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Date: January 2023 

To: Physicians and Medical Professionals 

Re: *Urgent Notice: Data Released by Court Order - Legal Requirements to Report 

               Adverse Events following Immunization - Important Rapid Antigen Test information* 

 
As health professionals, since 2020, we have been met with constantly changing, often contradictory instructions and 

directives from our various authorities and organizations that are making it increasingly difficult for us to adhere to our 

oath to do no harm. We have been told we should trust the “science” and promote the idea of “safe and effective” 

without being given the source data and analyzed evidence to support that assertion.  

  

Science is not trusted, it is tested. Since the 17th century, the scientific method that characterized the development of 

science implied adherence to a process of rigorous testing and scrutiny. 

  

Why did it take legal action in the United States to obtain a court order compelling production and release of this critical 

information? Now that the information is available (with more being released on the 1st of every month), why were we 

not promptly provided this safety information from our Government, Public Health Officials and College? Is it because 

the information does not fully support what we have been told? The actual Pfizer data, that was obtained by the court 

order, is attached. Please read it for yourself. You can come to your own conclusions.  

 
The United States Food and Drug Administration (FDA) has recently been compelled by court order, in response to a 

Freedom of Information Act (FOIA) request1, to release important Pfizer data concerning the safety and efficacy of 

the COVID-19 (BNT162b2) vaccine. These documents are challenging to find, yet contain critical information that all 

medical providers must be aware of. All physicians have a legal obligation to report vaccine adverse events following 

immunizations, including COVID-19 vaccination. Please review the information presented here that includes the 

recently released Pfizer data and the FDA submission supporting the Biologics License Application (BLA). 

 

This Pfizer data document package, specifically showing the Adverse Events of the Pfizer Covid-19 vaccine, was 

compiled to ensure all general practitioners, specialists and pharmacists have access to this information. These 

documents provide health care professionals a transparent and data-driven understanding of the scope and nature of 

COVID-19 vaccine Adverse Events. Details on the harmful toxicity of the Rapid Antigen Tests are also included. 

 

1. Pfizer COVID-19 Vaccine Data and Known Adverse Events (01-Dec-2020 to 28-Feb-2021) 
 
On March 1, 2022, the FDA released many documents, one notably is the Pfizer Post-Authorization of Adverse Event 

Reports document 2, representing the initial three (3) months of the COVID-19 vaccine rollout for 01-Dec-2020 to 28-

Feb-2021. The following summarizes the outcomes of the known international Pfizer Adverse Events, including the 

links where the court ordered Pfizer documents can be accessed by all. 

 
Overall Adverse Events 

Table 7 (pages 16-25) provides a summary review of cumulative cases showing there were 158,893 events that resulted 

from 42,086 reported cases in the first three months after the vaccines were released to the public during 01-Dec-2020 

to 28-Feb-2021. The total number of people in this group was not disclosed. Of the 42,086 case reports: 

• 1,223 of the cases list DEATH as the outcome 

• 9,400 of the cases list UNKNOWN as the outcome (that is 22% of the total 42,086 cases) 

• 11,361 of the cases were NOT RECOVERED at the time of the report (final outcome is unknown for these) 

• Majority of Adverse Events include nervous system disorders (25,957), musculoskeletal/connective tissue 

disorders (17,283), and gastrointestinal disorders (14,096), in addition to anaphylaxis, facial paralysis, 

COVID-19 infection, cardiovascular, dermatological, hematological, hepatic and autoimmune conditions 

• Pfizer’s post-authorization data emphasizes that “...reports are submitted voluntarily, and the magnitude of 

underreporting is unknown.” 

• The Harvard Pilgrim Study3 states ”Adverse events from vaccines are common but underreported, with less 

than one percent reported to the Food and Drug Administration (FDA)." Thus, these vaccine injuries and deaths 

are likely much higher than presented. 

 
 
 

https://phmpt.org/wp-content/uploads/2021/11/091621-Complaint.pdf
https://phmpt.org/wp-content/uploads/2021/11/5.3.6-postmarketing-experience.pdf
https://phmpt.org/wp-content/uploads/2021/11/5.3.6-postmarketing-experience.pdf
https://digital.ahrq.gov/ahrq-funded-projects/electronic-support-public-health-vaccine-adverse-event-reporting-system
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Pregnant and Breastfeeding Women – Foetal Adverse Events, Deaths and Lack of Safety Data 
• No Human Clinical Trials were performed that included Pregnant and Breastfeeding Women as they were 

excluded from all, completed to date, Human Clinical Trials of BNT162b2 vaccine during Phase I/II4. See 

page 128, Section 7.1. Since pregnant and breastfeeding women were excluded from these trials, there is a 

complete lack of safety data for this population of patients.  

• Animal Testing - The Tissue Distribution Study (Acuitas Therapeutics Inc.)5 included 42 rats (21 female and 

21 male). This study demonstrated that the Pfizer BNT162b2 vaccine increasingly accumulated in the ovaries 

(females), adrenal glands, liver, spleen, bone marrow and plasma between 1 to 48 hours post injection, which 

may lead to an increased risk of infertility or birth defects. See Table 2 (pages 25-26).  

• Post-Authorization Summary – The Pfizer Post-Authorization of Adverse Event Reports document6, Table 

6 (page 12), provides the summary review of 270 case outcomes of pregnant women who received the 

BNT162b2 vaccine between 01Dec2020-28Feb2021. This document reported 270 cases where “no outcome 

was provided for 238 pregnancies”. As per the reported data, the complete list of the total 29 revealed 

outcomes resulted in 28 DEATHS from: spontaneous abortion (23), premature birth with neonatal death (2), 

spontaneous abortion with intrauterine death (2) and spontaneous abortion with neonatal death (1). 

• Population Emergency Use/Mandatory Use – Canada’s sole Vaccine Adverse Event reporting system, 

located on the Canadian Government website7, reports under the AESI area that 85 confirmed pregnancy 

outcomes were 80 spontaneous abortions. 

• The USA Centers for Disease Control’s (CDC) Vaccine Adverse Event Database (VAERS)8, as of June 

3, 2022, reports a total of 4,471 Pregnancy and birth outcomes (Miscarriages) had been reported as 

adverse reactions to the Covid-19 injections; of which 3,209 were reported to be associated with the 

Pfizer injection. It is notable that this exceeds the total of 2,239 foetal deaths reported during the previous 

entire 30 years in VAERS, prior to when the Emergency Use Authorization of Covid-19 injections 

commenced in December 2020. 

• The World Health Organization’s Covid-19 Vaccine Safety Surveillance Manual9 states the following: 

• Page 2: ”... as of March 2021, there are no data available about the safety of COVID-19 vaccines in 

breastfeeding women and breastfed children.” 

• Page IV: “Currently, there is a lack of adequate data on the performance of COVID-19 vaccines in 

pregnant women.” 
 

2. Efforts to Obtain Pfizer COVID-19 Vaccine Data 
 

1. Public Health and Medical Professionals for Transparency (PHMPT) is a non-profit for public health and 

international medical professionals, scientists, and journalists, and exists solely to disseminate data relied upon 

by the FDA to license COVID-19 vaccines. The PHMPT is neutral and takes no position on data other than the 

requirement that it is available to the public. This allows independent experts to conduct reviews and assist to 

uphold medical ethics. The attached Pfizer data on Adverse Events is a result of efforts of PHMPT to ensure 

this information is available to medical professionals and the public. https://phmpt.org/ 

2. Request for Documents - Four days after the Pfizer vaccine was approved for ages 16+, PHMPT submitted a 

Freedom of Information Act (FOIA) request to the FDA to obtain the supporting data. They subsequently had 

to sue the FDA for not releasing the data within a reasonable timeframe. https://phmpt.org/court-documents/ 

3. Withholding - Pfizer and the FDA tried to withhold this information from the public until the year 2076 

4. Release of Documents – After a successful lawsuit, the FDA is required by court order to release rolling 

productions of Pfizer data (minimum of 50,000 pages) due on the first business day of each month: 
• 10,000 pages due on or before both March 1 and April 1, 2022 

• 80,000 pages on or before May 2, June 1, and July 1, 2022 

• 70,000 pages on or before August 1, 2022 

• 55,000 pages on or before the first business day of each month thereafter 

 

 

 

 

 

 

 

 

https://www.icandecide.org/wp-content/uploads/2022/05/125742_S1_M5_5351_bnt162-01-interim3-protocol.pdf
https://phmpt.org/wp-content/uploads/2022/03/125742_S1_M4_4223_185350.pdf
https://phmpt.org/wp-content/uploads/2021/11/5.3.6-postmarketing-experience.pdf
https://health-infobase.canada.ca/covid-19/vaccine-safety/
https://vaersanalysis.info/2022/06/10/vaers-summary-for-covid-19-vaccines-through-6-3-2022/
https://apps.who.int/iris/bitstream/handle/10665/342538/WHO-MHP-RPQ-PVG-2021.1-eng.pdf?sequence=1&isAllowed=y
https://phmpt.org/
https://phmpt.org/court-documents/
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3. Requirement to Report Vaccine Injury 
 

The Canadian Medical Association Code of Ethics and Professionalism10 requires medical professionals to consider 

first the well-being of the patient and to disclose to the patient if there is a risk or if harm has occurred.  

 

By virtue of the Saskatchewan statute, The Public Health Act, 1994 (the “PHA”) 11 12 and section 23 of The Disease 

Control Regulations (the “Regulation”) 13, there is a legal obligation for healthcare professionals to report vaccine 

injuries to a medical health officer. 

 

Section 23 of the The Disease Control Regulations addresses the requirement to report adverse events in Saskatchewan. 

This regulation states that an adverse event must be reported where the negative change in the patient’s health occurs 

following vaccination. Should a person who was vaccinated suffer from an adverse event, they should then report this 

event to the person who provided the immunization. Subsection 23(1) of the Regulation states that serious adverse 

reactions to vaccines need to be reported to a medical health officer within 48 hours of becoming aware of the event. 

For non serious reactions, such events should be reported within two weeks after becoming aware. 

 

The Covid-19 current process and rationale of wrongly rejecting reports of adverse events to the Covid-19 injections 

violates section 23 of the Regulation. 

 

Pursuant to subsections 45(1) and 45(2) of the PHA, in the case of serious public health threats in Saskatchewan, the 

minister may require any person who is not known to be protected against a communicable disease to be immunized or 

given prophylaxis where the disease is one for which immunization is available. Specifically, paragraph 46(1)(y) allows 

the provincial government to issue vaccines and paragraph 46(1)(z) provides for the requirement of people residing in, 

visiting or entering Saskatchewan to be immunized; unless they utilize the Conscientious Objection to be exempted 

from this immunization.  See subsection 64(1) and (2) of the PHA below for details on Conscientious Objection. 

 

In addition to the requirement to report vaccine injuries, the PHA also provides for “conscientious objection” to 

immunizations. 

 

Conscientious Objection 

  

Subsection 64(1) of the PHA allows people who reside, visit or enter Saskatchewan to refuse immunizations if those 

people conscientiously believe that immunization would be prejudicial to his or her health or to the health of his or her 

child or ward, or who for conscientious reasons objects to immunization or prophylaxis. People refusing immunizations 

or prophylaxis may swear or affirm an affidavit before a justice of the peace, commissioner for oaths or notary public. 

 

Subsection 64(2) of the PHA A person described in subsection 64(1) is excused from compliance with any regulation, 

bylaw or order pursuant to this Act that makes immunization mandatory if the person delivers personally or by registered 

mail to the local authority for the area  in which the person resides a duly attested affidavit described  in  that 

subsection. 

 

Once an affidavit has been sworn or affirmed, people under subsection 64(1) of the PHA are excused from compliance 

with any regulation, by-law or order pursuant to the PHA that would make immunization mandatory. 

 

In conclusion, what this means for Doctors and Medical Professionals: Pursuant to subsection 23(1), there is a legal 

obligation for doctors and medical professionals to report adverse events. Furthermore, pursuant to subsection 64(1) of 

the PHA, doctors and medical professionals are required to respect a patient’s wish to not be immunized upon providing 

the required sworn or affirmed affidavit. 

 
Where and How to Complete Vaccine Injury Reporting and Support Programs for the Injured: 

Helpful resources to assist you in complying with the legal obligation to report, within the 3-year limitation (VISP) 

• Call the HealthLine 811 in Saskatchewan 

• Health Canada Adverse Event Following Immunization (AEFI) Reporting Form 14 

• User guide to completion and submission of the AEFI reports 15 

• Canadian Vaccine Injury Support Program (VISP) (3-year limitation to report) 16 

• VaxxTracker - Global Vaccine Averse Event Reporting System (Physician or Patient) 17 

 

https://policybase.cma.ca/viewer?file=%2Fmedia%2FPolicyPDF%2FPD19-03.pdf#page=1
https://www.canlii.org/en/sk/laws/astat/ss-2004-c-46/latest/ss-2004-c-46.html#:~:text=Section%2045%20amended%2015%281%29%20Clause%2045%281%29%20%28b%29%20is,decrease%20or%20eliminate%20the%20serious%20public%20health%20threat%E2%80%9D.
https://www.canlii.org/en/sk/laws/regu/rrs-c-p-37.1-reg-11/latest/rrs-c-p-37.1-reg-11.html
https://www.canlii.org/en/sk/laws/regu/rrs-c-p-37.1-reg-11/latest/rrs-c-p-37.1-reg-11.html
https://www.canada.ca/en/public-health/services/immunization/reporting-adverse-events-following-immunization.html
https://www.canada.ca/en/public-health/services/immunization/reporting-adverse-events-following-immunization/user-guide-completion-submission-aefi-reports.html
https://vaccineinjurysupport.ca/en
https://vaxxtracker.com/VaxDefault.asp
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4.  Rapid Antigen Tests: Biohazards, Inappropriate Use and Lack of Informed Consent  

 
• Biohazard concerns: Rapid antigen tests contain biohazard materials clearly stated on the product insert; this 

poses a risk to the user’s health, most concerning of which is children. Rapid antigen tests contain sodium azide 

and/or Proclin-300 in the extraction buffer, as stated in an alert by Health Canada, titled “Rapid antigen test 

kits and potential to hazardous substances18”. The swabs, which are inserted into the nostrils contain ethylene 

oxide (carcinogenic), and commonly include an undisclosed bioluminescent ‘glowing’ ingredient. These tests 

MUST be properly disposed of in a biohazard container and taken to a hazardous waste facility. 

• Inappropriate Use and Lack of Informed Consent: Rapid antigen tests are to be administered by a trained 

healthcare professional in a health care setting and/or clinic. These tests are not for use within the general 

public, which is explicitly stated on the product insert from the manufacturer. Many test kits distributed within 

British Columbia do not fully disclose the chemical contents, making informed consent impossible. 

 

Numerous alliances of doctors seeking more information and dialogue are collaborating nationally and internationally 

that now number in the tens of thousands. These organizations are exponentially growing, including Canada Health 

Alliance’s19 5,000+ doctors, scientists and medical professionals, and the World Council for Health20 that recently 

hosted the 2nd World Congress for Doctors conference in Brazil21 attended by 15,000+ doctors. 

 
We are asking ourselves, “If policies were found to be harmful, would we still follow them?”. Please review the attached 

documents. Thank you for your consideration.  

 

To Health and Transparency, 

Unity Health & Sciences 

 
Documents Attached: 

1. Pfizer 5.3.6 Cumulative Analysis of Post-Authorization Adverse Event Reports of PF-07302048 (BNT162B2) 

Received 01-Dec-2020 through 28-Feb-2021 

2. Public Health Agency of Canada Adverse Event Following Immunization (AEFI) reporting form 

 
Legal Disclaimer: 

These documents are not intended to, and do not constitute medical or legal advice. The information contained in this package was 

recently released into the public domain by Court Order. All package content and material herein are for informational purposes only. 

 

Endnotes: 

 
1 https://phmpt.org/wp-content/uploads/2021/11/091621-Complaint.pdf 
2 https://phmpt.org/wp-content/uploads/2021/11/5.3.6-postmarketing-experience.pdf 
3 https://digital.ahrq.gov/ahrq-funded-projects/electronic-support-public-health-vaccine-adverse-event-reporting-system 
4 https://www.icandecide.org/wp-content/uploads/2022/05/125742_S1_M5_5351_bnt162-01-interim3-protocol.pdf 
5 https://phmpt.org/wp-content/uploads/2022/03/125742_S1_M4_4223_185350.pdf 
6 https://phmpt.org/wp-content/uploads/2021/11/5.3.6-postmarketing-experience.pdf 
7 https://health-infobase.canada.ca/covid-19/vaccine-safety/ 
8 https://vaersanalysis.info/2022/06/10/vaers-summary-for-covid-19-vaccines-through-6-3-2022/ 
9 https://apps.who.int/iris/bitstream/handle/10665/342538/WHO-MHP-RPQ-PVG-2021.1-eng.pdf?sequence=1&isAllowed=y 
10 https://policybase.cma.ca/viewer?file=%2Fmedia%2FPolicyPDF%2FPD19-03.pdf#page=1 
11 https://www.canlii.org/en/sk/laws/astat/ss-2004-c-46/latest/ss-2004-c-

46.html#:~:text=Section%2045%20amended%2015%281%29%20Clause%2045%281%29%20%28b%29%20is,decrease%20or

%20eliminate%20the%20serious%20public%20health%20threat%E2%80%9D. 
12 https://www.canlii.org/en/sk/laws/stat/ss-1994-c-p-37.1/latest/ss-1994-c-p-37.1.html 
13 https://www.canlii.org/en/sk/laws/regu/rrs-c-p-37.1-reg-11/latest/rrs-c-p-37.1-reg-11.html 
14 https://www.canada.ca/en/public-health/services/immunization/reporting-adverse-events-following-immunization.html 
15 https://www.canada.ca/en/public-health/services/immunization/reporting-adverse-events-following-immunization/user-guide-

completion-submission-aefi-reports.html 
16 https://vaccineinjurysupport.ca/en 
17 https://vaxxtracker.com/VaxDefault.asp 
18 https://recalls-rappels.canada.ca/en/alert-recall/rapid-antigen-test-kits-and-potential-exposure-hazardous-substances 
19 https://canadahealthalliance.org 
20 https://worldcouncilforhealth.org 
21 https://www.medicospelavidacovid19.com.br/congresso/en.php#speakers 

https://recalls-rappels.canada.ca/en/alert-recall/rapid-antigen-test-kits-and-potential-exposure-hazardous-substances
https://recalls-rappels.canada.ca/en/alert-recall/rapid-antigen-test-kits-and-potential-exposure-hazardous-substances
https://canadahealthalliance.org/
https://canadahealthalliance.org/
https://worldcouncilforhealth.org/
https://www.medicospelavidacovid19.com.br/congresso/en.php#speakers
https://phmpt.org/wp-content/uploads/2021/11/091621-Complaint.pdf
https://phmpt.org/wp-content/uploads/2021/11/5.3.6-postmarketing-experience.pdf
https://digital.ahrq.gov/ahrq-funded-projects/electronic-support-public-health-vaccine-adverse-event-reporting-system
https://www.icandecide.org/wp-content/uploads/2022/05/125742_S1_M5_5351_bnt162-01-interim3-protocol.pdf
https://phmpt.org/wp-content/uploads/2022/03/125742_S1_M4_4223_185350.pdf
https://phmpt.org/wp-content/uploads/2021/11/5.3.6-postmarketing-experience.pdf
https://health-infobase.canada.ca/covid-19/vaccine-safety/
https://vaersanalysis.info/2022/06/10/vaers-summary-for-covid-19-vaccines-through-6-3-2022/
https://apps.who.int/iris/bitstream/handle/10665/342538/WHO-MHP-RPQ-PVG-2021.1-eng.pdf?sequence=1&isAllowed=y
https://policybase.cma.ca/viewer?file=%2Fmedia%2FPolicyPDF%2FPD19-03.pdf#page=1
https://www.canlii.org/en/sk/laws/astat/ss-2004-c-46/latest/ss-2004-c-46.html#:~:text=Section%2045%20amended%2015%281%29%20Clause%2045%281%29%20%28b%29%20is,decrease%20or%20eliminate%20the%20serious%20public%20health%20threat%E2%80%9D
https://www.canlii.org/en/sk/laws/astat/ss-2004-c-46/latest/ss-2004-c-46.html#:~:text=Section%2045%20amended%2015%281%29%20Clause%2045%281%29%20%28b%29%20is,decrease%20or%20eliminate%20the%20serious%20public%20health%20threat%E2%80%9D
https://www.canlii.org/en/sk/laws/astat/ss-2004-c-46/latest/ss-2004-c-46.html#:~:text=Section%2045%20amended%2015%281%29%20Clause%2045%281%29%20%28b%29%20is,decrease%20or%20eliminate%20the%20serious%20public%20health%20threat%E2%80%9D
https://www.canlii.org/en/sk/laws/stat/ss-1994-c-p-37.1/latest/ss-1994-c-p-37.1.html
https://www.canlii.org/en/sk/laws/regu/rrs-c-p-37.1-reg-11/latest/rrs-c-p-37.1-reg-11.html
https://www.canada.ca/en/public-health/services/immunization/reporting-adverse-events-following-immunization.html
https://www.canada.ca/en/public-health/services/immunization/reporting-adverse-events-following-immunization/user-guide-completion-submission-aefi-reports.html
https://www.canada.ca/en/public-health/services/immunization/reporting-adverse-events-following-immunization/user-guide-completion-submission-aefi-reports.html
https://vaccineinjurysupport.ca/en
https://vaxxtracker.com/VaxDefault.asp
https://recalls-rappels.canada.ca/en/alert-recall/rapid-antigen-test-kits-and-potential-exposure-hazardous-substances
https://canadahealthalliance.org/
https://worldcouncilforhealth.org/
https://www.medicospelavidacovid19.com.br/congresso/en.php#speakers
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Report of adverse events following immunization (AEFI)

Instructions: For more complete instructions and definitions, refer to the user guide at:
www.canada.ca/en/public-health/services/immunization/reporting-adverse-events-following-immunization/user-guide-
completion-submission-aefi-reports.html

Report events which have a temporal association with a vaccine and which cannot be clearly attributed to other causes.
A causal relationship does not need to be proven, and submitting a report does not imply causality. Of particular
interest are those AEFIs which:

a) Meet one or more of the seriousness criteria.
b) Are unexpected regardless seriousness.

For additional information, please see the background information section in the user guide.

Discuss with patient or his/her parent/caregiver reason for reporting and confidentiality of information.

Note:

 The numbers below correspond to the numbered sections of the form.
 All dates should be captured in the following format: yyyy/mm/dd.
 When reporting an AEFI, check one of the boxes on the top right hand corner of the first page of the AEFI form

to indicate whether it is an initial or follow up report. For all follow up reports, please specify the Unique
episode number.

1a.    The “Unique episode number” is assigned by the Province/Territory (PT). Leave it blank unless authorized to
assign it.

1b.    The “Region number” is a number that corresponds to a given health unit. Leave it blank if it doesn’t apply to
your locale.

2. The “IMPACT LIN” is assigned by IMPACT nurse monitors (LIN: Local Inventory Number).
3.      The information captured in this section is confidential and is intended for use only by the regional and/or

provincial/territorial health officials.
4a.    Indicate the PT where the vaccine was administered, abbreviations may be used.
4c.    Provide all information as requested in the table. For the “Dose #”, provide the number in series (1, 2, 3, 4, 5 or

booster). For the Influenza vaccine, unless a patient receives two doses in one season, the “Dose

#” should be recorded as “1”.
7a.    Indicate the highest impact of the AEFI on the patient’s daily activities as assessed by the patient or the

parent/caregiver.
7c.    Provide details of any investigations or treatments in section 10. If the patient was already in hospital when

immunized and the immunization resulted in a longer hospital stay, indicate “Resulted in prolongation of existing
hospitalization” and provide the number of days by which the patient’s hospital stay was prolonged. For all
hospitalizations, indicate the date of admission and discharge.

8.      MOH/MHO: Medical Officer of Health, MD: Medical Doctor, RN: Registered Nurse.
9.      Choose, from section 9 (AEFI details), the description that best fits the AEFI being reported. Make sure to record

the time of onset and duration of signs/symptoms using the most appropriate time unit: Minutes, Hours or Days.
Provide additional details of any investigation, specialist referrals, therapy, and other information as appropriate in

section 10.
10.    All information that is pertinent to the AEFI but that has not been fully captured elsewhere or that needs further

explanation should be recorded in this section. Document all known details of any investigations or treatments

for the recorded AEFI.
11. This section is to be completed by the MOH/MHO, MD, RN or their designate who are assigned to provide public

health recommendations according to the PT best practices.
12. Information in this section is not collected by all PTs.

Return completed form to your local public health unit address at: British Columbia (BC), Manitoba (MB), New

Brunswick (NB), Newfoundland and Labrador (NL), Northwest Territories (NT), Nova Scotia (NS), Nunavut (NU),
Ontario (ON), Prince Edward Island (PE), Quebec (QC), Saskatchewan (SK), Yukon (YT), Canadian Forces Health
Services (CFHS).
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Follow up report (Unique episode #)

1a. Unique episode #: 1b. Region #: 2. IMPACT LIN:

PHAC 03/2021, Page 2 of 9

3. Patient identification

First name: Last name: Health number:

Address of usual residence:

Province/Territory: Postal code: Phone: ext #:

Information Source: First name: Last name:

Relation to patient:

Contact information, if different:

4. Information at time of immunization and AEFI onset

(hr: am/    pm )

Male Female Other

Gestation                      weeks days

Race: Indicate which race category the patient says best describes themselves: (check all that apply)

Black East/Southeast Asian Indigenous Latino Middle Eastern South Asian White

Another race category Prefer not to answer Do not know Not asked

Indigenous status: If Indigenous, indicate which Indigenous identity the patient self-identifies as: (check all that
apply)

First Nations Métis Inuk/Inuit Other Indigenous Prefer not to answer Not asked

Pregnant at time of immunization:

Breastfeeding at time of immunization

Date of birth: Age:

Sex:

Date vaccine administered:

4a. At time of immunization: Province/Territory of immunization:
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1a. Unique episode #: 1b. Region #: 2. IMPACT LIN:
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Date of previous
immunization

Dose
number

Vaccine trade name Vaccine manufacturer

4c. Immunizing agent: For COVID-19 vaccines enter both immunizing agent and diluent information on
separate lines below. For vaccines requiring multiple doses, please include dose # in series.

Immunizing

agent(s) and
diluent (where
applicable)

Trade
name

Manufacturer
Lot
number

Expiry date

(yyyy/mm/dd)
Dose
#

Dosage/
unit

Route Site

4b. Medical history (up to the time of AEFI onset) [Check all that apply and provide details and descriptions
including medical investigations, dates and timing prior to time of AEFI onset in section 10.]

Concomitant medication(s), including prescription, over the counter, herbal supplements and traditional
medicines.

Known medical conditions (e.g. immunocompromised, chronic conditions, including those with intermittent
symptoms).

Allergies and reactions, including to previous vaccinations, medications or foods.

Acute illness/injury.

Prior COVID-19 infection: Test type:                                                           :Date

COVID-19 immunization history: For COVID-19 vaccines, enter date of previous COVID-19 immunization,
dose number, trade name and vaccine manufacturer.
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5. Immunization errors

Did this AEFI follow an incorrect immunization? Yes No Unknown

(If Yes, choose all that apply and provide details in section 10)

Given outside the recommended age limits Product expired Incorrect product storage

Dose exceeded that recommended for age Wrong vaccine given Incorrect route

Inappropriate dose of vaccine given Product preparation error

Other, specify:

6. Previous AEFI: Did an AEFI follow a previous dose of any of the above immunizing agents (Table 4b or 4c)?

(Choose one of the following) No Yes (Provide details in section 10) Unknown

Not applicable (no prior doses)

7. Impact of AEFI, outcome, and level of care obtained

7a. Highest impact of AEFI: (Choose one of the following)

Did not interfere with daily activities Interfered with but did not prevent daily activities

Prevented daily activities

7b. Outcome at time of report: (Provide details in section 10 for items with †)

Death† Date of death: Permanent disability/incapacity† Not yet recovered† Fully recovered
Unknown

7c. Highest level of care obtained: (Choose one of the following)

Unknown None Telephone/virtual consultation with a health professional Non-urgent visit

Emergency visit Required hospitalization (       days)

Resulted in prolongation of existing hospitalization (by        days)

Date of hospital admission: Date of hospital discharge:

7d. Treatment received: Yes No Unknown

(Provide details of all treatments, including self-treatment, in section 10)

8. Reporter information

Setting : Long-term care home Physician office Nursing station Public health Pharmacy Hospital

Workplace clinic Other, specify:

Name: Phone: ext #: Fax:

Address:

City: Postal code:

Date reported:

Signature: MD RN IMPACT Pharmacist Other, specify:

Prov/Terr:
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9a. Local reactions at or near vaccination site

Interval: Min Hrs         Days from immunization to onset of 1st symptom/sign

Duration: Min Hrs         Days from onset of 1st symptom/sign to resolution of all symptoms/signs

Infected abscess Sterile abscess Cellulitis Nodule Lymphadenitis

Reaction stretches joint-to-joint Reaction crosses joint(s) (specify which joint(s) in Section 10)

Other, specify:

For any vaccination site reaction indicated above, check all that apply below and provide details in section 10:

Swelling Pain Tenderness Erythema Warmth Induration Rash

Largest diameter of vaccination site reaction:                         (e.g. LA, RA)Site(s) of reaction cm   

Palpable fluctuance Fluid collection shown by imaging technique (e.g. MRI, CT, ultrasound)

Spontaneous/surgical drainage Microbial results Lymphangitic streaking Regional lymphadenopathy

9b. Allergic and allergic-like events

Interval: Min Hrs       Days from immunization to onset of 1st symptom/sign

Duration: Min       Hrs Days from onset of 1st symptom/sign to resolution of all symptoms/signs

Choose one of the following: Anaphylaxis

Epinephrine administered

Skin /mucosal

Urticaria (hives) Erythema Pruritus Paraesthesia (prickling or tingling) Flushing Other rash

Angioedema: Tongue Throat Uvula Larynx Lip Eyelids Face Limbs

Other, specify:

Visible swelling Reported sensation of swelling

Eye(s): Red bilateral Red unilateral Itchy

Cardio-vascular

Measured hypotension ↓ central pulse volume Capillary refill time >3 sec Tachycardia

↓ or loss of consciousness (duration)

Respiratory

Sneezing Rhinorrhea Hoarse voice Sensation of throat closure Stridor Wheezing

Dry cough Tachypnea Indrawing/retractions Grunting Increased use of accessory muscles

Cyanosis Sore throat Difficulty swallowing Difficulty breathing Chest tightness

Gastrointestinal

Diarrhea Abdominal pain Nausea Vomiting

9. AEFI details: Complete all sections as appropriate; for each, check all signs/symptoms that apply. Item(s)

with asterisk (*) should be diagnosed by a physician. If not, provide sufficient information to support the
selected item(s). Use Section 10 for additional information, including clinical details and test results.

Oculo-Respiratory Syndrome (ORS) Other allergic events

Generalized Localized (site)
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Seizure details: Sudden loss of consciousness Yes No Unknown

Witnessed by healthcare professional Yes No Unknown

Previous history of seizures (Specify: Febrile Afebrile Unknown type)

9d. Other events

Interval: Min Hrs        Days from immunization to onset of 1st symptom/sign

Duration: Min Hrs        Days from onset of 1st symptom/sign to resolution of all symptoms/signs

Limpness Pallor/cyanosis

Depressed/altered level of consciousness Lethargy Personality change lasting ≥ 24hrs.

Focal or multifocal neurologic sign(s) Fever (≥ 38.0°C)

Abnormal test results (Use Section 10 for details of abnormal test results):

CSF abnormality EEG abnormality EMG abnormality Neuroimaging abnormality

Brain/spinal cord histopathologic abnormality

Anaesthesia (numbness) Burning Formication Paraesthesia (prickling or tingling)

(Note: Brief prickling or tingling immediately following immunization should be captured in section 9b under
‘skin/mucosal’)

Other, specify

Type of seizure:

Partial seizure or Generalized seizure (Specify: Tonic Clonic Tonic-Clonic Atonic Absence Myoclonic)

Hypotonic-hyporesponsive episode (age <2 years)
↓ responsiveness/unresponsiveness

Persistent crying (continuous and unaltered crying for ≥3 hours among young children)

Intussusception*

Arthritis Joint redness Joint warm to touch Joint pain Joint swelling

Inflammatory changes in synovial fluid

Parotitis (parotid gland swelling with pain and/or tenderness)

Syncope with injury

Rash (non-allergic) Generalized Localized, specify site:

9c. Neurologic events

Interval: Min Hrs        Days from immunization to onset of 1st symptom/sign

Duration: Min Hrs        Days from onset of 1st symptom/sign to resolution of all symptoms/signs

Meningitis* Encephalopathy/Encephalitis* Guillain-Barre Syndrome (GBS)* Bell’s Palsy*
Other paralysis* Seizure Myelitis/transverse myelitis* Subacute sclerosing panencephalitis*
Other neurologic diagnosis*, specify:
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Kawasaki disease*

Thrombocytopenia* Petechial rash Platelet count <150 x 109/L, specify

Clinical evidence of bleeding, specify

Severe vomiting (severe enough to interfere with daily routine)

Severe diarrhea (severe enough to interfere with daily routine)

Fever ≥ 38°C (Note: report only if fever occurs in conjunction with another reportable event. For fever in a
neurological event, use section 9c)

Other serious or unexpected event(s) not listed in the form (describe in section 10)

9e. COVID-19 Adverse Events of Special Interest (AESI)

Report following COVID-19 vaccine only. Please indicate if one of the following has been diagnosed by a physician.

Please consult https://brightoncollaboration.us/covid-19/ for the most up-to-date list of COVID-19 AESIs and
detailed case definitions. Provide in section 10 details on signs, symptoms and investigations leading to
the diagnosis of the AESIs listed below.

Anosmia

Ageusia

Chilblain – like lesions

Single organ cutaneous vasculitis

Erythema multiforme

Meningoencephalitis

Acute disseminated encephalomyelitis

Subacute thyroiditis

Acute pancreatitis

Pancreatitis

Rhabdomyolysis

Acute aseptic arthritis

Other, specify:

Vaccine-associated enhanced disease

Multisystem inflammatory syndrome (MIS) in children (MIS-C)

Multisystem inflammatory syndrome (MIS) in adults (MIS-A)

Acute respiratory distress syndrome

Acute cardiovascular injury (microangiopathy, heart failure,
stress cardiomyopathy, coronary artery disease arrhythmia,
myocarditis)

Coagulation disorder

Thrombosis/Thromboembolism

Thrombocytopenia

Thrombosis with Thrombocytopenia syndrome

Acute kidney injury

Acute liver injury
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10. Supplementary information: (Please indicate the section number when providing details. Please provide
details of any investigation or treatment for the recorded AEFI. If additional space is required, please attach a
separate sheet.)
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11. Recommendations for future immunization(s) according to the Federal/Provincial/Territorial best
practices: (Provide comments, use section 10 if extra space needed)

No change to immunization schedule

Expert referral, specify:

Determine protective antibody level

Controlled setting for next immunization

No further immunizations with:

(specify)

Active follow up for AEFI recurrence after next
vaccine

Other, specify:

Name:

Professional status: MOH/MHO MD RN Other, specify:

Comments:

Phone: ext #: Date: Signature:

12) Follow up information for a subsequent dose of same vaccine(s) (Provide details in section 10)

Vaccine administered without AEFI Vaccine administered with recurrence of AEFI

Vaccine administered, other AEFI observed Vaccine administered without information on AEFI

Vaccine not administered
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