WAYNE STATE UNIVERSITY 
LOCAL CONTEXT LANGUAGE FOR CONSENT DOCUMENTS 
(FOR USE WHEN WSU IS NOT THE REVIEWING IRB)

INSTRUCTIONS:

· Note: This template language contains ONLY the WSU and affiliate required wording for local context language sections. See Sponsor/Reviewing IRB template for wording and headings encompassing all required elements of consent. 

· This local context language may be inserted into the Sponsor/Reviewing IRB template or provided as an appendix to the consent, depending on the Reviewing IRB’s policies. 

· Please follow italicized instructions listed in brackets and highlighted areas.

· Delete all instructions from the consent template when finished.

· When submitting the consent for WSU IRB administrative review the HIPAA must be a separate document.
· Make sure that formatting is correct and delete all colored fonts and hanging headers.

· Consent given to participant/parent must be one sided only.
· No letterhead or logos are allowed.

· The following information must be included on page 1 of the consent, in the Sponsor/Reviewing IRB’s template language: 
· Title of Study

· Principal Investigator (PI) Name, Address, Phone

· Location(s): [Where study will have services rendered]

· Sponsor/funding source:


STUDY COSTS 
(Insert language from sponsor’s template consent.)

Ask your doctor or nurse for help finding the right person to talk to if you are unsure which costs will be billed to you or your insurance provider.
RESEARCH RELATED INJURIES LANGUAGE
Wayne State University’s Compensation for Injury Policy:
In the event that this research related activity results in an injury, treatment will be made available including first aid, emergency treatment, and follow-up care as needed. Cost for such care will be billed in the ordinary manner to you or your insurance company. No reimbursement, compensation, or free medical care is offered by Wayne State University [or (insert as applicable, the name(s) of the Detroit Medical Center, Karmanos Cancer Institute, McLaren Health Care, University Pediatricians, Wayne Health, , and any other facility involved with this study)]. If you think that you have suffered a research related injury, contact the PI right away at the phone number on page one of this form.
Detroit Medical Center/Tenet’s Compensation for Injury Policy:

PICK THE FIRST PARAGRAPH OR SECOND SET OF PARAGRAPHS BELOW DEPENDING ON WHO IS RESPONSIBLE FOR PAYMENT 

If a “research related- injury” results from your participation in this research study, medical treatment will be provided at no cost to you and paid by the sponsor of the study.  A “research related-injury” means injury caused by the product or procedures required by the research which you would not have experienced if you had not participated in the research study.  You, or your medical insurance, will be responsible for other medical expenses resulting from your medical condition. 

OR
If a “research related injury” results from your participation in this research study, medical treatment will be provided. The costs for all your medical treatment will be billed to you and/or your insurance.  A “research related-injury” means injury caused by the product or procedures required by the research which you would not have experienced if you had not participated in the research.  

It is important for you to follow your physician’s instructions including notifying your study physician as soon as you are able of any complication or injuries that you experienced. 

You will not be paid for any other injury- or illness-related costs, such as lost wages.  You are not waiving any legal rights and are not freeing the sponsor, Principal Investigator, or hospital of any malpractice, negligence, blame or guilt by participating in this study.  

AND
Sponsor’s Compensation for Injury Policy:
[Add language supplied by sponsor, simplified.]

CONFIDENTIALITY (who can see my medical information section) 
· (insert sponsor’s name only) 
· (insert name of drug company supporting the study only) 
· (List name of the reviewing IRB)
· Wayne State University
· The Institutional Review Board (IRB) at Wayne State University

· Detroit Medical Center

· Karmanos Cancer Institute 

· Federal agencies with appropriate regulatory oversight [e.g., Food and Drug Administration (FDA), National Cancer Institute (NCI), Office for Human Research Protections (OHRP), Office of Civil Rights (OCR), etc.).

QUESTIONS

If you have any questions about this study now or in the future, you may contact [insert name of PI] or one of his or her research team members at the phone number listed on the first page of this form. If you have questions or concerns about your rights as a research participant, the Chair of the Institutional Review Board can be contacted at (313) 577-1628. If you are unable to contact the research staff, or if you want to talk to someone other than the research staff, you may also call the Wayne State Research Subject Advocate at (313) 577-1628 to ask questions or voice concerns or complaints. 
SIGNATURE PAGE: 
CONSENT TO PARTICIPATE IN A RESEARCH STUDY
Signature of Participant/Legally Authorized Representative (LAR) (*)
Date

Printed Name of Participant/Legally Authorized Representative (*)
(*) For participants unable to give consent the following individual is acting on behalf of the research participant (e.g., children, mentally impaired, etc.). Remove LAR reference if you don’t intend to consent participants that have or may have LAR.

Signature of Person Obtaining Consent
Date

Printed Name of Person Obtaining Consent

Signature of Translator (**)
Date

Printed Name of Translator (**)

Signature of Witness (**)
Date

Printed Name of Witness (**)

(**) The witness must be impartial (someone not connected with the research or the study team). Use when participant has had this consent form read to them (i.e., illiterate, legally blind, translated into foreign language.)
If a Translator, this person should be fluent both in English and the language that is understandable to the participant or legal representative. The translator gives an oral presentation to the participant or legal representative that is understandable to the participant that describes the entire content of the English version of Informed Consent.

The HIPAA Authorization must be completed as a separate document.  
Please see the HIPAA Authorization documen

CIRB Approved Date: [Insert Date]                                                                          Participant’s Initials_____________________

Submission/Revision Date: [Insert Date]
Protocol Version #: [Insert Number
Insert page numbering                                        WSU form version date 2/28/2022

