and listed in this consent.


In addition to the above, the Trinity Health – West Region IRB (which is also the HIPAA Privacy Board for research use), the Research Compliance Department, and federal agencies [such as the Food and Drug Administration (FDA), Office of Human Research Protections (OHRP), etc.] may need to review your health records that were collected as indicated in the consent portion of this form as part of their regulatory review and oversight of research activities. 

Expiration date:       Your authorization for the use and disclosure of your information has no expiration date.

My access to my medical record: You understand that your access to your medical record will/will not be allowed during the research study. 
· 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 this 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 intervention 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 right column in the table above) and, once disclosed, may no longer be protected by the recipient.
· If you have any questions about this authorization, please ask the Principal Investigator (study doctor) listed above before signing this form.


															
Signature of Study Participant 		Printed Name				Date

														
Signature of Legally 			Printed Name					Date
Authorized Representative					





PROVIDE A COPY TO THE PARTICIPANT

