
Shortened title of study must appear at the top of each page after page 1

INSTRUCTIONS FOR FORM:
Please follow italicized instructions listed in brackets and highlighted areas.

Include the shortened title as a header and complete the information needed for the footer.

Delete all instructions from the consent template when finished.
Make sure that formatting is correct and delete all colored fonts and hanging headers.

Only a size 12 font or larger may be used.
Consent given to participant must be one sided only.
NOTE:  No letterhead or logos are allowed
Pregnant Partner Information and Consent Form for WCG IRB-reviewed Studies
Institution requires the use of WCG IRB standard consent header block; it may be adjusted as appropriate for the protocol/study (following for example only)

Title:
Title

Protocol No.:
Sponsor’s protocol number 


IRB protocol number


Institution’s tracking number

Sponsor:
Name

Investigator:
Name

STUDY-RELATED

PHONE NUMBER:
Name 


Phone number

When we say “you” in this consent form, we mean you or your child; “we” means the doctors and other staff.

[Delete if minors are not involved in the research.  If minors are involved in the research revise footer to Parent/Participant Initials.]
Overview & Key Information (Note – This section is needed if the funding is through a Common Rule Agency or Department. More information is available on the Key Information Guidance document on the WSU IRB web site.)
Purpose (Note – This section may be substituted with other language; this is provided as a model)
You became pregnant while your male partner (the biological father of your baby) was taking part in a research study. Your partner has received an investigational drug (a drug not approved by the Food and Drug Administration). It is recommended that you promptly report this to your doctor. 

As part of the research study you are being asked to allow for the collection of medical information, so researchers can better understand the effects that the investigational drug may have on your pregnancy and the birth and health of your child.
The study doctor will collect information about your pregnancy and the health of your newborn baby.  You may provide this information yourself or give permission to your health care provider to release it directly to your partner’s study doctor.
Study Procedures (Note – This section may be substituted with other language; this is provided as a model)
Medical information related to the progression of the pregnancy and its outcome will be collected.  This may include information related to your health, the date of conception, the course of your pregnancy, medical treatments [Insert other applicable information to be collected] and pregnancy tests that you receive and the health of your child after birth up to [Insert # of Weeks] weeks of age.  This information will be gathered from your and/or your baby’s medical records.  Your partner’s study doctor will report this information to the study sponsor or its representatives.

NOTE: This document cannot request consent for the use of biospecimens for research. This is to be used for data collection only. 

As you are not a patient at the participating study center, [Insert, as applicable; the Barbara Ann Karmanos Cancer Institute, the Detroit Medical Center, Wayne Health, and any other facility involved with this study], you will be asked to sign an authorization form to consent to release your and your baby’s medical records to [Insert, as applicable; the Barbara Ann Karmanos Cancer Institute, the Detroit Medical Center, Wayne Health, and any other facility involved with this study]. If you choose to participate in the study, we will collect information from your medical record during your pregnancy and through the birth of your child up to [Insert # of Weeks] weeks of age or pregnancy termination (if applicable).  

Pregnancy Healthcare Provider's Name: 

        (e.g, physician, midwife)


Address: 
 






 

Telephone:   

I can be reached at the following contact information to discuss my pregnancy and its outcome:


Address: 



 







Telephone:   



A copy of this signed authorization form may be provided to your pregnancy healthcare provider by the study doctor. Your information is very important to us. Thank you for taking the time to complete this form.  

RISKS AND DISCOMFORTS 

There is a potential risk of loss of confidentiality of your or your child’s medical record information in this data collection.  The sponsor [Insert Sponsor Name], will make every reasonable effort to make sure no one gets your medical information except authorized persons.

NEW INFORMATION 
You will be promptly informed by your partner’s study doctor regarding any new information that may change your decision to provide information. In this case, you may be asked to sign a revised consent form.
BENEFITS

There are no benefits to you or your baby by providing your medical information.  Your participation may benefit others in the future. 
COSTS

There will be no cost to you for allowing us to collect this information about your pregnancy.

The regular medical care costs related to your pregnancy and the birth of your child will be billed to you and/or your health insurance in the usual way.

(This portion is Karmanos Cancer Center template language).  

For more information on clinical trials, you can visit the National Cancer Institute’s (NCI) web site at http://www.cancer.gov/aboutnci/organization/clinical-center-fact-sheet. 
To learn more information about paying for clinical trials and insurance, you can visit the NCI web site at:

· http://www.cancer.gov/clinicaltrials/learningabout/payingfor 

· http://www.cancer.gov/clinicaltrials/learningabout/payingfor/insurance-coverage 

Another way to get information is to call the NCI at 1-800-4-CANCER (1-800-422-6237) and talk to an Information Specialist, Monday-Friday 8am-8pm EST. You can request free information to be sent to you, such as the Cancer Clinical Trials FactSheet.

PAYMENT FOR PARTICIPATION  
You will not be paid for providing your medical information.

ALTERNATIVES 

You may choose to not provide medical information about your pregnancy or unborn or newborn child, or you may choose to stop providing medical information at any time. 

CONFIDENTIALITY

All information collected about you during the course of this study will be kept confidential to the extent permitted by law.  You will be identified in the research records by a code name or number.  Information that identifies you personally will not be released without your written permission.  However, the study sponsor(Site can list the sponsor, its representative(s), affiliated companies, CRO’s, etc., as they are listed in the sponsor template consent), WCG IRB, the Institutional Review Board (IRB) at Wayne State University, the Institutional Review Board (IRB) at McLaren Health Care (MHC), the McLaren Health Care Office of Research Compliance and Quality Improvement, Karmanos Cancer Institute (KCI), McLaren Health Care, other McLaren sites involved in this study, Detroit Medical Center, Wayne State University, and 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.] may review your records.
When the results of this research are published or discussed in conferences, no information will be included that would reveal the identity of you or your baby.  [Delete the following if not applicable] If photographs, videos, or audiotape recordings of you will be used for research or educational purposes, your identity will be protected or disguised.  [Describe the participant/subject/patient‘s right to review and/or edit the tapes, who will have access, and when the tapes will be erased.  Describe how personal identities will be shielded or disguised, etc.]

A description of the clinical trial in which your partner is participating is available on http://www.ClinicalTrials.gov, as required by US Law, or on http://www.clinicaltrialsregister.eu.  These web sites will not include information that can identify you or your baby.  At most, the web sites will include a summary of the results.  You can search these web sites at any time.
QUESTIONS
Include WCG IRB consent form template, submitted text, or sponsors language, plus add the following before IRB “rights”.

If you have any questions, concerns, or complaints 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 Wayne State University 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. 

If using McLaren Sites also add:

If you are a McLaren patient and have questions about your rights while taking part in this study, if the study staff cannot be reached, or if you have questions, complaints or concerns about the research that you do not feel you can discuss with your study team, contact the McLaren Heath Care Human Research Protections Program at (248) 484-4950, Fax (248) 276-9732, or e-mail hrpp@mclaren.org or regular mail at 2701 Cambridge Court, Suite 110, Auburn Hills, MI  48326.
Do not sign this consent form unless you have had a chance to ask questions and have gotten satisfactory answers.

If you agree to be in this study, you will receive a signed and dated copy of this consent form for your records.

Consent to Participate in a Research Study
Agreeing to provide your and your child’s medical information is your decision.  You may decide to stop at any time.  If you decide to stop, the study doctor will not collect any new health information about you or your child.  However, [Insert Sponsor Name], and its representatives may continue to use and disclose any information already collected. [Provide details about how the participant would request to withdraw from the study.]

Agreeing to the medical information collection will not change your rights and benefits or give you any special privileges.  If you decide not to provide your medical information, or choose to stop providing it early, no benefits are taken away from you.  Please refer to the study doctor for discussion.
Signature of Participant/Parent/Legally Authorized Representative (LAR) (*)

Date

Printed Name of Participant/Parent/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.). 

I observed the above (or his/her parent or LAR, if applicable) sign this Informed consent form.

Signature of Person Obtaining Consent

Date

Printed Name of Person Obtaining Consent

Signature of Translator (**)

Date

Printed Name of Translator (**)

(**) 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.

As an impartial third party, I witnessed the informed consent process and the participant’s signature on this form. I confirm that this entire form was read to the participant named above. The participant voluntarily agreed to be in this study.

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.)
Delete the below statement and page break if not applicable 

Continue to HIPAA Authorization on next page

If a HIPAA Authorization is required for this study, add the following language to this consent document and have the participant or legally authorized representative sign the last page.  The HIPAA should start on a new page.

HIPAA Authorization
A federal regulation, known as the “Health Insurance Portability and Accountability Act (HIPAA)” gives you certain rights concerning the use and disclosure (sharing with others) of your Protected Health Information (PHI). This regulation provides safeguards for the privacy and security of your information. Your permission (authorization) is required for the use and sharing of any protected health information collected as part of this research study.  If you are not willing to sign this authorization to use and/or disclose your PHI by the research team, you will not be eligible to take part in this research study.

The principal investigator (PI) and his or her research team will use your medical records and information created or collected as part of this research study. Your PHI is important for the PI and his or her research team in order to collect information about you during the study, to be able to contact you if needed, and to provide treatments to you during the study, if required. The PI may send out your study related health information to the sponsor or other entities involved in this study. 

Your medical records, which may contain information that directly identifies you, may be reviewed by representatives from groups identified below. The purpose of these reviews is to assure the study is being conducted properly, that data is being obtained correctly or for other uses authorized by law. These reviews occur at the study site or in the PI’s research office and can take place anytime during the study or after the study has ended.
The PHI that will be “USED” for this research includes the following: [The site will include elements of PHI that will be used for this research; if “patient” or “subject” is used, it is acceptable per Institution contact.  For example:] name, address (street address, city, state and zip code), elements of dates, telephone numbers, email address, fax numbers, social security number, medical record number, health insurance number, account numbers, certificate/license numbers, vehicle and serial numbers, web URLs, internet protocol (IP) addresses, biometric identifiers (voice and fingerprints), full face photographs, and any unique identifying numbers or characteristics or code.

The PHI that will be “DISCLOSED” or shared with others for this research includes the following: [The site will include elements of PHI that will be disclosed/or shared with others for this research; if “patient” or “subject” is used, it is acceptable per Institution contact. For example:] name, address (street address, city, state and zip code), elements of dates, telephone numbers, email address, fax numbers, social security number, medical record number, health insurance number, account numbers, certificate/license numbers, vehicle and serial numbers, web URLs, internet protocol (IP) addresses, biometric identifiers (voice and fingerprints), full face photographs, and any unique identifying numbers or characteristics or code.

Your study information may be used or shared with the following people or groups: [The site can delete or add others who will have access to the PHI-– entities that are acceptable include Detroit Medical Center, Karmanos Cancer Institute, McLaren Health Care, Wayne Health, etc.]

· The PI, co-investigators, and key personnel of WSU [additional locations acceptable to include: KCI, DMC, etc.] associated with the research project.

· WSU’s Institutional Review Boards (IRB) and WCG IRB.  

· Authorized members of WSU’s [additional locations acceptable to include: KCI’s, DMC’s, McLaren’s, etc.] workforce who may need to access your information in the performance of their duties. [For example, to provide treatment and services, ensure integrity of the research, or for accounting and/or billing matters.]
·  Other collaborating academic research institutions, which include: [list all academic centers that have key personnel participating in this research project].

· The McLaren Health Care (MHC) Institutional Review Board [Delete if not using the KCI at McLaren Sites]
· The McLaren Health Care Office of Research Compliance and Quality Improvement [Delete if not using the KCI at McLaren Sites]
· KCI at McLaren [SITE NAME(S)] [Delete if not using the KCI at McLaren Sites]
· The study Sponsor or representative, including companies it hires to provide study related services, which include: [list the sponsor, its representative(s), and affiliated companies-CRO’s, etc.].

· Federal agencies with appropriate regulatory oversight (e.g., FDA, NCI, OHRP, OCR, etc.) may review your records.

Once your information has been released according to this Authorization, it could be released again and may no longer be protected by the HIPAA regulations.

This Authorization does not expire. The research team may need to correct it or provide missing information about you even after the study has ended, and your medical records may be needed to assist in this process.

[The site will select only one of the next two paragraphs and delete the other]:

· During your participation in this study you will have access to your medical record and any study information that is part of that record. The PI is not required to release research information that is not part of your medical record.

· During your participation in this research project you will not be able to access that part of your medical record involved in the research. This will be done to prevent the knowledge of the research results from affecting the reliability of the project. Your information will be available to the treating physician should an emergency arise that would require for him/her to know this information to best treat you. You will have access to your medical record when the study is ended or earlier, if possible. The PI is not required to release research information that is not part of your medical record.

You may withdraw (take back) your permission for the use and disclosure of your PHI for this research at any time, by writing to the PI at the address on the first page of this form. Even if you withdraw your permission, the PI for the research project may still use your PHI that was collected prior to your written request if that information is necessary to the study. If you withdraw your permission for use of your PHI, you will also be withdrawn from the research project. Withdrawing your authorization will not affect the health care that will be provided by the Detroit Medical Center, Karmanos Cancer Institute, and/or the WSU School of Medicine Practice Plans and/or McLaren Health Care.

Authorization to use and disclose PHI 
By signing this document, you are authorizing the PI to use and disclose PHI collected about you for the research purposes as described above.

The designations for parents or legally authorized representatives are to be included only if approved by the board:
Signature of Participant/Parent/Legally Authorized Representative (LAR) (*)

Date

Printed Name of Participant/Parent/Legally Authorized Representative (*)
(*) For participants unable to give authorization the following individual is acting on behalf of the research participant (e.g., children, mentally impaired, etc.). 

I observed the above (or his/her parent or LAR, if applicable) sign this authorization.

Signature of Person Obtaining Authorization

Date

Printed Name of Person Obtaining Authorization

Signature of Translator (**)

Date

Printed Name of Translator (**)

(**) 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 the Authorization.

As an impartial third party, I witnessed the authorization process and the participant’s signature on this form. I confirm that this entire form was read to the participant named above. The participant voluntarily agreed to the Authorization.

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 authorization form read to them (i.e., illiterate, legally blind, translated into foreign language.)

Submission/Revision Date: [insert date]
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Protocol Version #: [Insert Number]
                                                                 Participant’s Initials



       Form Date: 10/2013
Submission/Revision Date: [insert date]
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Protocol Version #: [Insert Number]
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       Form Date: 04/2019 (WIRB 6.25.21)

