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Pregnant Partner Information and Consent Form
Title of Study: [insert the full name of the study]
Principal Investigator (PI):

[Name]






[Address]






[Phone]

Funding Source:


[Name]

[Delete funding source section if there is no funding]
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.]
Key Information about This Study: [This section is not required for consent forms that are 3 pages in length or shorter. If this form is 3 pages or less, delete this heading and instructions.]
Use this key information section to provide a concise summary of the research with enough detail that a reasonable person can clearly see what participant(s) will be asked to do, risks and benefits, and why they may or may not want to participate. See Key Information guidance for more information.

 [5 key factors that are suggested to be key information: These 5 factors are simply a summary of the parts of the consent that are most important to a prospective participant provided at the beginning of the consent. They must be addressed in further detail according to the consent template.  
1. You are being asked to participate in a research study. Your participation is voluntary.
2. [Provide brief summary of the research including purpose, duration, and a list of procedures]

3. [State reasonably foreseeable risks or discomforts]

4. [State reasonable expected benefits]

5. [Describe any alternative procedures or course of treatment (if any)]
What is this study about & why is it being done?
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.

The purpose of this form is to provide you information to help you decide whether or not you want to participate in this research study. Your participation is entirely voluntary, and you can refuse to participate or withdraw at any time without penalty.
Please read this form and ask any questions you may have before agreeing to be in the study.

What will happen to me in this study?
Study Procedures
Medical information related to the progression of your pregnancy and outcomes will be collected.  This may include information related to your health, the date you became pregnant, 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.  

What are the risks and discomforts of being in the study?

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.
How could I benefit if I participate? How could others benefit? 

There are no benefits to you or your baby by providing your medical information.  Your participation may benefit others in the future. 
Will there be any cost to me?
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.

Will I be compensated for participating?
You will not be paid for providing your medical information.

If I don’t want to participate, are there other options?
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. 
Will my information be confidential?
All information collected about you and your baby during the course of this study will be kept confidential to the extent permitted by law.  You and your baby 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, the Institutional Review Board (IRB) at Wayne State University, Karmanos Cancer Institute, McLaren Health Care, Detroit Medical Center, Wayne State University, and federal agencies with appropriate regulatory oversight (e.g., Food and Drug Administration (FDA), 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.
Who do I contact if I have questions?
If you have any questions about this study now or in the future, you may contact [insert name of PI] or a member of the research team at the following phone number and email address: [insert telephone number & email address]. 
This research has been reviewed and approved by an Institutional Review Board (IRB). If you would like to speak with someone other than a member of the research staff, or wish to share feedback privately with the IRB about your research experience, call the Research Participants’ Advocate at (313)577-1628 or email irbquestions@wayne.edu. You are encouraged to contact the IRB if:

●       Your questions, concerns, or complaints are not being answered by the research team.

●       You cannot reach the research team.

●       You want to talk to someone besides the research team.

●       You have questions about your rights as a research participant.

●       You want to get information or provide input about this research.
Consent to Participate in a Research Study
Signatures are a required element of informed consent. The consent document must be signed by the participant/legally authorized representative (LAR) and a member of the study team. Investigators may choose to delegate the task of obtaining informed consent to another individual listed on the study approved by the IRB to obtain consent. However, the principal investigator always remains ultimately responsible.
Documentation of Informed Consent Steps:

· Step 1: Consent to Participate in a Research Study: Required for all studies using this consent template.

· Step 1.2: Witness Statement: Required for participants who are unable to read the consent form themselves (i.e., non-English speaking participants, or participants who are illiterate or visually impaired)

· Step 1.3: Translator: Required when consent is obtained from a non-English speaking participant using a short form (Remove from consent form if you have indicated in your application that non-English speaking participants will not be included in your participant population) 
· Step 2: HIPAA Authorization: Required for research that involves the use of Protected Health Information (PHI) subject to HIPAA regulations.   

Step 1: Documentation of Informed Consent: (Required for all studies using this template)
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. To voluntarily agree to take part in this study, you must sign on the line below. If you choose to take part in this study, you may withdraw at any time. You are not giving up any of your legal rights by signing this form. 

I have read this consent form, or had it read to me. I have discussed it with the study staff, and my questions have been answered. I have been told that I will be given a copy of this form. I agree to take part in the study.
______________________________________________________________                                     _____________

Signature of participant / Legally Authorized Representative*                                                Date

_______________________________________________________________                                                  

Printed name of participant / Legally Authorized Representative*









_______________________________________________________________                              _____________

Signature of person conducting the informed consent discussion
 

 Date

_______________________________________________________________                                                           

Printed name of person conducting the informed consent discussion
*A Legally Authorized Representative is also a properly designated patient advocate, who has been given the authority to approve the participant’s consent.
Remove Legally Authorized Representative (LAR) Reference if you don’t intend to consent participants  that have or may have a LAR.
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Continue to HIPAA Authorization on next page
[If any research activities involve accessing a medical record, electronic or hard copy, in- or out-patient, retrospective or prospective, or involve databases or tissue banks outside of normal health care activities, please refer to the IRB Policy/Procedure, “10-1 HIPAA in Research” available on the IRB Policies and Procedures website. 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.]
Step 2: 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 PHI 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 the 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 the 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 groups 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: [Delete elements of PHI that will NOT be used for this research]: 
· name, 
· address (all geographic subdivisions smaller than state including street address, city, county, precinct, state, and zip code), 
· e-mail address, 
· elements of dates, 
· telephone numbers, 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, 
· any unique identifying numbers or characteristics or code.

The PHI that will be “DISCLOSED” or shared with others for this research includes the following: [Delete elements of PHI that will NOT be disclosed/or shared with others for this research]: 
· name (or initials), 
· address (all geographic subdivisions smaller than state including street address, city, county, precinct, state and zip code),
·  e-mail address, 
· elements of dates, 
· telephone numbers, 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, 
· any unique identifying numbers or characteristics or code.

Your study information may be used or shared/disclosed with the following people or groups: [Delete bullet points that do not apply and/or add others who will have access to the PHI]: 

· The PI, co-investigators, and key personnel of WSU associated with the research project. [Do not delete this bullet]
· WSU’s Institutional Review Boards (IRBs). [Do not delete this bullet]
· Authorized members of WSU’s 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 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, OHRP, OCR, etc.) may review your records Do not delete this bullet.
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 [Or as appropriate, insert expiration date or event such as “the end of the research study”]. 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.
[Please select ONLY ONE of the, following statements]:
· Statement 1: 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.
· Statement 2: 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 results of the project. Your information will be available to the treating physician to allow them to provide medical treatment in case of an emergency. 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 take back your permission for the use and sharing/disclosure of your PHI for this research at anytime, by writing to the PI at the address on the first page of this form. Even if you take back 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 take back your permission for use of your PHI, you will also be removed from the research project. This will not affect the health care that will be provided by the Detroit Medical Center and/or the WSU School of Medicine Practice Plans.
Authorization to use and disclose PHI 
· By signing this document, you are authorizing the PI to use and share/disclose PHI collected about you for the research purposes as described above.

____________________________________________________________                ______________

Signature of participant


                                                                      
Date

____________________________________________________________


Printed name of participant






· For participants unable to give Authorization, the following individual is acting on behalf of the research participant (e.g., children, mentally impaired, etc.). 
________________________________________________                             __________________

Signature of authorized representative



                               Date

________________________________________________
                   ________________________

Printed name of authorized representative



     Relationship to the participant


________________________________________________ 
                ___________________

Signature of person obtaining Authorization


                                             Date

________________________________________________

Printed name of person obtaining Authorization




[image: image1.emf]
Pregnant Partner Informed Consent Template for Adults: 


It is important to read this entire instruction page before you begin preparing this template.


“The informed consent document as a whole must present information in sufficient detail relating to the research and must be organized and presented in a way that does not merely provide lists of isolated facts, but rather facilitates the prospective participant’s understanding of the reasons why one might or might not want to participate.” (Preamble to the Revised Common Rule 46 CFR 46.116(a), 1,2017)





Template Guide:


Some studies require additional template language that is not included in the main informed consent template. Additional template language that applies to studies with certain elements such as NIH Data Sharing requirements, NIH Certificate of Confidentiality, genomic research, pregnancy risks, use of photographs, audio/video recording, etc. is available in the Consent Appendix: Additional Consent Template Language located at the end of this document. 


Please follow italicized instructions provided in brackets and highlighted areas.


A backslash indicates that you must choose the option that is most appropriate for your study (e.g., “will/will not” or “I/we”)


Standard text (non-italicized) is language that can be used as is. 


Use only statements that are appropriate for your study. This template is designed to fulfill the consent requirements for many different types of research, therefore not all the statements are relevant for all studies.


To ensure consent is informative to potential participants, consent documents should be written in plain language. Please review our �HYPERLINK "https://research.wayne.edu/irb/docs/readability_guidance-_tips_for_preparing_easy_to_easy_to_understand_docs9_6_23.pdf"��guidance on Consent/Assent Readability�. For more information on plain language, go to � HYPERLINK "http://www.plainlanguage.gov/" �http://www.plainlanguage.gov/� 





Formatting:





Delete all instructions from the consent template when finished-including this page and the Consent Appendix at the end of this document.


The finished document that you submit to the IRB should reflect what you will give to research participants. 


Include submission/revision date in the footer.


Keep formatting is consistent throughout the form. 


Font size must be 12 or larger. Delete all colored fonts. 


Letterheads & logos are NOT permitted.


Retain text justification.  





Additional guidance is available on the �HYPERLINK "https://research.wayne.edu/irb/informed-consent"��IRB Consent/Assent Templates website�.








Step 1.2: Witness Statement





Remove this box if participation in this study is not likely to require the signature of a witness. 


The witness must be impartial (someone not connected with the research or the study team).


WITNESS STATEMENT 





The participant was unable to read or sign this informed consent form because of the following reason(s):


The Participant is non-English speaking and required translation with a short form:


Consent was obtained from the participant using a short form for non-English speakers. The short form is available in the participant’s language and this (long) consent form was read to the participant using an interpreter.


The participant is illiterate.


The participant is visually impaired.


Other (please specify):





______________________________________________________________________________





As an impartial third party, I witnessed the entire consent discussion for this study and the participant’s signature on this form. I confirm that this entire form was read to the participant named above in a language he/she understands, and the participant voluntarily agreed to be in this study.





___________________________________________


Printed Name of Witness





___________________________________________	______________


Signature of Witness						Date





Step 1.3 Translator for Non-English-Speaking Participants





If you have indicated in your application that non-English speaking participants may be included in your subject population, insert the following signature section into your document.


The translator must be fluent in both languages, gives oral presentation of consent content, can be anyone including a member of the research team, but cannot also serve as the witness.





Consent was obtained from the participant using a short form for non-English speakers. The short form is available in the participant’s language and this (long) consent form was read to the participant using an interpreter.





I am fluent both in English and the language that is understandable to the participant or legal representative. I have given the oral presentation of the entire content of this English consent form to the participant or legal representative in the language that is understandable to the


participant that describes the entire content of the English version of Informed Consent. 





___________________________________________


Printed Name of Witness





___________________________________________	______________


Signature of Witness						Date











Submission/Revision Date: [insert date]

 Page 1 of 12                        _________

Protocol Version #: [Insert Number]
                                                                 Participant’s Initials



       Form Date: 10/2013
Submission/Revision Date: [insert date]

 Page 2 of 10                        _________

Protocol Version #: [Insert Number]
                                                                 Participant’s Initials

Note the Submission/Revision date & protocol version number must be revised when changes are made to the document.  The IRB must review and approve all changes before use.                                                                                                                       

     



       Form Date: 06/2024

