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5.3. Lifestyle Considerations 

5.3.1. Contraception 

The investigator or his or her designee, in consultation with the participant, will confirm that 

the participant has selected an appropriate method of contraception for the individual 

participant and his or her partner(s) from the permitted list of contraception methods 

(see Appendix 4, Section 10.4.4) and will confirm that the participant has been instructed in 

its consistent and correct use.  At time points indicated in the SoA, the investigator or 

designee will inform the participant of the need to use highly effective contraception 

consistently and correctly and document the conversation and the participant’s affirmation in 

the participant’s chart (participants need to affirm their consistent and correct use of at least 1 

of the selected methods of contraception).  In addition, the investigator or designee will 

instruct the participant to call immediately if the selected contraception method is 

discontinued or if pregnancy is known or suspected in the participant or partner. 

5.4. Screen Failures 

Screen failures are defined as participants who consent to participate in the clinical study but 

are not subsequently randomly assigned to study intervention.  A minimal set of screen 

failure information is required to ensure transparent reporting of screen failure participants to 

meet the CONSORT publishing requirements and to respond to queries from regulatory 

authorities.  Minimal information includes demography, screen failure details, eligibility 

criteria, and any SAE. 

Individuals who do not meet the criteria for participation in this study (screen failure) may be 

rescreened under a different participant number. 

5.5. Criteria for Temporarily Delaying Enrollment/Randomization/Study Intervention 

Administration 

The following conditions are temporary or self-limiting and a participant may be vaccinated 

once the condition(s) has/have resolved and no other exclusion criteria are met. 

1. Current febrile illness (body temperature ≥100.4°F [≥38°C]) or other acute illness within 

48 hours before study intervention administration. This includes current symptoms that 

could represent a potential COVID-19 illness: 

• New or increased cough;  

• New or increased shortness of breath; 

• Chills; 

• New or increased muscle pain; 

• New loss of taste/smell; 

• Sore throat; 
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In general, follow-up information will include a description of the event in sufficient detail to 

allow for a complete medical assessment of the case and independent determination of 

possible causality.  Any information relevant to the event, such as concomitant medications 

and illnesses, must be provided.  In the case of a participant death, a summary of available 

autopsy findings must be submitted as soon as possible to Pfizer Safety. 

Further information on follow-up procedures is given in Appendix 3. 

8.3.4. Regulatory Reporting Requirements for SAEs 

Prompt notification by the investigator to the sponsor of an SAE is essential so that legal 

obligations and ethical responsibilities towards the safety of participants and the safety of a 

study intervention under clinical investigation are met. 

The sponsor has a legal responsibility to notify both the local regulatory authority and other 

regulatory agencies about the safety of a study intervention under clinical investigation.  The 

sponsor will comply with country-specific regulatory requirements relating to safety 

reporting to the regulatory authority, IRBs/ECs, and investigators. 

Investigator safety reports must be prepared for SUSARs according to local regulatory 

requirements and sponsor policy and forwarded to investigators as necessary. 

An investigator who receives SUSARs or other specific safety information (eg, summary or 

listing of SAEs) from the sponsor will review and then file it along with the SRSD(s) for the 

study and will notify the IRB/EC, if appropriate according to local requirements. 

8.3.5. Exposure During Pregnancy or Breastfeeding, and Occupational Exposure 

Exposure to the study intervention under study during pregnancy or breastfeeding and 

occupational exposure are reportable to Pfizer Safety within 24 hours of investigator 

awareness. 

8.3.5.1. Exposure During Pregnancy 

An EDP occurs if:  

• A female participant is found to be pregnant while receiving or after discontinuing 

study intervention. 

• A male participant who is receiving or has discontinued study intervention exposes a 

female partner prior to or around the time of conception. 

• A female is found to be pregnant while being exposed or having been exposed to 

study intervention due to environmental exposure.  Below are examples of 

environmental exposure during pregnancy:  

• A female family member or healthcare provider reports that she is pregnant after 

having been exposed to the study intervention by inhalation or skin contact. 
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• A male family member or healthcare provider who has been exposed to the study 

intervention by inhalation or skin contact then exposes his female partner prior to 

or around the time of conception. 

The investigator must report EDP to Pfizer Safety within 24 hours of the investigator’s 

awareness, irrespective of whether an SAE has occurred.  The initial information submitted 

should include the anticipated date of delivery (see below for information related to 

termination of pregnancy). 

• If EDP occurs in a participant or a participant’s partner, the investigator must report 

this information to Pfizer Safety on the Vaccine SAE Report Form and an EDP 

Supplemental Form, regardless of whether an SAE has occurred.  Details of the 

pregnancy will be collected after the start of study intervention and until 6 months 

after the last dose of study intervention. 

• If EDP occurs in the setting of environmental exposure, the investigator must report 

information to Pfizer Safety using the Vaccine SAE Report Form and EDP 

Supplemental Form.  Since the exposure information does not pertain to the 

participant enrolled in the study, the information is not recorded on a CRF; however, 

a copy of the completed Vaccine SAE Report Form is maintained in the investigator 

site file. 

Follow-up is conducted to obtain general information on the pregnancy and its outcome for 

all EDP reports with an unknown outcome.  The investigator will follow the pregnancy until 

completion (or until pregnancy termination) and notify Pfizer Safety of the outcome as a 

follow-up to the initial EDP Supplemental Form.  In the case of a live birth, the structural 

integrity of the neonate can be assessed at the time of birth.  In the event of a termination, the 

reason(s) for termination should be specified and, if clinically possible, the structural 

integrity of the terminated fetus should be assessed by gross visual inspection (unless 

preprocedure test findings are conclusive for a congenital anomaly and the findings are 

reported). 

Abnormal pregnancy outcomes are considered SAEs.  If the outcome of the pregnancy meets 

the criteria for an SAE (ie, ectopic pregnancy, spontaneous abortion, intrauterine fetal 

demise, neonatal death, or congenital anomaly), the investigator should follow the procedures 

for reporting SAEs.  Additional information about pregnancy outcomes that are reported to 

Pfizer Safety as SAEs follows:  

• Spontaneous abortion including miscarriage and missed abortion; 

• Neonatal deaths that occur within 1 month of birth should be reported, without regard 

to causality, as SAEs.  In addition, infant deaths after 1 month should be reported as 

SAEs when the investigator assesses the infant death as related or possibly related to 

exposure to the study intervention. 
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Additional information regarding the EDP may be requested by the sponsor.  Further 

follow-up of birth outcomes will be handled on a case-by-case basis (eg, follow-up on 

preterm infants to identify developmental delays).  In the case of paternal exposure, the 

investigator will provide the participant with the Pregnant Partner Release of Information 

Form to deliver to his partner.  The investigator must document in the source documents that 

the participant was given the Pregnant Partner Release of Information Form to provide to his 

partner. 

8.3.5.2. Exposure During Breastfeeding 

An exposure during breastfeeding occurs if:  

• A female participant is found to be breastfeeding while receiving or after 

discontinuing study intervention. 

• A female is found to be breastfeeding while being exposed or having been exposed to 

study intervention (ie, environmental exposure).  An example of environmental 

exposure during breastfeeding is a female family member or healthcare provider who 

reports that she is breastfeeding after having been exposed to the study intervention 

by inhalation or skin contact. 

The investigator must report exposure during breastfeeding to Pfizer Safety within 24 hours 

of the investigator’s awareness, irrespective of whether an SAE has occurred.  The 

information must be reported using the Vaccine SAE Report Form.  When exposure during 

breastfeeding occurs in the setting of environmental exposure, the exposure information does 

not pertain to the participant enrolled in the study, so the information is not recorded on a 

CRF.  However, a copy of the completed Vaccine SAE Report Form is maintained in the 

investigator site file. 

An exposure during breastfeeding report is not created when a Pfizer drug specifically 

approved for use in breastfeeding women (eg, vitamins) is administered in accord with 

authorized use.  However, if the infant experiences an SAE associated with such a drug, the 

SAE is reported together with the exposure during breastfeeding. 

8.3.5.3. Occupational Exposure 

An occupational exposure occurs when a person receives unplanned direct contact with the 

study intervention, which may or may not lead to the occurrence of an AE.  Such persons 

may include healthcare providers, family members, and other roles that are involved in the 

trial participant’s care. 

The investigator must report occupational exposure to Pfizer Safety within 24 hours of the 

investigator’s awareness, regardless of whether there is an associated SAE.  The information 

must be reported using the Vaccine SAE Report Form.  Since the information does not 

pertain to a participant enrolled in the study, the information is not recorded on a CRF; 

however, a copy of the completed Vaccine SAE Report Form is maintained in the 

investigator site file. 


