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GUIDANCE NOTES ON PREGNANT PARTNERS IN CLINICAL TRIALS 

 

INTRODUCTION  

This guidance note is intended to provide direction on the consent requirements for 

when a partner of a clinical trial participant becomes pregnant and the study sponsor 

wants to collect health-related data about the pregnancy and/or any children resulting 

from the pregnancy.  

 

 
GUIDANCE NOTE #1: SUBMISSION REQUIREMENTS 

The Fraser Health Research Ethics Board does not accept submission of pregnant 

partner informed consent forms with initial submissions for ethical review. Pregnant 

partner informed consent forms should only be submitted if a pregnancy occurs.  

Pregnancy events should be submitted to the FHREB as an acknowledgement request 

along with an amendment submission for approval of the pregnant partner consent form 

and data collection variables. The pregnant partner consent form must be approved by 

the FHREB prior to use.   

 

 

GUIDANCE NOTE #2: INITIATING CONTACT WITH PREGNANT PARTNERS 

Initial contact with a pregnant partner should not be initiated by the study team or 

principal investigator. The study participant should inform the pregnant partner that the 

study team would like to collect pregnancy/child information and provide contact information for 

the study team to the pregnant partner to initiate contact. 

 

 
GUIDANCE NOTE #3: REQUIREMENTS FOR CONSENT 

A separate consent form is required for the collection of information from a pregnant 

partner. The consent form must conform to the consent requirements in Chapter 3 of 

the Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans 

(TCPS 2) and provide specific information on what data will be collected.  

https://ethics.gc.ca/eng/tcps2-eptc2_2022_chapter3-chapitre3.html
https://ethics.gc.ca/eng/tcps2-eptc2_2022_chapter3-chapitre3.html
https://ethics.gc.ca/eng/tcps2-eptc2_2022_chapter3-chapitre3.html
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If data collection will include data from any child(ren) resulting from the pregnancy, the 

consent form must include the date range in which information from the child(ren) will be 

collected, e.g. up to 3 months after birth. Unlimited/unspecified date ranges are not 

permitted. Consent from all legal guardians of the child(ren) must be obtained for the 

collection of data from a child/children.  

Where applicable, participants in the trial should be advised during the initial consent 

process that they should refrain from becoming pregnant or impregnating a partner, and 

that the study team will follow up with them for further data collection in the event of a 

pregnancy. 


