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Foreword

Dear Premier Smith,

On behalf of the Alberta Pandemic Data Review Task Force, | am pleased to present this
report on the review of the response of the Alberta government to the 202022 COVID19
pandemic.

This reviewmight be one of fewbeing conductedby9 ¢ U¢ T ¢ Kkt WGI Y2 RUHIIt OWT q
hueclRq! et DAWRUqUI Gl Dagec qRYUAWeUT WnidYs WYnWRL
pandemic response to COVIDB19. Because of this very specific focus, we do not discuss

economic issues, although we recognise that ngative economic impacts will have down

stream negative effects on public health. We also do not engage in issues regarding media

handling of the pandemic, nor pose any questions of how, when and why the S&RoV-2

virus originated. We have sought to produce a report that identifies apparent shortcomings
YnWagé JWWI2RT JOHRDIWeat T Wl 21 RUNDW GHWJI ¢kt Wl 3t GY U
context of many uncertainties. However, the Task Force is very awatteat decisions made

throughout the pandemic did not have the benefit of hindsight, so we try to use it sparingly.

This document presents a blueprint around key public health questions for a formal COWD

19 inquiry. In separate chapters we summarge key background information on the
governance of information and how it was passed to decision makers. We pose specific

guestions about failures to protect highrisk Albertans, nonpharmaceutical interventions 1

including their collateral harms, misleading risk communication, downplaying infection

acquired immunity, masks, testing, vaccine effectiveness and safety, therapeuts, and

DGRT DGRYGYNRACOGWOYT WadRUNKOWI 6 RGN Wag6 R W IGYI q LW
decision makers were willing to accept the possibility of greater societal harm over the
proclaimed benefits against COVID19, the question will manifest thioughout its text.

The report is the product of months of analysis of the documentation and the reported
experience of some of those who were involved in the response and others who were close
observers. Our quest for answers wasmpeded by barriers, including reluctance from key
stakeholders to engage with the Task Force's mandate.

Throughout the interviews we conducted, it has become obvious that the situations in Italy
and New York were given disproportionate importance amongst those in the Health
Emergency Operations Centre. Whether, or not, these two international jurisdictions
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applied to Alberta, they certainly set the reference point for many judgements moving
forward from March 11, 2020. Faced with the uncertain situation of a pandemic, many
respondents were simply happy to be doing what other jurisdictions were doing.
Unfortunately, amongst many of the quick decisions made, there was little consideration of
the delayed consequences of the actions takeny largely because they were not
immediately quantifiable.

It must be acknowledged that the spread of SARS0V-2 and its effects were not uniform
and was influenced geographically, temporally, and demographically. Despite this, the
relatively few deaths that did occur in otherwise healthyeople, were T as they would be
under any circumstances T tragic and poignant.

The pandemic and the response it generated confirms how quickly routine methods to
ensure timely and efficient action can be warped if a threat is perceived to be large enough.
But pandemics are recurring events throughout history, and there will be othens the future.

It is therefore critically important that we use this opportunity to strengthen evidencédased
decision making and position the government to better manage pandemics. However, we
leave any improvements that could be identified to more formiameans of inquiry.

The Task Force wishes to express their gratitude to all who responded to the call for
evidence, to all those who gave up their time to meet and discuss their experiences. Any
errors or omissions in this report are solely ours.

Yours sincerely,

Dr. Gary Davidson
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Introduction
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The objective of this report is to analyze publicly available data to unravel the intricacies of

G HIJI qc¢ k imAkindIfruRdwB ¥ diiring the pandemic. Byexamining who made key
decisions, what information those decisions were based upon, and how information was
disseminated and utilized, the Task Force aims to provide a clearer understanding of

GHUI q¢ekt W 3t gYOt Wt ql ¢ q lJ NyRaddvadiatiMgpadt detonsdul | + Rt LI

also for enhancing future preparedness for public health emergencies.

In the initial stages of the COVIEL9 pandemic, decisionrmaking was characterized by
urgency and uncertainty. Health officials, government leaders, and advisory bodies were
required to interpret emerging scientific data, balance public health concerns with
economic and social impacts, and assess appropriate public health and safety risk. The
interplay between political leadership, health authorities, and expert advisors formed the
Herat HYOUWYnW AN qekt WGeUT WaRAHWI Wt GYUt WO

This report also delves into the types of information that influenced COVHD9 response
decisions. This information encompasses epidemiological data, scientific research, health
system capacity metrics, and sociceconomic considerations. By scrutinizing tke sources
and reliability of the data used, we can assess the extent to which evidendeased decision

making was employed and identify gaps or limitations in the information landscape.

fOW96¢cGqll WNAWgs Wl DGY! qWl W2RWst W6 WNY2131 Uc
COVID19 response, examining external data flowing into the province from national and
international sources, as well as interprovincial information exchanges. It al® details how

this information was shared and relied upon for decisiormaking and identifies the groups

associated with and responsible for policy decisions.

Chapter 2 reviews the COVIEL9 response recommendations of Alberta health system

regulatory bodies and how this information shaped policy, processes, and guidelines within

COVID 19 Pandemic Response Task ForceFinal Report Page2 of 268



Introduction

each regulated profession. Chapter 3 analyzes the modeling used to guide decisions and

public policy.

Chapters 4 and 5 evaluate nompharmaceutical interventions, such as closures,
restrictions, and masking, and examine the data supporting these initiatives to slow the
spread of the SARSCoV-2 virus. Chapter 6 examines the testing strategies employed in

Alberta's response to COVIBP19.

Chapter 7 investigates the data and research on COVIID9 infection-acquired immunity and
its impact on decision-makers. Chapter 8 focuses on a data review of the COVHD9

vaccines, including the approval process, efficacy, and safety.

Lastly, chapter 9 examines the data used to determine the therapeutics employed and

discontinued for treatinga COVID-19 infection.

COVID 19 Pandemic Response Task ForceFinal Report Page3 of 268



Methodology

The methodology outlines the systematic approach employed to gather, analyze and
interpret data for this review. The goal is to provide a transparent and replicable framework
that underpins the findings and recommendations presented in this report. Thisection
details the steps taken for preparation, data collection, review, and analysis that guided our

investigation.

A dedicated Task Force established and led by the Chair was comprisexf a group of
physicians and advisors. The collective expertise of the Task Force members was essential
for the comprehensive execution of this revievand allowed for the successful execution of

a multidisciplinary perspective and approach.

Preparation and Gathering of Information

Publicly AvailablePandemic Plans and Pandemic related reviews.

1 Alberta Influenza Pandemic Response Plan
Canadian Pandemic Influenza Preparedness documents

Federal/Provincial/Territorial Public Health Response Plan for Biological Events

1

1

1 Public Health Agency of Canadaocuments

1 Pan-Canadian Public Health Network documents

1 National Advisory Committee on Immunization

f uA~] WAIN2RIIs WY n 19 RaddémioRegpbnidEd(Baéch Pto October 12,
2020)

1 World Health Organization Pandemic Response Plans and related documents

1 International Health Regulations and related documents

Surveillance Data
1 Publicly available surveillance data on COVIEL9 caused by the SARE0V-2 virus



Methodology

Vaccine Information
1 Publicly available documentation related to the approval, manufacturing,
dissemination, and public health programs related to COVIEL9 vaccines

1 Medical journalarticles, research, and studies conducted on the COVIEL9 vaccine

Communication and Media
1 Publicly available communications regarding the pandemic response

1 Media excerpts

Professional Regulatory Bodies

1 Publicly available information from relevant professional regulatory bodies

Alberta-Specific Data Collection
1 Interviews and Surveys
o Interviews with individuals in key decisioamaking roles within Alberta Health
(AH) and AlbertaHealth Services (AHS)
0 Surveys of key decisiormakers, managers, and department heads in AH and
AHS

Review and Analysis
1 Examination of information received and gathered

1 Review and analysis of research

Report Development
1 Development of interim briefing notes and preliminary findings for presentation to
the Premier
Creation of draft report for review by team members and the Chair
Presentation of draft report to the Premier

Revisions and final draft preparation

= =2 =2 =2

Final report presentation to the Premier



Chapter 1: Governance and Flow of Information

Executive Summary

The Task Force conducted a comprehensive review of Alberta's response, focusing on
governance, the flow ofinformation and decision-making processes. The review revealed
challenges in communication and coordination between different government bodies and
stakeholders. Alberta relied on national and international sources of information and had
close collaboration with federal partners. However, there were concerns about the
transparency and timeliness of decisionmaking. The abandonment of the existing
pandemic response plan and the lack of engagement with available evidence raised
guestions about the rationale kehind decisions. Recommendations were made to establish
a central command center, improve transparency, and ensure thorough review of evidence
in future health crises. Further inquiry is needed to address information access challenges

and gain a deeper understanding of lderta's pandemic response.

1 Alberta declared a public health state of emergency in March 2020 and had
pandemic response plans in place.

1 Decision-making structures involved Cabinet Committees and the Emergency
Management Cabinet Committee (EMCC) and Priorities Implementation Cabinet
Committee (PICC).

1 The Health Emergency Operations Centre (HEOC) and the Chief Medical Officer of
Health (CMOH) played crucial roles in coordinating the response.

1 Alberta relied on national and international sources of information and had close
coordination with federal partners and provincial colleagues.

1 The Emergency Coordination Centre (ECC) and Zone Emergency Operation Centers

(ZEOCs) were responsible for managing emergencies and disasters.

1 The Scientific Advisory Group (SAG) played a significant role in Alberta's response to
the COVID19 pandemic. The SAG leveraged a wide range of resources, including

non-published/non-peer reviewed literature, grey literature, international and
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national information, messaging, and publications. The SAG's recommendations
were considered privileged over other resources, particularly in the context of public
health recommendations. However, there were concerns about the quality of their
reviews, as the rapid turnaround times often prevented a full critical appraisal of the
evidence. The SAG's use of evidence showed inconsistencies, raising questions
about their approach.

TheTask Force identified biases in the process, source, and weight of evidence used
in decision-making.

Alberta did not utilize its existing pandemic response plan and lacked transparency
in decision-making.

Further inquiry is recommended due to challenge@ accessing relevant information

from key stakeholders.
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Introduction
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the governance and information flow during a health crisis, a critical aspect for ensuring
effective crisis management and response. A clear governance structure eares that
decision-making processes are weldefined, roles are understood, and responsibilities are
appropriate. This clarity fosters efficient coordination and collaboration among various
stakeholders, enabling swift and synchronized action. Moreover, @ransparent flow of
information enhances accountability and trust, as stakeholders can scrutinize decision
making processes and hold authorities accountable.Understanding how information is
gathered, analyzed, and disseminated allows for the identification of gaps and inefficiencies
and a thorough understanding of governance and information flow is essential for
orchestrating a cohesive and effective responsed a health crisis, ultimately safeguarding

public health and safety.

What Was Done

COVID-19 Pandemic

b Wew Ut edaqWYnlWg6 JWi YI GT WeWDcidqéwgl NcURAcqRY UK
March 2020, Alberta with the rest of Canada and the world - entered the battle against
COVID19.

On March 17, 2020, Jason Kenney, the Premier of Alberta and Provincial

Cabinet declared a public health state of emergency pursuant to s. 52.1 of

the Public Health Acté y Ac CIH g t0O§ URIIOI WHEGC! UT e Ot g lOPYHOY:
cabinet the authority to order the closure of any public place.

Section 52.6(1) of the PHA outlines what the provincial government may do for the purpose
of preventing, combating, or alleviating the effects of the public health emergency and

protecting the public health which includes:
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(a) acquire or use any real personal property;

(b) authorize or require any qualified person to render aid of a type of the person is
qualified to provide;

(c) repealed;

(d) authorize the entry into any building or on any land, without warrant by any person;

(e) provide the distribution of essential health and medical supplies and provide,

maintain and co-ordinate the delivery of health services.

Additionally, under Section29 of the PHA a medical officer of health T including the Chief
~JT RACOWE NN RAI LhisnaffbedEdcttie @uihibtity tedtakes vehataydtl measures
they deem necessary to: suppress the disease in those already infected, protect those not

exposed, and break the chain of transmissiort.2

Beginning in March 2020, CMOH Dr. Deena Hinshaw took aggressive steps
qYGlI 20U qloq6J02R1 2t Onl YGIOBGI 3¢T RUNKE UT 10q Y

Pandemic Planning: Provincial

The Government of Alberta has been preparing both the province and its healthcare system
for an influenza pandemic since 1999. Upon formation in 2009, Alberta Health Services
("AHS") did not adopt or amalgamate nine prexisting regional health authority gndemic
strategies. Benefiting from the comparatively moderate initial phase of the 2009 H1IN1
pandemic, AHS utilized this period to concentrate on formulating a strategic pandemic

blueprint and an exhaustive operational framework.

The strategic pandemic blueprint was complete in November 2009 and
fully developed by Alberta Health and Wellness lAHWQDand Alberta
EGUI NUWUH! IO~¢UcNUGUCqo NnUUH! 10éy E~ CH A

In February 2010, the Health Quality Council of Alberta (HQCA), responding to a directive

from the Minister of Health and Wellness and in adherence t&ection 13 of the Regional
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Health Authorities Act assessed Alberta's handling of the 2009 H1N1 influenza pandemic.
The final report,published in December 2010, outlined commendable steps taken during
Alberta's response while also pinpointing several recommended measures for subsequent

implementation. ®

A key focal pointin crafting a comprehensive pandemic response strategy

is "the imperative utilization of established incident command systems,

coupled with suitable governmental oversight, and clearly delineated roles

and responsibilities for Alberta Health and Wellness,Alberta Health

Services, and the Alberta Emergency Management Agencyl HCQA
AD2RIUsOYNIO GHWNDI q¢ bt OAc¢UT WGRAKWANDY GYUt DO qY
Pandemic.®

Considering the recommendations contained in the 2009 HQCA report, an Alberta

AcUT WGRHWS Unte WUAC¢ WA O Golotid byAH, Al ShandARN ACréplading &11J T Y G 1
previous plans’ The APIP undergoes regular reviews to ensure alignment with guidelines

from the Public Health Agency of Canada (PHAC). It serves as a conduit for support and
coordination between the Government of Alberta and the pandemic operational plans of

AHS.

Pandemic Planning: Federal
Drawing from the 2003 SARS outbreak and the 2009 H1N1 pandemic, Canada seized the

opportunity to enhance its preparedness for future pandemics. Informed by these
experiences, the Canadian government took steps to create and enact multiple

recommendations aimed at bolstering its response to public health emergencies.

A significant outcome of these efforts was the establishment of PHAC,
which was designed to strengthen the federal government's role in public
health initiatives.

In response to COVIP19, Canada utilized a combination of existing pandemic response

plans and adapted strategies to respond to the COVH29 pandemic. The country's
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response was guided by various documents, includingCanadian Pandemic Influenza
Preparedness: Planning Guidance for the Health Sectprhich provided a framework for
pandemic preparedness and response within the healthcare sectof. Additionally, the
Federal/Provincial/Territorial bl /b [HAPNblic Health Response Plan forBiological Events
served as a broader framework for coordinating responses to biological emergencies,
including pandemics like COVIDB19.°

The FPT Public Health Response Plan for Biological Events was developed
by the FPT Public Health Network Council (PHNC) to serve as a
comprehensive governance framework guiding FPT public health

responses to biological incidents.

This plan was formulated by a task force comprising public health and emergency
management experts identified by the Public Health Infrastructure Steering Committee
(PHESC) and the Communicable and Infectious Disease Steering Committee (CGIBC). It
received approval from the PHNC on October 17, 2012, and is maintained as a dynamic
document by PHAC, specifically the Centre for Emergency Preparedness and Response
(CEPR)? This flexible and modifiable document can be used in full or in part to coordinate
response through PHAC dependent on the response level required. The plan incorporates
a Technical, Logistics, and Communications stream. A coordinated response is determined

by one of the four response levels described in the plan:

1. Routine

2. Heightened
3. Escalated
4

. Emergency

gUG! Oc UIOWEY Aclc¢c qlll BHOY I s &dbdddinated FPM B HOG 132 13 0 HOI
response.
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The plan provides for a Special Advisory Committee (SAC) to be the main decisimaking

body for the duration of FPT coordinated responses and with governance structure through

qé6 WO YUnWl WURIIWYnW?2UGeq! W~RURY qJl + WY woblaf J¢ G qé6 U
whether a coordinated FPT response is recommended is made through an initial
assessment presented by PHAC to the cahairs of the PHNC, the chair of the Council of

Chief Medical Officers of Health (CCMOH) and the Deputy Minister Liaison who colleatly

gct DWaé Wl WHRt RYUOWW + WYe qd RUWI WR EusiNreddites) LN LY n L
a coordinated FPT response. COVH29 was classified as an Emergency. Figure 1 outlines

the governance structure for a coordinated FPT response.

Figure 1. Governance Structure for a Coordinated FPT Response.

[ Conference of F/P/T Ministers o Health

(Il Conference of F/P/T Deputy Ministers of Health

Support to SAC,
TAC, LAC

eeeeeeeeee

Borders -L- Other 4 Other

F/P/T Participation and Representation > P/T EOCs

A detailed review of the various groups and committees active within the governance of a
coordinated FPT response are beyond the scope of this report. However, this governance

bl eHagel DWRY W6RNEGRNEqUIT WaVYWI W& YUt qlna@ellg 6 1JLWn
4 Emergency such as COVI9 is declared. This is further confirmed in the HQCA report

under section 1.1.1.

It is important to note that the primary lead role for a level 4 Emergency
response falls to the province or territory, leaving Canada with a
coordinating or convening role while provinces and territories seek
supports from the federal government when an@s needed.
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Another influential player in FPT COVH29 response in Alberta was the Pan Canadian Public

cllcidaqélWll Was Yl t Wei/bA9 Ac  w HOlWIEG acyovettiaRce akdditian U W= MMP

2011, the PCPHN is now overseen by a dfiember Council consisting of FPT government
officials, including the Chief Public Health Officer of Canada and senior public health
officials from all jurisdictions. This Council reports tothe Conference of FPT Deputy
Ministers of Health, which provides direction and approves public health @licy priorities for

Canada.

Figure 2. Pan-Canadian Public Health Network structure as of April 1, 2011 .**

The PCPHN is managed by three FPT steering committees, which report to the Pan

Canadian Public Health Network Council:

1. Healthy People and Communities Steering Committee
2. Communicable and Infectious Disease Steering Committee

3. Public Health Infrastructure Steering Committee

The PCPHN Council has representatives from each province, including Alberta's CMOH, Dr.
Deena Hinshaw (at that time), and British Columbia’'s Provincial Health Officer, Dr. Bonnie

Henry. The Council was chaired by Dr. Theresa Tam, the federal representative
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During the COVID19 pandemic, a Special Advisory Committee was established according
to the terms outlined in the FPT Public Health Response Plan for Biological Event$his

committee was comprised of members from both the PHN Council and the CCMOH.

During the COVID-19 pandemicA Wl G HIJI q¢ kt W9 ~8c Wa Waqlll WNadel a! UL
Committee to exchange information and receive guidance and updates from federal and
provincial counterparts.

GHII qc¢ Kkt WioRBspdRse Réli@vg é f ?
In January 2021the Government of Alberta released the results of a review it commissioned
KPMG to undertake into its initial response to COVHD9. The limitations of theKPMGreport
include: 1) a narrow period of timeduring which data was collected and used (upto
November 27, 2020) 2)limited and targeted internal stakeholder engagement, focused only
on provincial COVID-19 response, (i.e., the actions of the federal and municipal
governments, as well asthird-party stakeholders such as private contining care facilities,
were beyond thescope of the review); and 3yecommendations could not be advanced on
all aspects ofthe report. Despite the narrowperiod reviewed, the KPMG report contains a
significant amount of useful information for future pandemic planning. However, to
maintain scope and perspective, and for the purposes of this report, the KPM@&port serves

ct Wewt UcGt6YqWYnl GHIBI q¢ckt WGe Ul WaRrRAWI Ut GYUt KO

This highlights Alberta's departure from its established emergency
management procedures, despite significant development since the 2009
H1N1 pandemic, culminating in the 2014 Alberta Influenza Pandemic Plan.
Notably, the 2014 Plan emphasized federal, promcial, and territorial
(F/PIT) coordination during public health emergencies. This deviation
underscores that Alberta had a weklthought-out pandemic response
strategy, which recognized the need for a comprehensive approach to curb
the virus's spread whié also addressing secondary and tertiary impacts on
its residents.
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Key areas of focus in the KPMG report include virus reduction, minimal to no social
disruption, minimization of economic impact and proper use and allocation of provincial

resources.

GHIJI ¢ kN DKk gIeIfI12+ GYUt JWet Wl W2RUs VT WRUW @6 IWuA -~

relationships and coordination as demonstrated below:

Figure 3. KPMG of Alberta COVID19 Response Reporting Structure

Premier and Cabinet Committees

Minister of Health

DM of Health AHS Board

Black solid arrows = reporting relationships

Green dotted arrows = collaboration :

e A TP

Further noted in the KPMG report was an outline of the decisiemaking structures.

Policy decisions concerning the pandemic response were deliberated and
made by Cabinet Committees and Cabinet itself.

These committees were tasked with offering timely recommendations and decisions that
struck a balance between public health imperatives and economic considerations, while
also supervising the effective implementation necessary for managing the COWI®
pandemic response. The Emergency Management Cabinet Committee (EMCC) was
convened and met fromMarch 2 to June 9. Following the conclusion of EMCC's operations,
the Priorities Implementation Cabinet Committee (PICC) assumed its responsibilities

starting Junel2, 2021.



Chapter 1: Governance and Flow of Information

The Premier presided over both EMCC and PICC, with both the Deputy Minister of Health
and the Chief Medical Officer of Health attending to provide expert advice and information.
Additionally, other Deputy Ministers were invited to participate, aiming to falitate
responsiveness and promptness in translating plans and proposals into actionable

measures.
The composition of EMCC encompassed Ministers from the following portfolios:

Executive Council

Municipal Affairs

Justice and Solicitor General
Treasury Board and Finance
Environment and Parks
Agriculture and Forestry
Transportation

Infrastructure

Community and Social Services

Health

= =2 =2 =4 A4 A A A A -5 -

Indigenous Relations
PICC's membership consisted of Ministers from the following portfolios:

Executive Council

Environment and Parks
Treasury Board and Finance
Energy

Jobs, Economy, and Innovation
Health

Justice and Solicitor General

= =2 =4 A4 -4 A - -

Children's Services?
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Under the Emergency Management Actand Government Emergency
Management Regulation the Deputy Minister of Health is empowered to
establish and execute crisis planst#!®

In response to the emerging COVI9 crisis, the Deputy Minister of Health formed the
Health Emergency Operations Centre (HEOC) in late January 2020 to oversee the
department's pandemic response. The HEOC leverages the Incident Command System
(ICS) for steamlined communication and decision-making, adjusting resources as needed.
Operating within Alberta Health's Crisis Management Plan, HEOC coordinates public health
interventions, clarifies health orders for the public and businesses, and collaborates on
scenario planning and data interpretation to inform evidencebased decision-making,

including epidemiological modeling in partnership with AHS and the University of Alberta.

The CMOH offers evidencéased guidance on public health matters,
mandated by the Public Health Act and appointed by the Minister of Health,
reporting to the Deputy Minister of Health®

Authorized under the PHA, the CMOH investigates and can enforce measures to safeguard
public health during communicable disease outbreaks or emergencies, such as

implementing isolation or quarantine protocols.
The CMOH's responsibilities include:

1 Monitoring public health and advising the Minister and AHS qgorotective measures
and disease prevention.

1 Serving as a liaison between government bodies and health authorities, ensuring
adherence to the PHA.

1 Overseeing the activities of AHS and health officers under the PHA and providing

directives whennecessary.
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The CMOH presents evidence and recommendations to relevant authorities, including the
Minister, Premier or Cabinet, for decisioamaking. CMOH Orders are authorized under s.

29(2) or 29(2.1) of the Public Health Actyhich outline enforceable directives.

On April 2, 2020, théAlberta legislaturepassed Bill 10, thePublic Health Emergency Powers
Amendment Act!’” Under this Bill, a cabinet minister was empowered tomake legislative
changes by ministerial orderwithout prior approval of the legislature. In responseto
criticism of this measure, Bill 66 was introduced and enactedn April 2021, reversing the
expansive powers granted by Bill 10. Additionally, Bill 66 eliminated the provision for
mandatory vaccinations under thePublic Health Act One of the primary reasons for scaling
back executive authority under Bill 10 and removing government's ability to mandate
vaccinations was public opposition to such measures!® Notwithstanding concerns about
unchecked governmental authority, theAlberta governmenttook no action to reduce the

powers available tothe CMOH under thePHA

CEWt qYYI We GWaq6WRI WEGWI NUWUR! WOYYITRUcqRYUWWI9 W
between the HEOC and AHS for the purposes of monitoring metrics for acute care,
redeployment of staff across acute care sites and identifying operational needs. The ECC

operated similarly to the HEOC model and met regularly with the HEOC.

Data Reviewed
The Task Force examined publicly available information and data for this review and
conducted stakeholder interviews with individuals in key positions during the COVHD9

pandemic.

N6Rt RU21It qRNE¢qRYUKI B2V¢ctNTOqé6ecqtOoRUNYI G¢
response to COVID19 originated from national and international sources,

filtering through the federal government to various provincial working

groups established during the crisis. Thislow of information significantly

influenced the decision-making process and the formulation of policies.




Chapter 1: Governance and Flow of Information

Health Emergency Operations Center
As discussed above, the Health Emergency Operations Center (HEOC) housed in Alberta

Health was partially stood up by the provincial government in January 2020 and reported to
the Deputy Minister of Health. Staffing of the HEOC was comprised of a variefyiradividuals
occupying various roles within the Department of Health. In the execution of its mandate,

the Task Force undertook to interview individuals in leadership positions within the HEOC.

Interviewees confirmed that the function of the HEOC was to provide
planning and policy advice for public health perspectives i.e.,

recommendations, restrictions, guidelines, and document development as
well as isolation and quarantine measures€.g. isolation hotels) and the
development of the public health guidelines and protocols?

Interviewees noted that throughout the initial wave, there was a consistent and evolving
stream of information, with much of it comprising surveillance and epidemiological data

from other nations.

Alberta placed significant reliance on international sources of information
and collaborations with the federal government and select provincial
counterparts.

Additionally, the interviewees highlighted Alberta's daily meetings with federal partners
PHAC and provincial colleagues. Health Canada assumed substantial responsibility for
tracking and gathering international data for subsequent dissemination. As inforation was

relayed to Alberta, the province commenced the full establishment of the HEOC.
Information was presented to the HEOC in packets from National groups, and further

disseminated through HEOC.

The specific foundations of the established initiative remain uncertain;
however, interviewees indicated that Alberta recognized the necessity for a
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distinct approach to pandemic response, leading to the abandonment of
its existing emergency pandemic response plan.

With the expansion of the HEOC team, members of the office of the CMOH assumed roles
within federal groups, facilitating a national collaborative approach to engagement with FPT

counterparts.

Additionally, the interviewees highlighted the substantial oversight and review provided by
the Council of the Chief Medical Officer of Health (CCMOH) which included information
from the Technical Advisory Committee (TAC) which occurred concurrently and waed by
a specialist in population and public health andncluded members from both provincial and

federal levels.

NEIJIORUqUI 2RII5 1JIJt IOneal qdb 131 Ol 1JRGfarmal | H0aq 6 ¢ q oy s
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During the first waveof the pandemic, the absence of grey literature meant that all analyses

and discussions were primarily conducted at federal forums and sourced from international

channels. An interviewee clarified that the HEOC did not allocate resources to gather
literature or conduct systematic reviews, as they deemed it unnecessary due to ongoing
efforts by other organizations at national and international levels, including the Scientific
Advisory Group (SAG) within AHS, which was established to cduct research, review data,

and offer recommendations.
The interviewee confirmed the following groups as kegources ofinformation:

Public Health England

Australian Clinical Evidence Task Force

9UUqUIl WnY!l W?Rt Bét WO YUq! YOLWbimI?9 b

1

1

1 Center for Infectious DiseaseResearch andPolicy (University ofMinnesota)

1
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National Advisory Committee on Immunization
Public Health Ontario

Texas and Floridar used for contextual comparison at the local level.

= =2 =4 A

Technical Advisory Committee (TAC)

The interviewee further confirmed the existence of two efgroups, the AHS

surveillance group and AH surveillance group, noting that the information
from each did not always align, and communication between the groups
was not consistently maintained, leadng to differing world views on the

issues.

As the pandemic progressed into subsequent waves, maintaining close national
coordination became increasingly challenging due to the rapidly evolving nature of COVID
19. Consequently, Alberta primarily sourced information from a global perspective through
collaborative channels such as the TAC, Council of the Chief Medical Officers of Health, and
the SAG?°

When questioned about controversial policies such as lockdowns and maskingan

Interviewee stated that COVIB19 presented a concrete and measurable risk at the time, in

contrast to the more abstract and difficult-to-quantify potential harms associated with

these policies. The interviewee noted that the limited available research omése potential

harms made it challenging to assess their existence or magnitude. The interviewee
emphasized that recommendations were based on the quantifiable risks present, dmpite

cHt UYsaWll DRUNWa6cqWt YOWWRGGE Hat Ws W1 JWnYIl 3t 3¢
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did the interviewee not include community members representing economic and ental

health issues in their discussions? Furthermore, why did the HEOC recommend policies

with associated risks and harms in the absence of an appropriate public safety assessment?

Further information was gleaned from interviews with key individuals in decisiemaking

roles which outlined the following points:
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During the first wave, the precautionary principle guided decisiemaking,
and the same approach was applied to Waves 2 and 3, as they were equally
unanticipated.

The HEOC played a crucial role in providing information directly to the CMOH, serving as a

major source of information flow.

All information funneled to the CMOH and Cabinet, with decisions tightly
controlled and interventions closely guarded by Cabinet, leaving little room
for additional information outside of established channels.

Cabinet decisions were made behind closed doors. Initially, decisions
5131 WIORUNYI G 1T IOA! OY HE I 2 ¢ q RIOUsp@sastOY q 6 131 0T 2 |
assuming that replicating these actions would yield favorable outcomes.

However, it became apparent after the first wave that there was a lack of
scientific understanding concerning the virus, prompting a rush to gather
data and insights. International rules and protocols provided a structural
framework for the response, refleting established international practices.
AHS primarily relied on qualitative data, lacking sufficient quantitative data
on operational or clinical processes. AH received a comprehensive plan
from AHS only toward the end of the pandemic. Policy discussien
between AH and AHS rarely addressed capacity considerations, with AH
largely not engaging in AHS Zones. Lockdown interventions were
implemented based on the precautionary principle, with limited scientific
data supporting such measures during the initialvave.

Emergency Coordination Centre and Zone Emergency Operation Centers
NEWWEGWI NUUR! WOYYI TRUECqRYUWO WUl Wbl/bE A9 Wb W5 ¢4

pandemic. It servad as an integral component in the overall IncidenManagement System

in AHS and workd in tandem with the five AHS Zone Emergency Operation Centers
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ManagementDivision within Provincial Population and Public Health (PPPH) with a central

purpose of managing emergencies and disasters. The ECC enables a consistent response

and triggers the ability for rapid decision making when needed. The Task Force interviewed

a senior leader in AHS during the pandemié: This leader emphasized their thorough
comprehension of the information flow from the perspective of AH% They confirmed the

occurrence of routine meetings among Chief Medical Officers of Health nationwide,

facilitated by an effective information-sharing group that incorporated input from PHAC.

The AHS senior leadership praised PHAC for its effectiveness in uniting
national and provincial groups to ensure a cohesive message.

While acknowledging the constitutional constraints on federal jurisdiction over provincial

health matters, the AHS senior leaderargued that the Federal government should take a
leading role in coordinating emergencies like COVHL19 to ensure consistent messaging?

Information from the ECC underwent regular consultation with the ZEOCs for operational
and clinical data, public health insights, and guidance from the Scientific Advisory Group
(SAG), before being relayed to the executive leadership of AHS and ultimgtéie CMOH. As
the senior leadership elaborated on the initiatives undertaken by AHS and the
communication disseminated to the CMOH, they underscored persistent obstacles

hindering seamless communication between AHS and Alberta Health.

Additionally, the AHS leader highlighted uncertainties surrounding the
research conducted by AH*

The AHS senior leaderalso delineated the ECC's engagement with public health,
highlighting distinct channels through which public health input was solicited: one via the
ECC and another through the zone structure an@EOCs The ECC heavily relied on the

Scientific Advisory Group (SAG) and information sourced from the zoneshe AHS senior
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leader confirmed that AHS messaging evolved from a clinical approach to that of public
messaging?® Further clarification was provided to the Task Force in the interview regarding
ZEOC operations.ZEOG continuously monitored clinical and operational data which
included capacity. The monitoring would occur multiple times a day with information being

shared with the ECC and AH.

According to the AHS senior leaderjt was evident q 6 ¢ thel@ was
diminished trustCetween AHS and AKHwhich further complicated matters
specific to data collected and shared, andhat both groupsdid notsharein
YUy 5 Y Gthe @ghdedis. 2230V n

Within the ECC, diverse groups offered guidance, with specific teams tasked with research
and recommendation formulation. All recommendations were vetted through the AHS
executive leadership team. There was a close collaboration between the CEO of AHige
Deputy Ministerof AHand the Minister of Health. Ultimately, the CEODeputy Minister and
Minister would make the final decisions. This process was followed for all major decisions,

such as implementing visitor restrictions in longterm care facilities.

While ultimately G HIJI q¢ Wec We¢ dqé WRY Wl B GYUt RAGWWNY! Wqd
sct Wt q¢c HOIRY 6 0T Wet W6 WT BaGR21I1 ! Wel G Wn2YAslWle W 2 H
Gel qWYnlW cEkt WacUT ¢cqlAWgs DWWt AYGUWWY nW cEk+t W 13t
Minister of Health. Given this understanding established under thalberta Public Agencies
Governance Act and the Regional Health Authorities Act furthered by our review,the
guestion remains: why did AHS enact an inhouse pandemic response structure
RUT DGUWUT WU0qWn! YW GHWI q¢WcWeciqékt WNeRT ¢URIWe U

Scientific Advisory Group

The Scientific Advisory Group (SAG) commenced its operations in April 2020 to address
inquiries regarding COVIB19 and concluded its activities on December 31, 2020. Although
not the sole method for information and resource review, the SAG was tasked with

leveraging evidence and assessing resource availability to furnish recommendations
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supporting policy and operational decisions for the AHS Emergency Coordination Center

during the COVID19 incident response.

Employing a swift recommendation protocol, the SAG committed to
providing responses within one week to any queries posed, a notable
deviation from the typical turnaround time of several weeks to months.

The SAG was instrumental in providing research and recommendations in response to
questions advanced to it22 N JWIN¢t ¢t W[ YI #IWI D2RUIs DT Wq6 WWE ]
response to various questions throughout COVIEL9 and ascertained a variety of resources

were used to form their recommendations, including norpublished/non-peer reviewed

literature, grey literature, nternational and national information, messaging and

publications.

HEOC leadership noted that the SAG was considered a source of
information but privileged over other resources, especially as it pertained
to public health recommendations. In contrast, senior leadership in AHS
confirmed the SAG was heavily relied on for informatiofs.

EMCC

Led by the Premier, EMCC was tasked with making decisions regarding the COM®D
pandemic and its response, including determinations on public health measures, as well as
recovery and support programs. This committee was stood up specificaliy response to
the COVID19 pandemic.

Priorities Implementation Cabinet Committee
Under the leadership of the Premier, the Priorities Implementation Cabinet Committee

bi/BAf 99 b WY 211+ ¢ 5 W WHEHRE RY phhdehicy inckiding PuRlid Pdaliy 6 1J L9 § é
measures and recovery initiatives. However, PICC's scope was not limited solely to C¥Y

19 matters and was not solely stood up due to the pandemic.
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As mentioned earlier, decisionmaking authority was granted to the CMOH through section
29 of thePublic Health Act Throughout the pandemic, various groups provided reports and
recommendations to the EMCC for evaluation and review. However, the case lofgram v
Alberta (Chief Medical Officer of Health)2023 ABKB 453 revealed that Cabinet overstepped
q6 W9 ~8ckt WIWNRY OGecqR2IJWE 2 qb Y imkers. dustidd Raiain® U N Liq 6
stated in para 520:

"In summary, | find that theimpugned Orders are ultra vires section 29 of thePublic

Health Act in that the final decision makers were the cabinet andcommittees of
cabinet, rather than the CMOH or one of hestatutorily authorized representatives.™®

Discussions within the EMCC are classified under Cabinet confidence, meaning they are not
intended for public disclosure. However, the information presented to the EMCC through
presentations, reports, and slide decks would be considered reviewable by the Task Force.
Despite repeated requests, the Task Force was unable to access these records.
Consequently, the Task Force was unable to review the information provided to the EMCC
upon which decisions were made, despite these decisions exceeding their decisiemaking

authority.

Conclusion and Recommendations

Task Force Observations on COVHD9 Recommendations

Containment of the virus was paramount in many of the recommendations and policy
directives implemented in Alberta to minimize transmission. Measures included, but were
not limited to, testing, isolation, workplace policy recommendations, school and businas
closures, and workfrom-home recommendations. Despite the controversial history of such
approaches in containing publicly transmissible viruses like influenza, Alberta's strategy
contradicted known information at the time. Alberta'sPublic Health Disease Management
GuidelineslJG G6 ¢t RAIT We H#HaqRY Ut Wc¢RThig btadae avés /bdsddbn theR U G 13 U q
Government of Canada'sPublic Health Management of Cases and Contacts Associated
with COVID 19, which acknowledged that "epidemiological evidence suggests that the
majority of people with COVID19 do not require care in a hospital," as supported by daily

updates from the Government of Canad&? Given the data and information available, the



Chapter 1: Governance and Flow of Information

Task Force is unclear as to why Alberta continued to implement containment measures
through policy and mandates when the information at the time did not justify such
aggressive actions®* Additionally, it is not clear why Alberta's researchers and decision

makers overlooked crucial data when forming their recommendations and policies.

As noted above, the SAG was a highly influential group providing recommendations based
on their review and research in response to COVHD9 questions advanced to them. Tight
turnarounds and deadlines of mere days to a week increased the likelihood of ersyr
insufficiently comprehensive research, and the potential for bias and borrowed conclusions

to shape their recommendations. We provide a few examples below.

The SAG's recommendations exhibit three main areas where biases can infiltrate their

reports:

1. Process Biases
1 Due to short timelines and specific questions about COVIEL9, the SAG often
relied on librarians to gather a wide range of documents from various sources.
However, the rapid turnaround times often prevented a full critical appraisal
of the evidence, raisirg concerns about the quality of the reviews.
2. Source Biases
1 The SAG sometimes repeated recommendations from external bodies
(COVIDEND, NACI, PHAC, WHO) without conducting an independent review,
particularly for significant topics.
3. Evidence Weight Biases
1 The SAG showed inconsistency in their use of evidence. For example, they
used product monographs to recommend against Ivermectin for COVH29
treatment but did not apply the same scrutiny to vaccines regarding
transmission. Although COVIDB19 vaccine monogephs do not address viral
transmission, the SAG claimed that widespread vaccination was most likely

to reduce community transmission compared to NPIs.
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Pandemic Response Plans

Pursuant to the federalEmergency Management AgtPublic Safety Canada has the mandate
to ensure we have a safe and resilient country by providing leadership in emergency

management.2*3 Within the emergency management are four major functions:

1. Mitigation,

2. Preparedness,
3. Response and
4

. Recovery.

Emergency management takes anall-hazards approach and resources can be used
interchangeably between functions. The process for each of the four functions is identical.

Each province has an emergency management operations system. In Alberta it is the AEMA

According to LieutenantColonel David Redman fetired), former head of
the Alberta Emergency Management Agency, every province and territory in
Canada had a written pandemiaesponse plan in place prior to COVID19,

as did the federal government. However, none of these plans were utilized
during the COVID-19 pandemic.®

In Alberta, the pandemic response plan was created and refined over many years of
government response to emergencies, with Lt. Col. Redman being instrumental in the
development of the 2005 plan. The latest 2014 pandemic response plan was based on the

following approach:

1. Controlling the spread of influenza disease and reducing illness (morbidity) and
death (mortality) by providing access to appropriate prevention measures, care, and
treatment.

2. Mitigating societal disruption in Alberta through ensuring the continuity and recovery
of critical services.

3. Minimizing adverse economic impact.

4. Supporting an efficient and effective use of resources during response and recovery
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Lt. Col. Redman understood that pandemics happen on a continual basis and are not just
public health emergencies that affect only the health of the general population but are rather
public emergencies that affect all areas of society. This prior understandg in Alberta of how
to address pandemics prioritizes an immediate and effective response that protects the
most vulnerable while minimizing social disruption, including impacts to the economy,
education, mental health, and social services. In response t€OVID-19, however, Alberta
opted to reinvent the wheel, creating a hastily assembled operational system without a clear
mandate and relying heavily on direction and guidance from national and international

groups.

9cUcT ¢kt WWaWI NUUR! WI It GYUt DWe¢ GGl YEH6 WApY Yt W e Ll
Emergency Management Framework for Canadawhich was approved by FPT leaders in

2017. This revised plan established the framework for a common and collaborative
emergency response. At a 2019 FPT meeting, tHemergency Management Strategy for

Canada: Toward a Resilient 203Was approved. By March 2022, the first in the series of

action plans for 2030 was released entitled2021-22 Federal, Provincial, and Territorial
Emergency Maagement Strategy Interim Action Planwhich defined concrete steps for a
collaborative FPT response to future emergencie%. This shift suggests a strong and
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The Task Force has not found evidence in support of the rationale behind the decision to
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COVID19 response shows that at the onset of a novel pandemic, with many unceitgies,

Alberta had a plan designed to respond to such a situation. Why did AHS and Alberta Health

abandon this plan and adopt an ad hoc and reactive approach instead?

According to Lt. Col. Redman, a robust pandemic response plan was in
place at the onset of the COVIEL9 pandemic yet was not utilized, leaving
Alberta with no plan or strategy to follow.
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Closing Remarks and Future Action

The goal of this chapter was to comprehensively explore the governance structure and
information flow that impacted decision-makers and policy development. While our review
was thorough, it has unearthed additional inquiries that demand attention. The resech
revealed a pressing need to address unanswered questions. Despite the unprecedented
scale of the COVID19 pandemic impacts to Alberta, it remains unclear why there was such
a significant level of disconnect, confusionand uncertain decision-making inresponse to
the pandemic. Specifically, why did Alberta not leverage previous emergency plans rooted
in past emergency response experiences? Why did the policy responses implemented lack

thorough engagement with existing literature and best practices?

Why did Alberta resort to the precautionary principle despite awareness of
potential harms associated with such stringent measures?

NSWWNet t W[ Y!I Akt Wt Yel #6WNnY!I WeUt s+ WagYWaqd It 1J
barriers, including reluctance of key stakeholders to acknowledge and engage with our

mandate.

Throughout our review, it became evident that Alberta's response to
COVID-19 was heavily influenced by national andnternational interests,

with less consideration given to the local context.

In addition to the above, our data review yielded several points which require further
examination to surface questions and develop recommendations for actions to improve

pandemic response in the future:

1. There appears to be a fundamental lack of transparency and willingness to reveal

information and discuss decisions and actions taken by AHS during the pandemic.
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During our data review, there has been a lack of willingness on the part of AHS
officials to cooperate with the Task Force in our requests for data and information.

2. Why did Alberta seek direction and ultimately form decisions based on federal and
RUqUI UcqRYUca Wl IHEYAGWUT ¢ qRY Gekigting tpadodérdfcG Y + 131 LU
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urban/rural differences, the economy, and mental health challenges, among other
factors.

3.9¢Uc¢T ¢kt WI VARY RYUWaq VY Wt Iirgin@tiahél (HeadhYREgmI&tiondl i ¢ § K + |
bl /bf ¢ Vihiss Fedilire a coordinated response by provinces and territories to
GecUT DGRHI AWGe20T WqéWWsc¢c! WnY!l WnIT Wl ¢cawnyz2l
response, replacing the previous leadership of provinces and territories. However,
the burden of responsibility b meet the requirements of the IHR solely rests with the
federal government, not the provinces.

4. GHDl qcWaqet t DT We UWRUT IGUUT W0qu#HYAGGeU! Allu A
response between March and October 2020. The report recommendations
recognized the need for Alberta to review its pandemic response plan and engage in
a robust review of nonCOVID-19 related health impacts, including mental health
and deferred medical procedures as well as industrspecific economic impacts.

Given this information was made available early in the pandemic, why did Alberta not
begin a thorough review into these secondarand tertiary impacts of its pandemic
response?

5. The information provided to the EMCC/PICC flowed through various working groups
to the Deputy Minister of Health. By their own admission, the DMOH lacked the
necessary medical or scientific expertise to review information advanced to them,
and ultimately to the EMCC. Given this lack of expertise, why did Alberta not involve

the AEMA?

Recommendations
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1. To prepare for future public health emergencies, ensure:
(a) a central command center such as the AEMA is mobilized to direct the
appropriate response;
(b) the Alberta Pandemic Influenza Response Plan is reviewed, maintained and
utilized; and
(c) all data and research are collected, gathered and reviewed at a provincial
level to ensure the most effective and appropriate response for Alberta.
2. Ensure transparency at all levels of decisiormaking.
3. 0owWl IHRYt RYUt W ynel T RONDW GAHWI gqekt W 3t gYUt 1
made by the AEMA or appointed person.
The content of this chapter relies primarily on publicly accessible information due to

difficulties obtaining relevant information from key stakeholders and individuals of interest.

Due to these information access challenges the Task Force recommends fimér inquiry.
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Executive Summary

The Task Force conducted an ndepth review of the regulatory framework governing the
Colleges in Alberta during the COVIEL9 pandemic. The actions taken by Alberta regulatory
bodies and the Minister of Health were examined, focusing on communication, desion-
making processes, and the impact on healthcare professionals and patient care. The Task
Force found several shortcomings and failures in regulatory governance during the
pandemic, including overcentralization, lack of transparency, limited consideraton of
alternative perspectives, and potential regulatory capture. They made preliminary
recommendations to address these shortcomings, including decentralizing decision
making, strengthening appeal mechanisms, codifying the process for developing guideés,
respecting physicians' clinical judgment, creating platforms for open dialogue, and
implementing accountability measures. The Task Force also called for further inquiry into
areas such as funding sources, potential regulatory capture, transparency meases,
impact on professional autonomy, and the "substantially equivalent” directive. The Task
Force emphasized the need for lessons to be learned and improvements to be made to
Alberta's public health emergency response system. Overall, the Task Force'sview and
findings highlight the importance of transparency, accountability, and a balanced approach
to decision-0 ¢ t RUNWRUWI WNRad¢aqVY!l ! wWNY2W1 U¢cUHIJIOWNGS JWN ¢ |
strengthen the regulatory framework and ensure fair, evidencbased, ard patient-centered

care during public health emergencies.

1 The Chapter examines the processes and data used by regulatory bodies in Alberta
during the COVIDB19 pandemic.

1 It emphasizes the importance of reliable data, integrity in the review process, and
transparency in decisiortmaking to maintain trust in the healthcare system.

1 Health regulatory bodies in Alberta play a critical role in ensuring high standards of

practice and ethics among healthcare providers.
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1 The Chapter discusses the challenges faced by regulatory bodies in accessing and
maintaining up-to-date COVID19 data sources and the importance of involving
relevant stakeholders and considering diverse viewpoints in policy development.

1 It highlights the preexisting policy development processes outlined in theHealth
Professions Actbl /bc A b Alls 6 RAG WI e RI YW I2RIs AWRY G G |
of practice.

1 Healthcare providers hal a reasonable expectation that regulatory policy
developments made during the pandemic would be handled with diligence and
thoroughness.

1 Recommendations are made to enhance oversight, improve transparency measures,
and ensure a fair and evidencebased disciplinary process including:

o examining the mechanisms of oversight and accountability for the Chief
Medical Officer of Health (CMOH) during public health emergencies;

o balancing necessary public health measures with individual rights and
engaging frontline healthcare professionals in guideline development; and,

o the need for widely accepted clinical practice guidelines, accurate data, and
a comprehensive strategy.

1 The Chapter concludes by advocating for a decentralized approach to decisien
making and further inquiry into transparency measures and accountability

mechanisms.
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Introduction

Regulatory Oversight and Pandemic Data Sources

Background
The COVID19 public health emergency presented an unprecedented challenge to

healthcare systems globally resulting in rapid policy responses and regulatory
adjustments. This section of the report outlines an examination of the processes and data
that Alberta regulatory bodies (Colleges) relied upon to make or modify policies during the
response, the connectons of these new policies to weHestablished standards, and the
potential effects on the trajectory of the emergency response. It is expected that health
regulatory bodies conduct rigorous data analysis and review before impleamting

significant regulatory changes as clearly outlined in thélealth Professions Actl /b A%® b O

The reliability of the data, the integrity of the review process, and the
transparency of decisionmaking are critical to maintaining trust in the
healthcare system and ensuring that the measures enacted are both

effective and justifiable.

Health regulatory bodies in Alberta play a critical role in ensuring that healthcare providers
adhere to high standards of practice and ethics to safeguard the health of Albertans. These
bodies are governed under the HPA, which establishes the frameworkrfoegulation and
accountability of healthcare professionals. The Act outlines the responsibilities of the
Colleges, including registration, continuing competence, complaints handling, and

disciplinary procedures.

This report serves as a critical examination of how these regulatory bodies managed their
pivotal roles during the pandemic, particularly focusing on the selfeported sources that
informed their policy decisions and the extent to which these decisions ajned with or

contradicted their pre-existing standards of practice.
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What Was Done
Challenges with COVIB19 Data Sources

The Task Force sought to review the data sources used by the Colleges to gain a better
understanding of their role in the trajectory of the public health emergency response. A high

degree of vigilance was necessary to ensure data reliability and validit. thorough review
YnWagséWWoOYadunNnut ke HqRYUL We Ul W6 WWT ¢qclWet T Wq
lessons in the event of any potential future public health emergency. Decisions should be
underpinned by accurate data, properly analyzed and interpted, to meet the necessary

standards of diligence and integrity expected in health governance.

Pre-Existing Policy Development Processes Across Regulatory Bodies

The HPA stipulates how the Colleges are to adopt or amend their Codes of Ethics and
Standards of Practice. This is an established comprehensive, and rigorous policy
development process, which includes providing a copy of proposed standards to various
stakeholders, particularly its regulated members, for review and comments before final
approval by the Minister of Health.

Case example: College of Physicians and Surgeons of Alberta Bylaws regarding Standards and
Codes Development.

Ot RUNW@6 WO YIaUNUIWYnWAS! +t RERe Ut We UT WEaI1 NRUYUL L
section 8 of their Bylaws?® and their website detail the robust process for developing the

Code of Ethics and Standards of Practice. This includes solicitation of written feedback for
consideration prior to a vote of members othe Council. Additional details from the CPSA

website expanding on how they implement the above consultation proces®:

The CPSA summarized with th#llowing infographic:
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Figure 1. CPSA Consultation Process.

2. Consultation opens for
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Regulatory Bodies

4. When appropriate, consultation
feedback is incorperated into the draft
standard and brought to Council for
review, or addressed in our Advice to the
Profession and Patient FAQ documents.

=

6. Regulated members and Albertans
are notified of the new or updated
standards, which usually take effect
the month after Council's approval.
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5. Council reviews the
feedback and approves
the documents, either as

is or with revisions.

consultation.

The Task Force found that a variety of provincial and federal stakeholders influence the
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well as hospitals and clinics, medical professonals, including pharmacy and nursing

professionals, educational institutions such as medical schools and residency programs,

legal and ethical experts also provide input on CPSA standards and policies. In addition to

the above, during the COVIEL9 pandemic, the CPSA also

recommendations from the AHS COVIIN® WULE HRIJUq RN RHE W

received practice
IT2REYI I W] I Ye G
Expectations of Healthcare Providers Regarding Regulatory Policies
The previous section outlines the commitment that is required of the Colleges to extensively
involve relevant stakeholders in their policy development processes. Ideally this should

allow for diverse viewpoints and important feedback to be considered.

The aim is to reflect the needs and expectations of all parties involved and
maintain transparency in the outcomes to uphold public trust and
accountability.
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Given the history of robust methodologies, healthcare providers had a reasonable
expectation that any policy developments during the COVIEQ19 public health emergency
would be handled with the same level of diligence and thoroughness. Providers would thus
be justified in expecting that changes would be thoroughly vetted through solid evidence,
comprehensive stakeholder engagement, and a transparent decisicmaking process that

adhered to the fundamental principles of healthcare.

This approach is expected to be a standard practice across all health
regulatory bodies in Alberta given that it is outlined explicitly in the HPA
ensuring that healthcare providers can rely on the regulatory frameworks to
guide their professional respondbilities effectively and ethically.

Data Reviewed

Data Review and Analysis of Actions taken by The Minister of Health

Ministerial Order 645/2020 signed October 29, 2020, byinister Shandro.*?
This order authorized the following regulated members under the HPA:

1 Clinical Pharmacists under the Alberta College of Pharmacy;

1 Dental Hygienists under the College of Registered Dental Hygienists of Alberta;
1 Dental Assistants under the College of Alberta Dental Assistants; and

71 Dieticians under the College of Dieticians of Alberta.

to perform the following restricted activity:

MNYWRUL U1 quwyY! W 3adY2WWRUt ql 23 WU0qt AWl J2RENE 4
nasal passages where they normally narrow for the purposes of nasopharyngeal
t s¢cHARUND®

With detailed terms and conditions. The provisions for the above Ministerial Order are

outlined in section 1.4 of the HPA:
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The loosening of the restrictions as outlined above allowed for a significant expansion in the
ability to perform PCR testing via hasopharyngeal swab sampling. The expansion of testing
in itself can be a positive action as it relates to a public health emrgency response. It is,
however, dependent on testing being applied to appropriate populations. For example,
indiscriminate testing, particularly among asymptomatic individuals, may lead to a high
incidence of false positives, thereby complicating the accuacy and effectiveness of the
public health response. Specific questions do arise regarding the extension of this restricted

activity:

1. Training Adequacy: Given the rapid expansion, could the training provided to newly
authorized personnel, such as clinical pharmacists and dental hygienists, be
sufficiently comprehensive to ensure competent performance in nasopharyngeal
swabbing?

2. Error Rates Among New Testers: Might there be an increased likelihood of
procedural errors by newly trained testers, potentially leading to incorrect swabbing
techniques or improper handling of samples?

3. Selection of Test Subjects: Could the expansion of testing responsibilities to a
broader range of professionals result in a less discerning selection of individuals for
testing, particularly including asymptomatic individuals or others who may not meet
specific epidemiological criteria?

4. Impact on Public Health Data: How might increased testing of asymptomatic
individuals by professionals new to this task affect the reliability of public health
data, potentially leading to an overestimation of case numbers due to false
positives?

5. Resource Allocation: With the expanded scope of practice, is there a risk of
resource misallocation, where critical testing supply and human resources might be
used sub-optimally?

6. Professional Competence: Given the diverse backgrounds of the professionals
authorized to perform swabbing, how consistent is the skill level across different

groups, and what impact might this have on the quality of the testing process?
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7. Impact on Professional Workload: What are the implications for the workload of
these professionals, and how might their primary responsibilities be affected by the

additional duties?

The Task Force recognizes the significance of the above questions and concerns regarding
the expansion of nasopharyngeal swabbing capabilities to additional healthcare
professionals. Given the potential risks and implications associated with such an
expansiony ranging from training adequacy and procedural errors to resource allocatign

the Task Force strongly recommends that these issues be thoroughly explored through a

further formal inquiry.

This inquiry should aim to assess the efficacy and safety of the expanded
practices, ensuring that they align with the highest standards of public
health and professional integrity.

Data Review and Analysis of Actions Taken by Regulatory Bodies

Background on Colleges and their Roles
The Task Force performed a review of the actions taken by the regulatory bodies (i.e.,

Colleges). While the review included all the Colleges, the Task Force focused discussion on
the Collegesthat played the most significant role in shaping the trajectory of the public

health emergency response.

Resource Management
There were multiple changes enacted by the CPSA to manage human resources, including

expanding the workforce available to respond to the public health emergency® These
temporary measures were found across multiple Colleges, e.gJ8emporary Conditional
AUNRY ql theMb¥éria Galléhe of Pharmacists®

Emergency Register
Emergency Registration details:

As per clause 9(2) of the Physicians, Surgeonsand Osteopaths Profession

Regulation, CPSA Registrar, Dr. Scott McLeod, activated an Emergency Register on
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March 19, 2020, allowing physicians currently registered in another province or
territory to temporarily work in Alberta during emergency circumstances, such as the

current COVID-19 pandemic.

Scope of Practice Flexibility
Scope of Practice flexibility details:

CPSA recognizes that during the COVHD9 pandemic, physicians may be required to
work outside of their normal scope ofpractice and training. We are working hard to
ensure you have all the resources you need to be able to focus on providing freime

care to Albertans during these are extraordinary times

During this time, any physician who has privileges and working in an Alberta Health

Services (AHS) or Covenant Health facility can be deployed in any way they see fit.

CPSA Assessments
CPSA Assessments details:

In light of the COVIB19 pandemic, CPSA is postponing most nowmrgent
assessments and committee meetings until further notice. We are still prioritizing
FYGuw WNRY gl ¢cqRYOWet+ Wt GWU0Uqt WqYWs W GWGe q LW

system.

Conclusion and Recommendations
In the view of the Task Force, the above actions by the CPSA appeared reasonable. Similar

resource management actions should be taken in the event of a future public health
emergency provided there is proper decisiormaking, including accountability, a wel-

defined process, and transparency.

Public Health Emergency Communications

During the Health Emergency Response, the Colleges communicated with their regulated

members via different methods and labels. These included -enail, website postings, and

Gl RUqUIT W adecqll Rett Al sR8W PW+F¢caGut W YnW q8W HY
Statement, Message, FAQs, Advice, and Policies. Of note, these communications were not
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required to adopt or amend a standard, including that changes to standards require the
comment and feedback from members and approval bythe Council prior to

implementation. ¢

There was no requirement for communications to be supported by poliey
grade evidence.

Had the Colleges followed a similar process when drafting their communications during the
pandemic, regulated members could have contributed and provided valuable feedback on
many areas of COVIBL9 response. For example, physicians could have expressed
concerns that emerging evidence supported certain offabel medications that had an
extremely low risk of harm or that certain nospharmaceutical interventions were
contributing to various short and longterm harms and were doing so without policygrade

evidence of benefit.

A major concern is that without proper correcting processes, a false sense
of consensus is created, which can result in solidifying the trajectory of a
public health emergency response in a direction which can be
fundamentally flawed.

The idea that a given scientific assessment of any aspect of tt@OMID-19 responsecould

| JGI 3t WUqWe Wht D BT kWt q¢ qlWe GGUEl + WaVYWHIIWHY L
situation where data was constantly evolving. Put another way, the Colleges appeared to
perpetuate as definitive an inappropriately narrow range of health ¢a delivery options to

combat the pandemic.

An indepth discussion of every COVIBEL9 communication across thirty Colleges would not
be practical. In our review, the Task Force identified the key themes below to highlight.
Further, we provided a summary discussion from the perspective of physiciansnd their

regulatory body, the CPSA, as the impact from this College was significant.
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The key themes relate to:

1. Regulations pertaining to facility and/or provider operations, i.e. Infection Prevention
and Control (IPACY
2. Regulations pertaining to individualized provision of care:
(a) Prescribing medications (including offlabel medications) in opposition to
prior established Standards of Practie, Standards of Informed Consent,and
Standards ofPractice Outside of Established Conventional Medicine*®
()Al Y2RT Il Wet +t 3+t alU0quWwe 07T Wi gl GROUCqRYOWY
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3. Actions pertaining to consequences or disciplinary measures undertaken.
Concernsregarding the above are outlined in the sections below.

Examples of College Communications
An email communication jointly issued by the CPSA and the Alberta College of Pharmacy to

the profession was issuedon March 31, 2021, providing guidance for themmediate

cessation of prescribing hydroxychloroquine, chloroquine, remdesivir, lopinavir/ritonavir,

colchicine, and azithromycin, among others as treatments for COVID19, as these
medications had not been approved for thisuse( UY qé J1 Wmps YRUq W q¢ qlJG 13 U0a
ACP regarding inappropriate prescribing and dispensing of ivermectin to treat or prevent

COVIDN O}

It is important to convey that these communications were not subject to

rigorous scrutiny and a due diligence process according to College

tqeUT el TtHelO! Jqloq6lJ! OGO ¢! T O¢ ORI RaRHC GOl Y
COVID19 response. The content was also unmgcedented as the Task

Force was unable to identify any previous occurrence when the CPSA

specifically directed the cessation of prescriptions.

CMOH Order 162020>°
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process which may have contributed to an inappropriatl narrow range of responses and
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solutions during the public health emergency. However, fault cannot be fully attributed to
the Colleges as they were required to conform to an extremely restrictive mandate from the

CMOH.

CMOH Order 162020 was signed May 3, 2020, and effective until rescinded
June 12, 2020, by Deena Hinshaw.

[EJach college established under the Health Professions Act must, as

soon as possible, publish COVIB19 guidelines applicable to the regulated

members of the college that are substantially equivalent to the guidance

set out in the Workplace Guidance For Commuity Health Care Settings

developed by Alberta Health, along with any additional guidelines specific

qYq6lJ0et 2¢c 010Gl ¢cHQRAIDB®YNIOq6 IOl WNa ¢ aqldl OGI Y
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Section 4 ordered that each College provide the CMOH with a copy of any guidelines
published and that, per Section 5, the CMOH may amend any COVID guidelines created

by a College if the CMOH deterined that the guidelines were insufficient to reduce the risk

of transmission of COVID19 in the practice of the regulated profession.

The mandating of COVIEL9 guidelines with a level of restrictiveness that
exceeds practical necessity, underscores a troubling overreach of
authority.

While the intent to safeguard public health is understandable, the rigidity imposed by these
mandates not only stifled the flexibility and professional discretion that healthcare
practitioners needed during an unprecedented crisis but also obscured potensil harms

caused by such restrictive measures.
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developed without sufficient consultation with the actual caregivers on the

front lines, this approach not only undermined the autonomy of healthcare

professionals but also likely hampered imovative responses that could

have been tailored to more effectively address specific local conditions

and mitigate unintended consequences.

Such excessive centralization of decisioamaking, especially in the dynamic context of a
public health emergency, is not only inefficient but also unjustifiably authoritarian,
reflecting a misplaced overprotection rather than a principled and pragmatic pulic health

strategy.

Questions uiNext Steps
Considering the concerns, it is imperative to critically examine the mechanisms of oversight

and accountability that govern the actions of the CMOH, especially during a public health
emergency. This examination should aim to ensure that while public healtisafety is

prioritized, the measures imposed do not unjustifiably infringe upon the autonomy and
professional discretion necessary for effective healthcare practice. The following questions

are recommended for exploration:

1. When does it become unreasonable for the CMOH to invoke specific clauses of the
HPA in the name of public health to override other sections of the same Act?
2. How can abalance be maintained between necessary public health measures and
the preservation of professional autonomy and judgment?
i 6cquanNnedWnl ¢caWls VYl tt WeUT WIq6RHCGWGF RUARRGT
making during public health emergencies?
4. How can these guidelines ensure a balance between individual rights and public
safety?
5. What criteria should be used to assess the proportionality and necessity of directives
issued by the CMOH during a public health emergency?

6. How can these criteria ensure directives are effective and minimally intrusive?
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7. How can the CMOH enhance transparency and improve communication with
healthcare professionals and the public during the drafting and implementation of
health directives?
8. What mechanisms can facilitate effective feedback and dialogue?
9. How can the process of developing health guidelines during emergencies be made
more inclusive, engaging frontline healthcare professionals to ensure that the
guidelines are practical, contextsensitive, and adaptable to evolving
circumstances?
10.How should the impact of health directives be assessed in terms of healthcare
delivery and outcomes?
11.What processes can be implemented to continuously evaluate and adjust these
directives to maximize positive impacts and mitigate negatives?
12NYWs 6 RAGWRUI R2RT ec¢tt We Ul WHYT Rt Wt 6Yedl Wb
powers be assigned?
13.What robust checks and balances should be established to scrutinize the actions of
the CMOH and ensure accountability?
14.What framework should be implemented for conducting comprehensive afteaction
| D2RUst WYNWqdJW9~8ckt W WHERY RYUL We U1 We HqRYU
15.How can the findings from these reviews inform future preparedness and response

strategies?

This set of questions is designed to initiate a thorough examination and improvement of the
regulatory frameworks governing public health emergencies. By focusing on establishing
clear principles and criteria, enhancing transparency, and fostering inclusi& consultations,

this approach aims to ensure the frameworks are robust enough to address unique
challenges while preserving professional autonomy and ensuring effective healthcare

delivery.

Public Health policies, including in Emergency situations, affect many areas of society.
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Therefore, an initial recommendation of the Task Force is that for a Public
Health Emergency, the CMOH and Public Health division comprise one
part of the Emergency Response Team, rather than be the major authority.

Any structure should ensure a multidisciplinary approach, leveraging expertise from
various fields to enhance decisionmaking and response effectiveness, as well as to identify
and mitigate harms. This integration would allow for balanced perspectives andhore

comprehensive strategies.

Communications T In-Depth Data Review
The Task Force reviewed College communications to the public and their membernsoting

CMOH Order 162020, both before and after this order was rescinded on June 12, 2020. We
considered the possibility that the Colleges were under the impression that they must follow

the CMOH Order 162020 even after it was rescinded.

[ YI #ARUNO q6 DO 9IYGauNUbt OTRIWAqRYUK qYIO HIJIO |
fundamentally flawed as it prevents the Colleges from being able to
perform independent analysis and decisioamaking.

Regarding College communications, theHPAoutlines that if a college chooses to publish

any information in addition to the information set out in section 135.92 (2), the Council must

gcet DWe WA! d¢es W W3t #I RARUNWa6 WWeT T RqRYU¢GWRUNYI @
website. We reviewed some of the College k L7 ! a@dcCOYVID19 communications do not

appear to be explicitly outlined in those Bylaws. However, taking the CPSA as a specific

example, the publication of communications, e.g, /b | 2 R # |JRibepdsibhgsdld ¢ + WHII1I U U
utilized prior to the COVID19 public health emergency, with the disclosure on their website
q6caqllmaee Ut Rt JW qc¢U0T ¢l T+ AWeT 2RAIWI YHz2 G Uqt WY
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While it is reasonable that Colleges provide some level of guidance to their
members regarding new or emerging issues, members should not be
disciplined based on Communications which do not meet the same
GUgRHEz2GYet O 2 RIIs KOC t HOg dIbHRY 2 andi RIUAJIT THAHD Y HOdJdQd

Data ReviemuCommunications Review Methodology
The Task Force searched the websites of the Colleges for public health emergency

communications (i.e. Guidance, Statement, Message, FAQs, Advice, Policies, and/or any
publications with relevance to COVIDB19). Some of the communications were found on
internet archives as they have been removed from active websites. Of note, we were unable
to access information behind passwordprotected member portals. We made formal
requests of the Colleges to disclose COVIEL9-related information. We reviewed the
communications and noted the sources which were referenced by the Colleges. We made
direct requests to each College for information regarding methodology or other due

diligence to support their health communications.

The Task Force reviewed the communications and noted all the sources, resources, or
references which were stated by the Colleges for analysis. We noted the references cited

from endnotes and footnotes, as well as from the body of the text for each commuragion.

Some communications made statements relevant to the COVIEL9 public health

emergency response but did not contain any references. For these, the Task Force assessed

q6 Rt W WHBUNOHRDIOBWE YOG JWHEY G 0 ardafed tbprcR dedrty didmtlice U1 1J
YUl qRae qlWt q¢ qla3Uqt W Whe RI RU N WIHIINNAI TIIHAII #s@ieR
were not included in the denominator for the total count. Despite that, these statements
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the pandemic. We maintained these communications and their sources for future

reference. Frequently, a College referenced one of their prexisting communications or

b qeUT ¢ T4 IOWNGS I UWs W13 e o H1) DRIV G 10 EbddEdOe @6 1310 1 U
QYOO WNUAWq6 W ! I3l WUHKLYS a1Imistoe W { Rh RIHA VYW & & U RéRe
I InW1 BOHRDT WGl RGEI ! Wt Yel At AWcecWHGEHt RnRAcqRYU
b Yel IO W Indl JURDT wWs ¢t Wet + RODUWDT 1O
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When a College Communication stated a reference, the Task Force made efforts to clarify
q6 JWHRgqc qRYUW[ YI WUFcdGuaWAWs JwWaYUt RT 31 JT WhH 2|
I In 31 BOHEDE Ws 31 WOy qWet Undthddties. kVHEd tdséaBuldmetbed ¢ 1 R¢ U

categorized, the references were maintained as originally cited.

The purpose of the above analysis was not to critically evaluate each individual source
(where cited) but rather to evaluate to what extent primary reference sources were cited by
the Colleges for their communications as opposed to simply deferring to anber entity.

Furthermore, the purpose of this analysis was not to assess the extent to which any of the

referenced entities themselves may have utilized unbiased primary sources.

For our analysis, we did not utilize a simple count, as the Task Force recognized that the
number of communications and the number of citations per communication would bias the
results toward those with higher numbers of either of the above. This was cooied by
normalizing the count for each College. That is, when calculating the overall contribution of
the references, each College was given equal weighting to ensure consistent relative

strength.

As well, when a communication cited multiple primary sources it was classified as
hAaYOGG2 URACqRYUWSsS R6WaedqRGIGUWG!I RGel ! Wt Yel A1t
published 10 communications with each citing multiple primary sources, these would be

HYUOL RT DI U7 W ANMMELW GI RGEI ! Wt Yel HIJWbiRhed 1B0 IOk W i 6
HYGGaURHeEc qRYUt Ws Ra6 WOWHRqRUNWGI RGel ! Wt Yel HIJt ¢
b Yel #AUWHRQUT Ok WIN6 JWU2 GAHI WYNWGI RGcl ! Wt Yel HIJY
T Rt GI YGYI qRYUcqUa! W RUNGaURUIW q6 LW 9 YoSed BINIIt & LW
Communications referenced dozens of sources. This approach was taken to ensure a
balanced assessment of how frequently primary sources are utilized across all
communications. Thus, even if a few communications are heavily sourced, the overall
evaluation remains fair and reflects the general trend rather than isolated instances of

thorough referencing. This method prevents any skewing of data and provides a clearer
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GRHgz2 | DWYNnWS6WIWOYIaUINUt kWHAYGIRqAUUUqWgYWAet RUN

sources.

OYI I UAqRYUt Ws 31 YWaeT WWnY! WaqdédWayY!l YWl Wage RGIIT WI
the section of this report. References which were unlikely to be pointing to source
information regarding COVIBR19 or public health emergency response measures were

excluded from the calculations. For instance, references to the HPA, th&overnment
Organizations Act the Health Information Act, municipal bylaws, theAlberta Fire Code and

the Human Rights Actby the Colleges did not appear intended for supporting spefic

information related to the COVID19 disease, interventions, or emergency response

measures. Similarly, references within the same College (selfeference) and between

Colleges (interHY GO XN WI In I BUORDs Ws I YWl JGY21I7 FWet Ws
I In 131 13UHI IO

Data ReviemiCommunications Review Results

A total of 341 communications across 30 Colleges were included. While there were

additional communications published during the COVIDB19 public health emergency (2020

SMZOb AWCUT Wetq6YeN6 W6 JWGYTIRHRIIY WGc! W6ce2 JWE nnl
pandemic, they were not included if there was no specific mention of the COVD9

pandemic. The total reference count was 786.

1 There were 11 (1.4%) College Communications which referenced primary sources.
1 The corrected/normalized analysis showed:

1 Primary sources constituted 2% of the references.

1 Government of Alberta (42%), AHS (22%hd Government of Canada (16%3ources
comprised the majority (74%) of references cited by the Colleges.

1 47 entities comprised the Other category (19%)
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Figure 2. Sources of Data Used by Regulatory Bodies.

Sources of Data used by Regulatory Bodies

Government

of Canada,
16%

Alberta Gov,
42%

This second more detailed chart shows how closely related entities were combined.

These charts highlight that when the Colleges presented references to support their position
on COVID19-related matters, it was predominantly from a few entities. More importantly,
the proportion of Communications which referenced primary sources, an indiator of due

diligence by the Colleges, was exceedingly low.
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Figure 3. Primary and Secondary Sources of Data Used by Regulatory Bodies.

Primary and Secondary
Sources of Data used by Regulatory Bodies

Chart Area |

Health Canada, Skt
6% Alberta Gov,
42%

Canada, 5%

CMOH, Alberta Health,
13% 15%

NEDUWmBHEqé 1l wlll Indl DURDWHRE qUNY! ! WeHAY2UqUT WnY! L
the Colleges. This category was comprised of 47 entities, varying from international bodies

(e.g., WHO, CDC, European Medicines Agency), provincial and national assaias (e.g.

Alberta Medical Association, Canadian Psychologists Association, Alberta Pharmacists
Association), pharmaceutical sources (e.g. COVIEL9 Vaccine Product Monograph), and

Yaqo6lll WIUqRqRIJH Wel IJONKOWH N® LW Y Wi 31 Yk b HOW

The Task Force recommends further analysis to assess the extent of overlapping sources,
and the due diligence performed among the nosprimary references cited by the Colleges,
i.e. AHS, Alberta Health, Government of Canada, and the 47 entities that comped the
hg§qdéldl kWt Yel #IJWAEC qINYI ! 1O
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Data ReviemuCommunications Review Limitations
There were limitations in the review and analysis of the data review of communication

sources and references.

1. If a communication mentioned a reference, such as from the CMOH, it was counted
as a source even ithe document was largely unreferenced otherwise. This method
may misrepresent or overstate the degree to which some documents were
referenced.

2.EYOGUWI ¥3ndl JORARWYE Ws Il YW2¢Na WYl WeURGWDE! AWt e
without specifying whether it referred to the Government of Alberta or the
Government of Canada. Despite efforts to clarify, these ambiguities remained a
challenge to categorize.

3. The study did not evaluate the rigor of the due diligence performed by the referenced
entities. References to organizations like AHS or Canada Health were taken at face
value without assessing the quality of their methodologies.

4. Some communications were included in the analysis because they mentioned
COVID19 but were only minimally relevant to the pandemic response. These could
include procedural or administrative content. This may have affected the final
analysis despite attempts in the correction process described above to filter these
communications out.

5. There was no independent validation of the accuracy or relevance of the references
cited. Some references may have been outdated or superseded by new information,
impacting the reliability of the communications.

6. Determining which references were relevant, as well as grouping similar entities,
involved a degree of subjectivity.

7. Many communications pointed the reader to other locations or posted links. It is not
known to what extent that the Colleges reviewed or verified the content within the

links.
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8. Any informal or norpublished communications (e.g., verbal instructions or internal
memos) were not included in the review. These could have played a significant role

in shaping the actions and policies of the regulatory bodies.

Despite these limitations, the data review and analyses appear sufficient to show the
primary objective of assessing the extent to which Colleges performed due diligence and

cited primary sources for their communications compared to relying on other bodies

Communications Review CommentaryOverlap of References / Sources
f OWg6 WWNet ¢t W[ YI #WIkt W ¢qe Wl W2RWUs WYnWagdWWHY GGG UF

references and sources cited.

While referencing the same overlapping sources does not inherently lead to an error, as the
entities could have converged on the same positions, it could potentially contribute to a
higher likelihood of the following two categories of errors. On one hand, high degree of
overlap might lead to overlooking alternative perspectives or nuances. On the other hand,

relying heavily on common sources could result in overemphasizing approaches.

Overall, it suggests a limited window of scientific inquiry and may indicate
a lack of diverse perspectives. This reliance on a narrow set of references
could lead to a reduced ability to thoughtfully and critically evaluate
alternative viewpoints or emergng evidence.

Commentary on References / Sources
In general, the Colleges primarily relied on centralized bodies for their communications,

citing primary literature only rarely, 1.4% by simple count and 2% corrected in the analysis.

It does not appear that the Colleges conducted independent uepth
evaluations of the data or sources.
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The Task Force could not identify any strong methodology or due diligence processes
independently performed by the Colleges, including in response to direct requests for

disclosure.

In fact, this was directly admitted. In a specific example regarding mandatory vaccination,

q6 W GHUI qcWovYaaunNnIWYnWAe!I ¢alT RAY WI Rt #a Y T Waq
cUT W6 cqWagd dWm9YaaunJWwl I3ndl t Wad DAbertamsRh theY U LLY n LL
matter of mandatory vaccination to Alberta Health and the healthcare professionals who

¢ | 13 W1 #HNhile gdfel@ing when matters do not fall within their expertise or jurisdiction

is obviously reasonable, it should be accompanied by abstaining from endorsing any

particular position and applied consistently in all relevant contexts. Where Colleges'

positions contravened existing Standards or Codes of Ethics, they may have been expected

to defend these standards or codes instead, especially if they were pertinent to defending

members who were subject to disciplinary actions. This is discussed in further stions of

this report.

Moreover, it seems that the Colleges did not consider potential conflicts of interest within
the bodies whose data they cited. This omission is particularly concerning, as it's crucial to
recognize and manage such conflicts to ensure the integrity and vdity of the information

being presented. In the context of the Colleges' communications, overlooking potential

conflicts of interest could have led to an imbalance in the representation of information.

The above instances may constitute a failure in governance. The Colleges have a well
TUNRUWT WT 2 0WI RIRNWUHVWGT YHIJL + AWct WYe qiaRUPT WRL(
such process applied to the communications during the response to COVH29. Instead,

they passively accepted and followed other bodies without critically examining the
information, thereby perpetuating a false consensus. Assessing the extent to which the

CMOH Order 162020 contributed to this false consensus is a complex task, as it Iy

played a significant role in shaping the Colleges' decisions and actions.
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Requests for Disclosure
The Task Force requested disclosure of pandemirelated data from the Colleges.

Specifically, we requested disclosure of the following classes of information:

1 All actions (policies, adapted policies, etc.) from January 2020 to present, related to
the COVID19 pandemic;

1 Meeting notes minutes for the above actions;

1 Supporting documents, i.e. such as studies/data evaluated, which informed the
oYuauNUWWYnW HeGaURqge!l Rt qt WYnW GHWUI q¢ckt WGY
masking and vaccinations); and

1 Methodology used to monitor developments in COVIEL9 prevention and assess the

validity of those options.

As of the June 30, 2024, draft of this report, only 5 of the 29 Colleges provided a response to

the above request.

One College disclosed information implying that the office of the CMOH did exert significant
influenceon COVIBDN @ Wl 13t GY Ut JWNa RT WG RUWY OW[ | Y& Waq6 ¢ q U9 Vi
a6 WO YO GIInIawWw 132 1) dopehidd whichewRre pbatddl Griline lakhhéve HderJ

MYl s¢l T U WnY!l WIWPW2RUs WH! W6 W96 RIWINW~IT RHC G WS
received feedback and hasrd 2 HO Raqq T We Wl W32 Rt T Wi YHe & 130 q O WK
MNEIUWIYOaGaUNUIWs RadWrYUqRUe JWa Y LUOffiged Yy 1§ dUDE Rd| & HOwst 1
Overall, the disclosures matched what the Task Force identified from our review of publicly

available information; The Colleges reported to the Task Force that their Health Emergency

Response Communications were adapted for the most part from the same ovapping

sources.

Also consistent with our findings from publicly available communications,
the Colleges did not report to the Task Force any -tepth internal
independent review of data or sources.
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Communication Framing
The communications contained content which was framed in ways to suggest consensus

on various aspects ofthe COVID19 response For example, communications made

T UnRURqR2IUW q¢ qUlGUIUqt Wt eH6Wcet AWmwact t RUNDWRY WIIn
types of masks, use considerations, settings applicable, or other nuances. Others framed

their communications to denigrate alternative therapeutics without citing evidence for their

claims. When framing statements in such a way to assume consensus or scientfi
conclusion, many of the assertions were not referenced. Ira FAQ from the College of

Registered Nurses of Alberta, there were numerous assumptions which were presented in

such a way to imply a consensus, leading the reader to believe that the statements were

conclusive.>*

Recommendations and Questions for Further Inquiry
To mitigate the risk of perpetuating narrow and potentially flawed health strategies, it is

crucial to integrate the followingrecommendations into the communication frameworks of

healthcare regulatory bodies.

1. Establish clear guidelines and procedures for evaluating the quality, relevance, and
credibility of data sources and references used in public communications. This
should include independent review and assessment by the Colleges, rather than
simply relyingon external sources.

2. Require Colleges to disclose their methodology, data sources, and decisiemaking
processes related to public communications. This will help to promote transparency
and accountability, as well as enable stakeholders to better understand the basis for
regulatory decisions.

3. Encourage and support the consideration of multiple perspectives and sources of
information, rather than relying on a narrow range of references. This will help to
ensure that a broad range of ideas and approaches are considered, and that potential

harms and limitations are not overlooked.
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Regularly evaluate and improve the Colleges’ communication processes and
materials, including ongoing assessments of the accuracy, efficacy, and relevance
of the information provided.

Establish clear guidelines for public communications, including the need for
accuracy, transparency, and the provision of sufficient context and information. This
should include guidance on the use of language and framing that avoids misleading
or overly smplistic statements.

Establish a tiered review system for College communications that distinguishes
between low, medium, and highimpact or sensitive communications. Lowimpact
communications would be reviewed internally by the College, while mediumimpact
communications would be reviewed by a designated committee appaited by the
College. Highimpact or sensitive communications would be reviewed by a-person
committee appointed by the Minister of Health to assess the nature and implications
of the proposed communication. TheMinister should have the final authority to
approve or reject the proposed communication before its publication.

Establish clear guidelines and procedures for evaluating the quality, relevance, and
credibility of data sources and references used in public communications. This
should include independent review and assessment by the Colleges, rather than
simply relyingon external sources.

. Strengthen the regulatory framework to ensure that Colleges maintain their
independence and are not unduly influenced by external entities or directives. This
should include regular evaluations of the Colleges' decisiormaking processes and
the provision d adequate resources to support independent thinking and analysis.

. Avoid using threats and disciplinary actions against regulated professionals who
challenge or question the direction set by the Colleges. This will help to foster a
culture of open communication and critical thinking to ensure that diverse

perspectives areconsidered.

10. Encourage and facilitate the inclusion of a dissenting or critical voice in the decision

making process of regulatory bodies and professional associations. This can be
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achieved by setting aside a designated time and space for alternative perspectives
to be presented and debated, ensuring that all members are aware of the importance

of considering opposing views.

By integrating these recommendations into the communicatiorframeworks of healthcare
regulatory bodies, Alberta can enhance the adaptability and effectiveness of healthcare

delivery during emergencies, thus maintaining the integrity of public health responses.

External Influence on Regulatory Bodies

During the course of the data review, the Task Force identified potential sources of external
influence on the College, with a few being particularly notable. As it is naive to believe that
human and corporate incentives do not affect outcomes both intentnally and
unintentionally, a more pertinent question is to what extent incentives affected outcomes.
Although the effects of incentives may be complicated and impractical to delineate in detail,
the concerning questions that arise are noteworthy. For thiseason, the section below

outlines examples of external entity connection.

Membership with NontRegulated Federations
The Colleges are members of the Alberta Federation of Regulated Health Professionals

(MFRHR), an external organization which is not governed by thelPA with multiple

potential conflicts of interest.*® The following points and questions highlight concerns

1 The AFRHP is not governed under the HPA, therefore not accountable under the
relevant legislation.

1 The AFRHP does not have a mandate from Albertans to consult as experts (a title
they self-declare) to the Colleges.

1 The AFRHP has connections to external private corporations with financial
incentives.

1 AFRHP annual reports are no longer posted online and archived websites do not
allow access to the information.

1 Information regarding funding is unavailable and not transparent.
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GHIUI ekt W~PJT RACTWANDNzGecqY!l ! W7YT ! AWq6 JW9 AE 4l
Medical Regulatory Authorities of Canada® Similar to the AFRHP, FMRAC is another entity
which is not governed by theHPA Many of the concerns listed above are relevant to the
connection between the CPSA and FMRAC. Further inquiry is needed to assess this body L
degree ofinfluence on the CPSA, and whetheit ¢ nn JHqt Wq6 JW9AE k1t W¢HR

mandate independently.

External Entity Connection
Web archives reveal that AFRHP is closely connected 19 to Zerab & private entitythat

appears toreceive funding from many corporations, including pharmaceutical companies,
with concerning conflicts of interest.>” This organization was launched in August of 2020 by
Dr. Jia Hu, Public Health Physician and Clinical Assistant Professor at University of Calgary
and Chair of 19 To ZeroThis organizationdeclares that its core team is made up of
physicians, public health researchers, behavioural economists, and creative professionals,
supported by a wide partner network. In addition, 19 to Zero was directly referenced in

College communications.

Discussion and Recommendations Regarding External Influence
The Task Force's analysis has revealed significant concerns regarding the influence of

external entities on the Colleges. Notably, the involvement of the AFRHP, an organization
external to the mandate of the HPA, raises critical questions about the poterat influence

of it and its partners on Colleges. AFRHP's connections with private corporations and other
entities that potentially have financial interests further complicate the landscape,
suggesting a multitiered network of influence that could affect te impartiality and
effectiveness of healthcare regulation in Alberta. Given the lack of transparency in the
AFRHP's operations and its apparent influence on the Colleges, there is a compelling need
to address these concerns to preserve the integrity of lthcare governance under the HPA.

It is essential to ensure that regulatory decisions are made based on unbiased and

rigorously vetted data, free from undue external influence.

Recommendations for College Associations to Enhance Transparency and Accountability
The Task Force suggest further inquiry into the following:
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1. Towhom is the AFRHP accountable?

2. What authority does the AFRHP hold over its members?

3. To what extent does this reflect a complex network of influence that obfuscates the
primary data sources and allows for indirect multitiered influence propagation?

4. Should the Colleges be connected to external organizations which can exert
influence without transparency of relationships, incentives, funding, biases, or

conflicts of interest?
Initial Task Force Recommendations:

1. The Colleges should develop and implement clear guidelines regarding their
associations with external organizations like theAFRHP. These guidelines should
outline the criteria for membership in external entities, the nature of permissible
interactions, and the mechanisms for transparency and accountability in these
relationships.

2. There should be mandatory transparency regarding the nature of relationships and
financial transactions between the Colleges and any external bodies. This includes a
requirement for annual disclosures of conflicts of interest and financial audits that
are publicly accessible.

3. Establish an independent oversight committee tasked with monitoring and reviewing
the interactions between the Colleges and external entities. This committee should
have the authority to investigate potential conflicts of interest and influence,
ensuring compliance with the HPA.

4. Increase public involvement in the regulatory process by establishing forums and
consultation processes that allow stakeholders, including the public and healthcare
professionals, to provide input on the governance and oversight of the Colleges.

5. Initiate a comprehensive review of the AFRHP's role and its impact on the Colleges'
governance during COVIEL9. Consider legislative or regulatory changes to ensure
that entities like the AFRHP and FMRAC, which exert influence over healthcare
regulatory badies, are also bound by standards of transparency and accountability

consistent with those required under the HPA.
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6. Implement ongoing education and training programs for members of the Colleges on
governance, ethical considerations, and management of external influences. This
will help ensure that all members are equipped to recognize and mitigate undue

influences on their professional and regulatory responsibilities.

By pursuing these questions and implementing these recommendations, the regulatory
framework can be strengthened to guard against external influences that could undermine

the ethical and professional standards mandated by the HPA.

Disciplinary Actions

Healthcare providers are required to follow the standards and codes set by their respective
Colleges. These Colleges hold the authority to both investigate and impose penalties. Thus,
they ultimately hold the authority over whether a provider can practiceheir profession.
Throughout the Task Force's data review of communications, Colleges indicated to
members that disciplinary actions might be initiated for various actions by regulated
members. Many of these investigations remain opentherefore, the complete impact on
health professionals is yet to be known. These disciplinary actions shaped the trajectory of
the COVID19 public health emergency response, both for those investigated and those who
changed their practice out of fear that they might be targed by their College. The following
is a summary of the Complaint Investigation Process and the Consequences to a regulated

member.

Complaint Investigation Process
Section 40.1(1) of theHPAY 2 qqi RUIJt W6 ¢ qec WHbHY G GIc RUqt WI RI WHC

HYUT RqRYUt wyUWe W ONadecqli®BWaJaAN kt WGl ¢ HqRANDWG

Formally, as a part of the Professional Conduct Complaint Process the complaints director
BIOWKG ¢! WRYUT e#HgaWY! We GGYRUqWe U WRGRetbmgldisc q Y1 Waq
director 6 YOI + W2¢l RYet WGYs WI t+ WWRUAG2T RUNDWqSIJWGY s 11
relevant questions and direct the person to answer the questions under oath, and require
any person to give to the investigator any document, substance or thing relevant to the
RU21IJt qRN¢ qRYULWg6 ¢ qgé WG + YOWGYtH + 13t + 13t WY Waé



Chapter 2: Regulatory Bodies

any reasonable time enter and inspect any building where a regulated member provides
Gl Yn 13t t RY U ® BudherlhttignR eblild b®raken per Section 63 (3) by applying to
a6 WWI Yal qYe Wu RUNKt W7 IURGE

A regulated member is subject to thesarious consequences including imposing conditions

YOWe OWRU2 1t qRNe qIT WG + YURH2WGI ¢ HqRHWDWGW!I G RagaAW
Potential Consequences to the Health Professional

Consequences that a regulated member may face range from cautions, to permit
conditions, to re-education, to permanent suspension or cancellation of their practice

permit.®® Significant monetary penalties may also be incurred.

Disciplinary actions, including warnings and complaint investigations, and the effects of
disciplinary actions by Collegeson the pandemic health response trajectory are discussed

below with relevant background information and context.

Pre-Existing Health Regulatory Standards and Codes
Therelevance of preexisting health regulatory body professional standards and codes of
ethics, as stipulated by the HPA, cannot be overstated. The adoption of these standards and

codes requires specific due process as prescribed by the A¢t

While eachhealth profession has its own specific standards of practice and code of ethics,
there are large areas of overlap resulting in similar, if not identical, standards and codes. The
Task Force opted to focus on specific sections relevant to new or amended stdards and

codes implemented during the COVIB19 public health emergency.

1. CPSA Standard on Ethics and Professionalism

2. CPSA Standard on Informed Consent

3. CPSA Standard on Practicing Outside of Established Conventional Medicine
CPSA Standard on Ethics and Professionalisin
9AE W6ct WeWt qcUl ¢l I WYUWEqq6RHAL WecUI WAI YnlJt t RYUC
comply with the CMA Code of Ethics & Professionalism adopted by the College in
accordance with section 133 of theHealth Professions Actc UT Wa 6 IJLW9 Y G INIJWH! @ ¢
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The Code of Ethics declares that physicians enhance trustworthiness in the profession by

striving to uphold the following interdependent virtues, including:

Virtues exemplified by the ethical physician
1. Honesty: An honest physician idorthright, respects the truth, and does their best to

seek, preserve, and communicate that truth sensitively and respectfully.

Contradiction/Inconsistency
During the Public Health Emergency Response, the CPSA threatened and initiated

disciplinary actions towards physicians for various reasongincluding communicating peer-

reviewed scientific evidence which contradicted the prevailing public health narrative.

This created an environment where physicians were forced to comply,
thereby interfering with their ability to be honest with their patients. This
may have damaged the relationship between physicians and patients and
may have endangered the health of Albeans.

2. Humility : A humble physician acknowledges and is cautious not to overstep the
limits of their knowledge and skills or the limits of medicine, seeks advice and
t 2GGYIl qWn! YaWwWrRYGdWeNe 3t WIRUWRGcGOGIWUNRUNWHERI
knowledge of their owncircumstances.

Contradiction/Inconsistency

The CPSA failed to exercise humility in acknowledging that pharmaceutical
and non-pharmaceutical interventions could cause harm to patients, and
inappropriately restricted physicians from exercising individual clinical
assessments for mask and vaccine exerptions.

3. Prudence: A prudent physician uses clinical and moral reasoning and judgement,
considers all relevant knowledge and circumstances, and makes decisions carefully,

in good conscience, and with due regard for principles of exemplary medical care.
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Contradiction/Inconsistency

The CPSA implemented policies (e.grestrictions on prescriptions of off
label pharmaceuticals, restrictions on granting exemptions for masks and
vaccines after thorough medical assessmentand mandating within their
own organization a novel pharmaceutical product without appropriate
long-term safety data) that prevented physicians from exercising the
actions defined above for a prudent physician.

Fundamental Commitments of the Medical Profession
1. Commitment to the well -being of the patient :

w9 YU RT I WrbBinglofothd gaiiehtllaways @ct to benefit the patient and

promote the good of the patient. Provide appropriate care and management across

the care continuum. Take all reasonable steps to prevent or minimize harm to the

patient; Disclose to the patient if there is a risk of harm or if harm has occurred.
Recognize the balance of potential benefits and harms associated with any medical
CHaqo6WeHqWqYWHI RUNWeEAY 2 qliec WIGYt RqR2WJWHAHcG¢c URL

Contradiction/Inconsistency

Fulfilling the commitment to the wellbeing of patients requires physicians
to perform clinical assessments and determine individualized care plans.
Overarching guidelines, except in rare circumstances, should not be
imposed with such specific detail as tointerfere with or restrict individual
care plans. This includes treatments and exemptions to treatments or
interventions.

2. Commitment to respect for persons :
m Gsc¢!t Wal WeaqlgsJWGe qRIUqWs Ragé Wl RNURq! We Ul
persons. Always respect the autonomy of the patient. Never exploit the patient for
personal advantage. Never participate in or support practices that violate basic

GaGcUWI RNBqt Ow
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Contradiction/Inconsistency

In requesting exemptions from mandated pharmaceutical therapies (e.g.,
novel injections), patients explicitly express their medical autonomy. The
9AE WRUqUI NI DT IOsR6OG6! + RARc Ut BHOE HRG Ra! HOc

3. Commitment to professional integrity and competence
BAI ¢cHQRADWI VT RERUVWHYAGGUqUUqG! AWt ¢ndda! Awe U
could undermine your professional integrity. Develop and advance your professional

tOUYsaWll NDUAW t RAGdt AW UT WHRYGGUqUUHRIY W6l Yen

Contradiction/Inconsistency

Pursuant to the commitment to professional integrity and competence,
physicians sought to advance their knowledge and competencies by
considering emerging data and global publications on COVHD9. The CPSA
discouraged this development of knowledge, skillsand competencies
when they admonished physicians for considering data and evidence the
College deemed unacceptable.

4. Commitment to professional excellence
mIYUq!l RAz qU WY Wa6 WW 236 YGaWUqWwe UT WRUUY2¢ qf
research, teaching, mentorship, leadership, quality improvement, administration, or
advocacy on behalf of the profession or the public. Participate in establishing and
maintaining professional standards and engage in processes that support the
institutions involved in the regulation of the profession. Cultivate collaborative and
respectful relationships with physicians and learners in all areas of medicine and

with othercoti G 1J¢ Ne2 3t We UT WGe !l qUUII + WRUWGS WeEGq6 WHE! 1JH



Chapter 2: Regulatory Bodies

Contradiction/Inconsistency

The CPSA prevented physicians from developing innovation medicine
through clinical practice when physicians were prevented from
implementing individualized care plans including the use of offabel
medications. Of note, many of these medications have since been shown

to have favorable risk benefit profiles.

5. Commitment to inquiry and reflection
méclelWeUT WnYt qUll WRUT R2RT ecaWe Ul WHYGOWHQR2
science and to facilitate ethical decision-making. Foster curiosity and exploration to
further your personal and professional development and insight; be open to new
knowl DT DWAWqUIHSUYOGYNRUt Als ¢!+ WYnNWGI ¢ HqRARUNA

Contradiction/Inconsistency

Physicians who asked questions and welcomed scientific debate were
threatened with complaint investigations, suspensions, and license

removals. This is a clear contradiction to the above expected commitment.

Professional Responsibilities
The CMA Code of Ethics and Professionalism further provides a list of 44 Professional

Responsibilities. The Task Force considers many of these relevant to the practice of

medicine during the Covid19 public health emergency.
The following selected excerpts are reproduced below:

T mN6UWG6! +t RAERcUWYs Ut WeWTeq! WYnNWGY! ¢cliaq! WaVl
RUqUI Wt qt WeUT WNY¢at WYnWHeE! JWH! Wet RUNWq6 I
Gl el JUquwWrRIGRURHAHcCOGWT2T Na1JUqOw
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B BqWeAAYI T RONDWgYW! Yel WHRYUt #ARIOBEIWe OT W 13t
your colleagues; however, meet your duty of nombandonment to the patient by
clsc!tWertUOYsaWT DRUNDWecUT WI Wt GYUT RUNW qY W qeé
requests whatever yourmo¢ 0 WHY G G Rqa W3 Uqt Wa ¢! WHIJ O

wpfUNY!I GW q60W GeqRUIUqW 5s6K30W ! Yel W avYlcalW HY
recommendation concerning provision of, or practice of any medical procedure or

RUOqUIl 2 00qRYUWEt WRqWGHW! q¢ RUY WY WaqdéJWGE qRIIUAQ]
MAINHEY GG 1UT Uinbened tdatmddt options; recognize that inappropriate

use or overuse of treatments or resources can lead to ineffective, and at times

¢l GneadAWGe qRUIUqWHe! JWe UT Wt WUt WaVYWe2YRIT WY
p~0T RAECOW? JARE RYOWa ¢t RUNDWRY WRT Jedd! We Wl ¥aR
in shared decision ¢ t RUNWe¢ UT WRt WRUNY!I T WH! Waqd WWGE q
¢cUIl W6 WWG6! + REARec Ukt WRGRURAcOWTaTl NG WUqIOWNG R
pateUqWe¢ UT dlls R WHY Ut WUqAWYqd6 31+ WREJIUq! ¢dWqgYL
other health professionals) to support patientH 13U q 131 1JT WHE | 1J O

wpf Ul 6 DWGIH YHIIE t mdkimdgl Endpowendde ihHtiddttdrrhakeMntbrmed

decisions regarding their health by communicating with and helping the patient (or,

where appropriate, their substitute decisionrmaker) navigate reasonable therapeutic

options to determine the best course of action consistent with their goals of care;
communicate with and help the patient assess material risks and benefits before

YUt WOqRUNWqYWe U! Wal WeqadWUqWY!l WRUqWJI 2 30qRY
BADY GUHqW q6JW T VARt RYUt W YnW aq6WWHYGGWqUUaql
I JRYGGUUT 3T Wwet t 3ttt alU0qAaWgl DeqaWUqaWwyY!l wWwGeacecU
mlednROGW! Yel Wleq! WYnWHYUNRT DUqRCEcOGRq! WaV L
information confidential; collecting, using, and disclosing only as much health

information as necessary to benefit the patient; and sharing information only to

benefitthd WG ¢ qRIJUqWe¢ UT Ws R RUWa6 WWGE qRIDUgK t WHRI
BANDHYNDURAUDWqSec qUAYUNIRHEqt WYNWRUqUI It qade! L
¢t WnRUCUARCOGAWRGRURACGAWI Wt 3¢l #E6AWYI Nn¢c URA¢C
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mIYUq!l RA2 qUAWRUT R2RT ecdd! We Ul WRUWAYGGEHAHY! ¢
services and delivery to address systemic issues that affect the health of the patient
and of populations, with particular attention to disadvantaged, vulnerable, or

undert 131 2 13T WEYAGGdea URqRIJt O

Task Force Commentary
There is universal consensus that the COVH29 public health emergency was complex and

multi-faceted, from both a health professions and regulatory body perspective. The above
hAl Ynitt RYUcaw At GYUt RAR U-Bstitishedk Hnd luniviisdlyY UNt q ¢

accepted. These responsibilities should not be ignored in a future pandemic or health
Al nNUUHR! WI2WVUqOWEGEAHY!I ¢ qrRUNDWYOWU21J1 ! Wet GUHqU
G6!t RHRce¢ Ut Kk WIGI YnWtt RYUcOWl Ut GYUt RAKRHdwey&Jt WRY LW

we did conclude these contradictions deserve mention given how they affected the
ql ¢TUHqY! ! WY n1BreSpdrdd. qc kKt U9 §éf ?

1.

How is a physician to exercise their duty of loyalty to protect and further their
GEqRWDUqgkt W AHWY qw RUGqJI WHerg tedtrictidhd HieDplacei t ol Y n W # ¢
individualized care, with threats of disciplinary action for exercising sincere clinical

judgment?

If a physician has differing beliefs regarding moral commitments to a pharmaceutical

or non-pharmaceutical intervention, to what extent is there abandonment of patients

and their medical concerns?

Did physicians consider emerging evidence of harm regarding pharmaceutical and
non-pharmaceutical interventions, and did they seek to avoid or mitigate that harm?

Given that medical decisionrmaking is an ideally deliberative process that engages

the patient in shared decisiont ¢ t RUNAWE UT WRt WRUNY! G 1JT WH! Wa
cUT w2c¢tedt WeUT Wb WGE! + RAER¢ Ukt WHIRURACO WT 21
interfering with this process?

As it pertains to shared decisioamaking, actions consistent with goals of care, and

risk-benefit assessment, what basis did the Colleges have for interfering with the
MYGdYs RUNDWGI RUARRGI IJa Wrbf Chidking: IEm@WweY thelpatientl Y n LWt &
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to make informed decisions regarding their health by communicating with and

helping the patient (or, where appropriate, their substitute decisioamaker) navigate

reasonable therapeutic options to determine the best course of action consistent

with their goals of care; communicate with and help the patient assess material risks

¢cUT WARNUOUNRat WAHWNY! JwWEYUOUL DOUqRUNDWqY We U! Wal ¢
6. Given the restrictions are placed on individualized care, and issues related to

disciplinary action, how do the Colleges justify interfering with the principle which

DG G6¢ct RAIUY WY WmAUt GURqWq6 W WDHRY RYUt WYnLWaq6

anyrecal G JUT T Wet + Wttt alUqAWlg!l DeqaWU0qaWwyY!l weace Ul
7. By limiting vaccine and mask exemptions, did the College force physicians to violate

q6 DRI Wl eq! WYnWHYUnNRT WUqRecORaq! AWt W q¢ qldT W6

patient by keeping identifiable patient information confidential; collecting, tsing, and

disclosing only as much health information as necessary to benefit the patient; and

b 6¢1 RUDWRUNY!I GeqRYUWYUG! WgYWARBUWNRaq g6 JWGE
8. Given the connection of the AFRHP to entities with corporate sponsors, including

G6¢l G¢cHIJeqRHACTOWHY!I GYI ¢qRYUt AW6 Ys Wl RT Wa6 1JW9

of interest may arise as a result of competing roles (such as financial, clinical,

researchA WY N¢ URA¢ qRYUc¢ O AWET G RURY gl ¢ qR21IJAWY | WG |
9. With the clear agestratification regarding the risk of COVIBEL9, and children being

vulnerable to harms from pharmaceutical and nonpharmaceutical interventions,

did the Colleges prevent physicians from upholding their professional responsibility

q Y WsiuveJragividually and in collaboration with others, to improving health care

services and delivery to address systemic issues that affect the health of the patient

and of populations, with particular attention to disadvantaged, vulnerable, or

underservel WHY G G2 URqQRIJt we

CPSA Standard on Informed Conseftt
CPSA has a standard on Informed Consent whereby:

1. Wl PWRedc¢cqlT WaWaHWI Waet qW YHqe RUW ¢ W Ge qRWIUa

examination, assessment, treatment or procedure.
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2. W PINa2dGecqlT WaWGAW!I WYHaq¢ RURUNDWRUNY!I GUT weY Ut |
guardian or substitute decision maker must ensure the decision maker:
(a) is aware of his/her right to withdraw consent at any time;
(b) is free of undue influence, duress or coercion in making the consent decision;
(c) receives a proper explanation that includes but is not limited to:
diagnosis reached; advised interventions and treatments; exact nature
and anticipated benefits of the proposed examination, assessment,
treatment or procedure; common risks and significant risks;
reasonable alternative treatments available, and the associted
common risks and significant risks; and natural history of the condition
and the consequences of forgoing treatment.
ITTRqRYUc¢cO Wt eGGuWGWUqedWh ?2éf 9EWNSWNCEWAAS] E
outlines:
1. Voluntary consent : Patients must be free of compulsion, duress or coercion when
consenting to or refusing treatment.
2. Explicit consenta Wi 6 RGWWaq6 DWGEe qRIUqgkt WrHYUt WUqWaGce! W
necessary, e.g. when injecting vaccines or other drug$.
N6WW9AE We¢l T RgqRYU¢OG! WGYRUqgt WaqYWqdWWocecUel Re U
NeRT JWnY!l W9c¢cUcT ReUWAGS! +t RHRc Ut k dlWlcnnmRI GRUNWaG ¢
MROUWE et WHUHEYGUWE WHEY RAWEHHIGqUT WGl RUARRGIT 1J LW
of sound mind has the right to determine what shall be done with his or her own
body." Clearly physicians may do nothing to or for a patient without valid consent.
This piinciple is applicable not only to surgical operations but also to all forms of

medical treatment and to diagnostic procedures that involve intentional interference

with the person.

For consent to serve as a defence to allegations of either negligence or assault and
battery, it must meet certain requirements. The consent must have been voluntary,

the patient must have had the capacity taconsent, and the patient must have been
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properly informed. Patients must always be free to consent to or refuse treatment
and be free of any suggestion of duress or coercion. Consent obtained under any
suggestion of compulsion either by the actions or words of the physician or others
maybeno& Ut DUqWec qWe ddWwe U7 W6l InY!l WG ¢! WHIJW 2

During the COVIDB19 public health emergency, regulatory bodies, including
q61IJI0O9AE etO*8RHRqUT 1Ot RDURNRAc UqOncec Riel 13t 1O
adhere to the standard of informed consent.

This failure is evident in the coercive measures employed to ensure the uptake of novel
pharmaceuticals, including vaccines, which undermined the principles of voluntary and

explicit consent. Physicians were pressured to conform with mandates that did nallow for
individualized patient assessments or thehonouring of patient autonomy in medical
decision-making. This coercion directly contravenes the ethical requirement that consent

be free of undue influence, duress, or coercion, as stipulated in the CP$#tandards and the

9c¢Uc¢lT ReUW~NUT RACOWAI YqUWHRqRYUW NWUH! ¢kt WNe RT JORU

The Colleges placed physicians in a position where they were unable to
fully inform patients of the risks, benefits, and alternatives to novel medical
interventions, thus compromising the integrity of informed consent.

If physicians were to deviate from the imposed guidelines, they were threatened with
disciplinary action, including investigations, suspensions, and license removals. This not

YOG! WERUT I WT WGE! +t RAR¢ Ut Kk WE ARTO Rq! Woektbhdntdt G1J H q U
but also imposed the will of regulatory bodies over the professional judgment and clinical

expertise of individual practitioners. Consequently, the CPSA's policies during this period
represented a clear contradiction to the established profesgonal and ethical standards,

ultimately compromising the trust and efficacy of the physicianpatient relationship. It could

even be argued that the Colleges interfered in the patiefghysician relationship to the point

of the College inappropriately influencing patient treatment.



Chapter 2: Regulatory Bodies

CPSA Standard on Practicing Outside of Established Conventional Medicifie
The CPSA Standard outlines that a regulated member who offers a therapy thabvigside of

conventional medicine to a patient must practice in a manner that is informed by current
best-available medical evidence and upholds their professional, ethicgl and legal

obligations; always act within the scope of their practice based on their qualifications, skKill,
knowledge, and level of competence; and respect the autonomy of the patient in making
decisions about their health care, including choosing a therapy that is outside of

conventional medicine instead of, or in addition to, conventiomal medicine.

All patient assessments and diagnoses must be consistent with the standards of
conventional medicine and be informed by current bestavailable evidence. A regulated
member must: offer a conventional medical approach before offering any therapy outside
of conventional medicine; conduct a clinical assessment of the patient that includes taking
an appropriate patient history and performing/ordering any necessary diagnostic tests,
investigations or procedures that are required to establish a conventional diagrsis; offer
therapeutic options that are informed by current bestavailable evidence prior to offering
therapies outside of established conventional medicine; and counsel the patient, to the best
of their ability and knowledge, about the risks and benefitsof any diagnostic

testing/investigation or therapeutic procedure so the patient can give informed consent.

mBOYUGGHEUWAGWUqgel ' WeUT Wedaqll UcqR2VIWAaNT RERUUwWbIG I
healthcare approaches developed outside of mainstream or conventional medicine that are

used for specific conditions or overall welibeing."

 mOYUGGUUaGUWUqe!l ! witbnidmichal pricard ukded Lihbdhjinction with
mainstream conventional medicine.

9 m Gl U¢ qR 2 1Jm Hddnidimiahbl { chthpjémightayl the¥agy used in the
absence of mainstream conventional medicine.

T EGUI DRUNW6 I ¢GRIt wlWl UnIl+ WqYWaqdJl ¢ GRIJE W
with support from clinical research but currently lacking in rigorous, peereviewed

evidence to support their use.
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Contradiction/Inconsistency
The CPSA cited this standard when inappropriately interfering with individualized patient

care and intruding into the sanctity of the physiciarpatient relationship during the response
to COVIDN®HOWNGS Wt q¢ UT ¢ 1 T WYe qd RO Wahédeconikrtidrale H q RHR
medicine includes practices that are not included in widely accepted clinical practice
guidelines and can include complementary and alternative medicine and emerging

q6 1l ¢ GRIJt Ow

The Task Force considers the premise that there existed "widely accepted

HOIRURHC OIOGI ¢ HqRHENDION2 R 1J i-PVitdlinE@0mnYol HOq 6 1IJ10q | 1J¢
be unreasonable given that both the pathogen was novel, and the viral

evolutionary process resulted in ariants. Therefore, it was not possible for

q6 1l JqYHEe2IJIOHIIWJIUKE U! oy Dt qq¢ HGRY 6 DT roHY U2 13C

Even if it were to be accepted that guidelines for or against COVI® treatments were
mIt q¢ HIRY 6 T wlWe UT Wms RT WaG! WeBHWIGqWUT wAllgd 131 13WI 1J

Off-label use is a common practice in medicinge as many medications are shown to have

beneficial effects for conditions that are not initially identified at the time of initial approval

for use.”* Thus, it does not appear reasonable to describe the ofabel use of a welt

Jt q¢ HORt 6 0T WGG6¢cl GecHDeqRACTWEt WeUWPN+F¢caGaUWYn Wn
YnWadc¢eRUt gl DeawY!l WweYU2W0qRYUcOWAaWT RERUW W UYI
conventional complementary therapy.m

NS WDWHIGYH It qWwT Ut #I RGQRYUWAGRNSqWHWDWqYWHY UL RT 131 L
given the clinical research, which was ongoing worldwidéeluring the COVID19 pandemic,

as highlighted inothert DR qRY Ut WYnWqé Rt Wl WGY! qtOWNG DWW AE K4
Al cAqRARUNDW S 2 qt RT WWEY q¢c HG Rt 6T W9YU2WUqRYUC G W
HYUt RT I DT WnVYl Wet YWt 6Yedl WADWs Rq6RUWaq6JWGE! + R
peers and evidence to support its use for a clinical indication??If this is the case,physicians

should not have been prevented from providing personal and individualized care to their

patients, as the practice can fall within the confines of the preexisting standard and CPSA
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advice. The CPSAdirecting physicians not to prescribe a specific medication is

2UGI DHWT WUqUIT IOWNS 31 WWel WWn s Wt ARVJUgRNREWHRY UH
regarding an emerging therapy. Furthermore, all therapies should be considered at the

RUIT R2RT ecaGWal200AWHAHEt 1JTtHhstorilandltecirdrigadiebapk theltll G111 + Y |
condition, such that a benefitrisk calculation can be explored within the sanctity of the
physician-patient relationship. Moreover, even if thatisk-benefit calculation result ranged

from uncertain to harmful, thereremainsq 6 JWI PDhue R1 WG 3 Uqllq VY Wl 3t GUHQq
patient in making decisions about their health care, including choosing a therapy that is

outside of conventional medicine instead of, or in addition to, conventional medicineb

Warnings and Complaint Investigations

NSIWWNet ¢ W[ YI #IIJW W2RWIs T W ¢ qc¢ L @N WHYRIUH RGMALG I HA |
which shed light on how regulatory standards were enforced during the pandemic, noting

that many cases remain in progress as the complaint investigations areot yet resolved. As

before, the Task Forcenhighlightsissues relating to the physicians and the CPSA given their

impact on the trajectory of 0 HI1J| q ¢ k1P idhGgefTRe CPSA frequently references

both the HPAand the Canadian Medical Association Code of Ethie and Professionalism

(which the CPSA has adopted}®

Below are excerpts from a September 21, 202bnline CBC Newsarticle, including quotes
from the CPSA Registrar and Council Members, with clear negative framing towardtberta
physicians who were exercising caution regarding novel therapeutics, respecting the
principles of medical autonomy and informed consent, and raising concerns over the risks

and harms of nonrpharmaceutical interventions.”
Physicians and their actions were negatively framed in this article as:

f m2aUT VI GRURUND®wWg6 W Wt GYUt WY WaqéWWGe UT WA RH
f mIOKE W Yel #APIWYnWRUAI WT RAGUWNI 2t ql ¢ qRY UKW
 mRUq!l ¢ Ut RRUWUOqWT YHqY! t Ow
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An expert medical determination of a valid vaccine exemption, it was reported, might be
HYUOL RT 31 U7 W me At YieqWia! W RUECGGI YGI ReqUwll ¢t W G6
D+fJGGqRYUt wWRUWY 2HGWE Ws ¢! WY Wt t RI qdgé W 2 613t

NEDWmRAERYGIUINUW WNRY ql ¢l W?1 WOWEHYqaqW~H#x YT W ¢ RT U
0GRt RUnYl G¢qRYUW6¢ qgd JRI WHWGE¢2RY2 | WRY WHYUt RI
Physicians exercising their own right to medical autonomy and informed consent were

ml INRecUgwe UT Wadbec qumraYaGicec RUgt WeNEeRUY qllgd 3G Ws
q6 ! Wmel JWGe qaqRUNWGE qRIJUqt WRUWG ¢ | Orprotéidtive | LA LU
Jhue RGO 13U q lOw

The article suggested forthcoming threatening actions by the CPSA:

 mAUDNRzdGecqY!l t WagYWNWUaqlgYenNdWs Raé Wl YHRaqY! t OO
9 mOYOGaUNUWYNWAG! +t RER¢ Ut We U7 WE2 |-PO¥ T Wk e Il G
T mf Wg6RUL Ws W 6Yedl Waget JWGUYGHUWaqYLWgcet t WnVl
1 m» UY @6ulddilod Dr. lan Walker, pushed strongly for a warning to intransigent
T YRqYIt Wa6¢cqgd ! Ws RidWnew#IW ¢UrqRY Ut IOw
f b YHYT ! Wsc¢Uqt WqYWs RUT WeGcwWYUWaq6¢aqlt ¢ URqRY L
and stays with you for your entire career. "But has there even been anything that
sYeldl Wsé¢ll ¢cU0OqugéeqUWayY!l WWagdée UWt YGWWYnWgé R LW
He said,"You think about some of the other things that have landed people up on that
list, and they're actually quite a lot less significant in my humble opinion than what
we are talking about here."
T E20UWq6VYeNEWs W YWaget JWeHqRYUAWs JWOWWIT WaV
wanted it to be very clear, they were in support of much stronger actions in this area,"
~FAx WYT W ¢ RT Ow
T OYUGGGcRUqt WeNeRUY qWl YRRqQY!I t Ws 6 VYIWeHqR2IG! We
19 pandemic will be prioritized, says the College of Physicians and Surgeons of

GHIDI gq¢w
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BNEGUWOYaaNNWIWYnWAS! + RARc Ut We Ul WEa I NnWY Ut WYy
who6 ¢ 2 JWEc AqR21JG! W UT I G RUVI Wagd6 WGl Y2RURDKt W
BIOWIAY2 UFRROWAGIUNAGHDI +t WeUcURGYet G! Wt 2GGYI qUIT |
dlgqaqldl KKK

mpbhf Wb RUL Wad¢c qWGl + YOWHe OWU+FGUHqWqVY W6 ¢ 2 JWe
is likely that complaint would be followed by formal hearing,” McLeod said, adding

that is now happening in other provinces, which eventually will make it easier to

sanc RYUWI YRqYI t W6l Ye N6 W6 WWHYGOWINULY WEWJEI R
OUt eAt qc UqReqUT WHGTECRAOY WadcecqWGE! + RAR¢ Ut Ws 11
s6RHGWE 6 Yedl Wl Wt edqUWRUOWHAYG GG e RUqWI WGYI gt toU
will be encouraged to report other doctors whose practices or social media posts are
potJUqRcOG! WGe qaqRUNLW6IJWGe HiI RAWE qWl Rt t 10w L
mphf Ws Yedl Wedat YW PIEYAGGWUOT Wagé ¢ qWRnWe U WG 1I3aH
behaviour going on, report that to us as well so that we can take action.”

p~Hx YT W ¢RT W6 WWHYGGUNUWGEEt WaqYWNWUallgYenNE LW

[ 2] q611 GYI JDetONG6IWIO9AE WAUNRYI ql ¢l HRIGIRNI 1O
uHcat I 06 IJIORT Rt -REIORWIO! & UG @ €Ht KOG 1J¢ T q 6

CPSA Communication Example
gUWSHqYAHND! WNMNAW=ZMENAWqS6JWI9AE WRt + 2] WeWHYGA 2

actions to address the spread of COVIN® WG Rt RUnYl ¢ qRYULWHA! WG6! + RH

their guidance and expectations surrounding spreading COVHD9 misinformation and

inappropriate prescribing and issuance of vaccine and mask exemptions by physiciars.

The CPSA refers to the Canadian Medical Association, the CPSA, and provincial public

health as guidance for practice. The communication in full is reproduced below.

WOAE WRY W21 wrHYUOURARD!I UUJT WAH! Wad JWRUHI 1J¢t WWRL
EqcUT ¢l Tt WYnNnWAI ¢cHqREDAWq6 I W9¢cU¢cT ReOW~WVIT RH

Professionalism, and provincial public health measures in their handling of COVID
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19. Because we have seen a significant increase in the number of concerns
submitted, CPSA will be taking further action to address the spread of COUI®
misinformation, inappropriate prescribing and inappropriate issuance of vaccine

and mask exemptions byphysicians.

CPSA recognizes that most physicians are practicing safe, evidendsmsed
medicine, following public health measures and doing right by their patients. For this,

we thank you and are grateful for your efforts.

While these situations are expected to be rare, Part 3.1 of théealth Professions Act

provides CPSA the authority to conduct unannounced ossite clinic inspections to

HYUnRI GWeT 601 DURVDWaqYW9AE Kkt WEqe¢UT ¢! T4+ WYnw
reportedly breached. An onsite inspection may occur whery but is not limited toy

allegations arise of inappropriate issuance of COVIEL9 vaccine and/or mask

exemption letters, prescribing inappropriate interventions, such as ivermectin, for

the prevention and treatment of COVID19 and spreading of misinformation related

to COVID19.

f Ot GUEqRYUW! WGYI qt Ws Raa Wl Waql aROUVDWUOLF gt qld
Continuing Competence team, or to the Professional Conduct department in cases
where allegations of unprofessional conduct are supported. Should a physician
refuseanonsit WUIRUt GUARqRYUAWIAE W6c¢ct WagédWecaaqdbY!l Raq!

Bench for a court order to move forward with the inspection.

In situations where blatant evidence is present such as video recordings or screen
shots of social media messages where physicians publicly attack other physicians
and health professionals or egregiously spread misinformatioyn physicians will be

directly referred to Professional Conduct.

We understand this further action may be a cause for concern for some physicians
who are practicing good, safe and evidencévased medicine. This notice is not to be
interpreted a moratorium on the issuance of vaccine and mask exemptions, rather,

it is a raminder there must be a justifiable clinical reason for mask and/or vaccine
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exemptions, which should be well and clearly document in the patient chart.
Physicians know their patients best and we trust in your clinical judgment to make

the right, evidencebased decisions for your patients.

If you have questions or are looking for guidance, or if you wish to raise a concern

regarding COVIDB19, please contactcovid19@cpsa.ab.caOms

The publication further noted:

mMAG!t RERc¢ Ut Wel WWUYqWGU! Rl WaqYWGI It #I RA
against COVID19. Health Canada has not approved ivermectin for use in preventing
or treating COVIDR19, and CPSA supports thi€ Y+ Rq R Y U lOw

Based on the CPSA website reporting, there were 22 complaints related to COVID in
2021, and 29 complaints, in 2022

Deputy Registrar Susan Ulan published the following in the February Messenger 2022,

Medical Matters:

w9 AE  toeddadtetinine unannounced inspections of physician practices in the
Edmonton, Calgary, Central and South Zones. Inspections primarily involve a review
of patient charts and are conducted by two CPSA inspectors: the Infection Prevention

& Control Program Mwnager and a physician.

To date, five physicians have signed voluntary agreements to no longer offer
exemptions from COVID19 vaccination or masking requirements, or to prescribe or
recommend off-label use of drugs such as ivermectin to treat or prevent COVAIO.

Physicians who @ not voluntarily agree to these conditions are referred by the
?210Geq! WAUNRY ql ¢l Wed Wb WqYW9AE kt WO9YUGGHecRUQqg!
B2RT DURUDWgYW 2aGGYIl quwW2 UGl Ynldt t RYUcaWHYUT 2 #q

There are examples of threats of unannounced inspections from the other Colleges as well.

For example, the Alberta College of Denturists:


mailto:covid19@cpsa.ab.ca
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BECEWYNnRADI + WAYUT e #qWRUt GUHRqRYUt WaqYWT Ualdl
provincial legislation and enforces compliance with provincial laws through these

RUt GUHqRYUt Wet Ws WadWet wyl T 31+ AwWcuU0@dqRIJE AW

EnnlJHEagt IOYNI09 Vi dINIJ0? Rt HRGAFResponsetd HaqRY Ut OY U0 G AL q

Disciplinary actions undertaken by various Colleges during COVIIDO
profoundly influenced the trajectory of the healthcare response, impacting
not only those directly under investigation but also the broader community
of healthcare providers.

These actions, while purportedly intended to uphold professional
standards, often obstructed healthcare providers from performing their
duties in good faith.

College actions led to an environment where health professionals were either directly
restricted in their practices or chose to alter their approaches due to potential disciplinary

scrutiny.

The chilling effect was pervasive, instilling a climate of fear and caution that
deterred providers from utilizing their full expertise during critical times,
and seeking the optimal path forward.

The optimal path forwardrequires open scientific questioning and debate. Other Colleges

published messaging which appears to havehad the intention of instilling fear in their

members. (E.g, 99xfANLW] 2 RT ¢ URMdUERGEILY GIA&kHqY! WRUOW Y2¢
license to practice and was assessed $100,000 in fines due to her posting on social media

CHYz qWI Rt GI Y2UT WecUT WeUnY)2 0T UT W2RUJst wylwzeHARU

Moreover, the data underpinning the communications that informed these
disciplinary actions was notably onesided and lacked the rigorous due
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diligence that should accompany measures with such significant
implications.

The Task Force's review indicated that College communications often framed emerging
public health measures as having the imprimatur of scientific consensus when, in fact, they
were not universally endorsed within the scientific community. Many statements ere
presented without adequate referencing, and where references were provided, there was a
noticeable overlap, suggesting a narrow scope of scientific inquiry, as previously outlined
our data review of communications. This reliance on a limited set of refences and sources,
potentially introduced biases and diminished the capacity to critically assess important

viewpoints or evolving evidence.

Communications, formed by way of a foundationally flawed developmental process, were

then the basis of disciplinary actions. These communications i(e., /guidancesH) were

neither codified as "standards" nor "codes of ethics" as per thelPA nor were they reflective

of established norms. Furthermore, it appears that the Colleges deemed any information

that differed from what they determinedto be scientific consensus ¢ t WmBG Rt RUN Y G ¢ q
even ifthe information was or could be accurate. Onesuch h | 2 R HdJRibipssidhal

Al Ynit t RYU¢ O Rt O LddRnbhuhidaids (prievitibs [sofnle deliehsk of diversity of

opinion, but nevertheless contains various internal inconsistencies®

Notably, the CPSA suggested that COVHD9 public health orders were
RUnctodRHOWDetOcUT lOq6c qloy Gl Y2RT RUNKET 2RAEIJIOY I
encourages the public to act contrary to public health orders or
recommendations is not acceptable, as it puts almembers of the public at

| Rt t o CO

Such actions not only stifled the professional autonomy necessary for an adaptive response
during the health crisis but also led to the adoption of practices that may not have been in

the best interests of public health or patient care.
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Furthermore, having become aware that many qualified expert physicians,
the vast majority without prior College complaints, had concerns with the
scientific rigor of the communications, for what reasons did the Colleges
choose to take disciplinary actions against physicians rather than
independently assess the criticisms and concerns raised?

These actions by Colleges may indicate a systemic issue with the
regulatory framework, where compliance with emerging guidance,
irrespective of its evidential basis, was prioritized over collaborative review
and dialogue.

This approach may have compromised the principles of professional
independence and evidencebased practice, essential for maintaining
trust and efficacy in the healthcare system during a public health crisis.

The aboveapproach was not limited to the CPSA and included mangther health profession

Colleges. The Alberta College of Speech Language Pathologists and Audiologists

bi/b 9 Ex A b A fiibli¥HedidRrigdsagethdtthSicis~ 130 HIJ1 + We | W+ GUuaql
sRaqéW 9ExA WeTl 2R Y1 W qeqlalUqt OWf nW! Ye WWHE Y Yt
complaint could be filed against you. Further to this, there may be implications for your

professional liability insurance coverage and/o® 2 g ®HY G 13t WY #W¢ W6 3¢ 1 RUN IOw

It is HI eHRc OGO qYIOWU+FGuY!I DIOS6YsOq63t JIOyNeaRT ¢ UH
authoritative directives, contradicted the established standards and codes

of conduct discussed earlier in this report, further complicating the

regulatory landscape during a time when clarity amh flexibility were

paramount.

This examination underscores the need for a more decentralized, evidendsased approach
to formulating public health directives, ensuring they are grounded in robust

multidisciplinary scientific rather than constrained by rigid interpretation of emerging dta.
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This becomes especially relevant if Colleges attempt to position themselves as arbiters of

truth, issue directive communications and proceed with disciplinary actions.

Overall, it appears that disciplinary actions threatened and undertaken in relation to COViD
19 were predicated on communications with 1) concerning source overlap; and 2)
subjective, contradictory, and inconsistent interpretations of preexiting standards A
notable example of this is an April 23, 2020, statement made by CPSA Registrar Dr. Scott
McLeod:

mMAG!t RERc Ut Wt 6 Yedl WOYqWAWWI BaeraqcUqllqY WG Y

ITRnnRHz GqWaYWNYOaaVYs Wt YaOWHRYGGYUUUqt WYNnW9 A

always consider the individual circumstances and context if a complaint arises

during the COVD-19 pandemic. In an emergency situation, failure to meet standards

is not considered unprofessional conduct if a physician can demonstrate they took

caawl Vet YOecHOWWeHqRYUISWRU W6 WRI W WI 2 RAJ WY
NS WWAUNRY gl ¢l WHGECRAVT Waé¢ qllgd JWbL9AE Ws RGO LWE T35 «
AYUqU+qlowlWcVYs U201 AW q6 W 9AE kt WerHgqRYUL W1 WINE
measures on mask and vaccine exemptions, and offabel therapeutic restrictions,
contradicted this statement. Their communications attempted to make it impossible for

physicians to consider individual circumstances and context.

In another leading statement, theCPSA Rgistrar sought to emphasize that

waéldl el WoecaayYt qro0Ya DT REcGORYUT RqRY Ut tOq
complete exemption from initial COVID19 vaccination, implicitly

discouraging physicians from exercising nuanced clinical judgement by

performing anindividual risk and benefit analysis®

Regulators actively sought to intimidate, threaten, and discipline medical
professionals during and after the COVIEL9 public health emergency
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response, despite their efforts to provide the best care within the accepted
pre-existing standards of their respective professions.

Examples of these actions include issuing warnings, conducting complaint investigations,

and performing unannounced inspections.

The Colleges directed members to report colleagues to regulators and
actively pursued disciplinary actions against professionals for actions
completely within their scope of practice. Most actions for which
professionals were pursued by regulators during OVID-19 have now been
shown to be defensible.

Colleges not only failed to ensure the public was protected but negatively affected the
ql ¢ TUHqY! ! WYnHO fedpdhseqhy kattivklp 8iscduraging, preventing, and
weaponizing the decisionmaking process to account for emerging data, including the
identification of harms to Albertans. This environment impacted the trust between
healthcare providers and regulatory bodies, with potential longerm consequences for

professional autonomy and patient care.

Non-Traditional Therapy
A specific note on disciplinary actions related to nortraditional therapy was identified in

Schedule 21:5 of theHealth Professions Act

u?1t GRaqUcU! g6 RUNIORUIO g6 Rt IO HaaqetlOctOl UNa ¢
unprofessional conduct or of a lack of competence solely because the

regulated member employs a therapy that is noitraditional or departs

from the prevailing practices of physicians, surgeons or osteopaths unless

it can be demonstrated that the therapy has a safety risk for that patient that

Rt roe Ul 3¢t YUCHT! ORI e qldl KOgqé6 ¢ Ukog 6 ¢ g KoY n KOaq 6 1J HOa

There has been notable discouragement and threats by the Colleges against the use of off

label treatments. This was facilitated through the issuance of "guidance,” "advice," and
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"statements” which were directed to physicians without undergoing the standard

amendment processes such as public comment, feedback, or Council approval.

It may be that a considerable number of physicians were unaware of the protective
stipulations outlined in Schedule 21 of the HPA. Consequently, many physicians ceased
prescribing out of apprehension of potential disciplinary actions. Those who persistedi

such prescriptions faced formal investigations or the looming threat thereof, sometimes
amplified by media involvement. This climate of scrutiny likely deterred other physicians
from prescribing, even those who were persuaded by emerging evidence that guorted

such treatments. For physicians entangled in these complaints and investigations, the
process itself often served as a punitive measure. It is likely that physicians, overwhelmed

by the ordeal, chose to resign and relinquish their practice permits.

It is imperative for physicians still under investigation to be made aware of
the provisions in Schedule 21, which crucially shifts the burden of proof to
the accuser to demonstrate that a therapy like lvermectin presents a
greater safety risk than the tréitional or prevailing practicesuy, a significant
challenge given the novel nature of the pathogen and its variants.

COVID-19-Related Disciplinary Decisions
The Task Force takes note that COVID9 complaint investigations against medical

professionals may be ongoing or have been resolved without publication. The following

examples of denote disciplinary decisions related to COVIEL9:

1
1

CARNA. January 4, 2022. DISCIPLINARY COMPLAINT RESOLUTION AGREEMENT.
CNDA, October 17, 2022. DECISION OF THE HEARING TRIBUNAL OF THE COLLEGE
OF NATUROPATHIC DOCTORS OF ALBERTA

CNDA, May 26, 2021. DECISION OF THE HEARING TRIBUNAL OF THE COLLEGE OF
NATUROPATHIC DOCTORS OF ALBERTA.

ACO, undated. DECISION SUMMARY .

CCA, July 4, 2022. AGREEMENT AND UNDERTAKING.
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Recommendations for Protection against Weaponization of Disciplinary Processes
It is imperative to develop strategies to protect healthcare professionals from the

weaponization of disciplinary processes. This section outlines recommendations aimed at

ensuring disciplinary actions are fair, evidencebased, and conducive to a healthy

professional environment that encourages scientific discourse and patiententered care.

1. Establish Clear, Evidence -Based Standards

Codification and Transparency . Ensure that all guidelines, advisories, and
communications from regulatory bodies are codified following a transparent process
that includes public consultation. This will prevent adhoc directives that may lack
rigorous evidence and clarity.

Periodic Review. Implement a system for the periodic review of standards and
guidelines to incorporate the latest scientific evidence and address any emerging
concerns from the healthcare community.

Decentralize Decision -Making

Local Committees. Form local committees comprising practicing physicians,
ethicists, and patient representatives to review complaints and disciplinary actions.
This decentralization will ensure decisions are made by those with direct
understanding and experience of clinicarealities.

Appeal Mechanisms. Strengthen appeal mechanisms to allow healthcare
professionals to challenge decisions made by regulatory bodies. These mechanisms
should be independent and have the authority to overturn or amend decisions based
on comprehensive reviews.

Protect Professional Autonomy

Support for Non-Traditional Therapies. Reinforce the protections provided under
Schedule 21 of the Health Professions Act. Physicians should be informed and
assured that employing nontraditional therapies, when evidence suggests they are
safe and potentially beneficial, will not be deemed unpofessional conduct without

substantial proof of higher risk of those therapies.
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Respect Clinical Judgment. Encourage regulatory bodies to respect physicians'
clinical judgment, especially in unprecedented situations like a public health
emergency. Guidance should allow flexibility for individualized patient care.

4. Enhance Scientific Rigor and Diversity
Diverse Sources. Regulatory bodies should consider a diverse range of scientific
sources and viewpoints when formulating communications to avoid bias and ensure
a comprehensive understanding of evolving evidence.
Independent Reviews. Prior to issuing any disciplinary actions related to emerging
therapies or practices, conduct independent reviews by panels of experts not
involved in the initial complaint. This will add an additional layer of scrutiny and
fairness.

5. Foster Open Scientific Debate
Encourage Dialogue. Create forums and platforms where healthcare professionals
can discuss and debate emerging evidence without fear of retribution. Such dialogue
is crucial for advancing medical knowledge and improving patient care.
Whistleblower Protections.  Strengthen protections for physicians who raise
legitimate concerns about public health measures or emerging therapies. These
protections should ensure that whistleblowers are not subjected to retaliatory
disciplinary actions

6. Improve Communication and Education
Training Programs. Develop and mandate training programs for regulatory body
members on the ethical and professional standards related to disciplinary
processes. This training should emphasize the importance of evidenebased
practice and the need for due process.
Transparent Reporting. Ensure that the rationale behind disciplinary actions is
transparently reported and communicated to the public and healthcare
professionals. This transparency will build trust and accountability.

7. Safeguards Against Biased or Politically Motivated Disciplinary Actions
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Identification and Consequences. Establish clear criteria for identifying
disciplinary actions that are driven by malincentives, vexatious intent, bias, or
political motivations. Once identified, such actions should be subject to stringent
review and possible annulment.

Accountability Measures. Implement accountability measures for individuals or
entities that are found to misuse the complaint process. This could include
sanctions, fines, or other disciplinary actions against those who initiate complaints
with malicious intent.

Protective Legislation. Advocate for protective legislation that shields healthcare
professionals from disciplinary actions that are not based on solid evidence care
motivated by external pressures. These reforms should include clear definitions of
what constitutes unprofessional conduct and ensure that disciplinary actions are
proportionate and justified.

Support Systems. Provide support systems for healthcare professionals who are
targeted by such disciplinary actions. This could include legal assistance,
counseling, and advocacy services to help them navigate the process and protect
their professional integrity.

Training for Reviewers. Develop comprehensive training programs for those
involved in the review and adjudication of complaints to recognize and mitigate

biases, ensuring a fair and objective process.

The recommendations outlined above aim to create a balanced and fair disciplinary process
that protects healthcare professionals and encourages a practice environment rooted in
scientific inquiry and patient-centered care. By implementing these strategiesregulatory

bodies can maintain high professional standards while fostering a culture of trust,

autonomy, and continuous improvement in healthcare.

The Task Force takes note o& recent positive development related toprofessional
discipline where the Alberta Court of Appeal has significantly changed the approach to costs
orders in professional discipline cases. InJinnah v Alberta Dental Association and College

2022 ABCA 336, the Court set aside an order for a dentist to pay $37,500 in investigation and
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hearing costs and referred the issue back to be reconsidered using a new framework. The

9Yel quWl Ut #I RAWVT We¢ WUWs WwnGl Wt 20 GqRYUwWad ¢ qlimssa qé
with the privilege and responsibility of seHregulation unless a registrant ha committed

serious unprofessional conduct, is a serial offender, has failed to cooperate with

RU21IJt qRNDcaqVYIl + WYl Wect WIBNecNIT WRUWSEWe I RUNWGRY #H

Conclusion and Recommendations
GHUI q¢ckt WE6Wectaq6WGI Ynidt +t RYUY WI INeaidc¢ q¥ehgthlnl ¢ a1J
distance from government and stakeholders, while ensuring the public's protection and

preventing undue influence over health professionals.

Did regulatory bodies meet the high standards expected of them, to uphold professional
RUqUNI Rq! We Ul WG YqUARQWGz2 HIRAHWG Wecdq6 WT 21 RUNWE

health care system?

For the many reasons outlined in this chapter, regulatory governance failed
during the COVIDB19 pandemic.

T 6RONW GHWI qé¢kt WOYGaWNIIt Wyt quU0t RAG! WGI Y2 RT T LW
it followed external directives from the CMOH and did not appear to undergo internal review

or due diligence. There is a notable lack of transparency in how Colleg reviewed and

validated external data they used, if at all. Merely using recommendations from bodies such

as AHS, AH, or Health Canada does not demonstrate that Colleges conducted independent

and thorough reviews of the underlying studies and data theseecommendations were

based on.

N6 Rt WIWT WagYWeWrHIUq! ¢ G RARUDNDLWN Y1B retpdhspéndtanllak Y Ut q |
narrow range. As a resultmeasures implemented were inaccurately represented, not as

efficacious as claimed, and lacked proper consideration of potential harms. Moreover, the
OYuaNUNWt bWRUCHRIORq! WaqYWwWaYUt RT I Weaqldl UecqR21IJt W

limited the scope of the response.
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The lack of transparency in how or if the Colleges reviewed and validated
the external data they used is concerning.

The absence of detailed descriptions of the methodologies used for data analysis and
decision-making in the documents reviewed makes it challenging to assess whether due
diligence was adequately performed. For regulatory changes that have significant imptsc
on public health and professional practices, it is critical that each step of data review and
policy formulation be well-documented and publicly accessible to uphold the standards of

transparency and accountability.

Threats and disciplinary action further constrained health professionals
into a narrow band of COVIEL9 responses acceptable to healtlregulators.
This stifled critical thinking and limited the ability of professionals to
consider alternative perspectives and approaches. As a result, the
potential range of effective solutions was curtailed, and harms not given
due consideration.

It appears thatAlberta Colleges were not sufficiently independent fronthe
CMOH or provincial government. The Alberta College of Combined
Laboratory and Xray Technologists explicitly admitted this in their
communication regardingvaccine hesitancy.*

m tW2eHARUECqRYUY Wel JWIt q¢c HIRY 60T WGe HIRALWG |
TRt et DaWs Wl WHPVR2VIT WHGWIE! WTI RI JAHqRYUOWNI YOl
role in vaccination promotion and vaccination hesitancy. As our mandate is to

protect the publi RAWRUq 1 Ut qAWRqWRY Waé WO YO GUINWIkt WI
recommendations and prevent antivaccination messaging from being promoted by

Yel WANUNRY ql ¢ Uqt O



Chapter 2: Regulatory Bodies

This position fails to recognize that novel vaccine technologies may not have the same
H6c¢cl ¢Rql Rt qRHY Wet WGl W2RYet Wt qc HIRY 6 JT wlIGI ¢

that public health recommendations may not be infallible.

The failure to critically assess or openly discuss the limitations and counterpoints within the
scientific debate surrounding COVID19, points to a shortfall in the regulatory standards
expected. Without thorough internal review and rigorous analysis of da, these regulatory
bodies risked making policies that were too rigid or not adequately tailored to the unique

circumstances of individual healthcare providers and their patients.

Overall, the direction provided by many of the Colleges led to a reduction in
the proposed range of solutions, without due consideration of harms, and
likely resulted in various harms to patients and the public as outlined in this
report.

The Task Force found the way COVAI® emergency response data, information, and
Gttt ¢eNRUNWs DI W I236YGUT We UT WG YGENeqIT Ws ¢t We

and is an ongoing concern.

When a few centralized entities are at risk of capture by special interests, it
can result in the implementation of biased policies and measures in
response to public health emergencies like COVIEL9. The immediate and
long-term effects of this institutional capture may go unrecognized and
underappreciated.

In review of the COVIBL9 Health Emergency Response, it has become increasingly evident
that a decentralized approach to decisioamaking and information dissemination, along
with increased transparency and independent review of data, would have been beneifal in
preventing the centralization of power and ensuring that diverse perspectives and evidence

were considered in shaping public health policies and guidelines.
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The overcentralization issue appears to be particularly relevant to Alberta
9 YddunNIt-18 com@uhitatons.

The Task Force recognizes that human progress requires that we learn from our mistakes,

and with humility take the necessary steps to improve. This is report is incomplete in that

1. looking back, there remain many areas that require formal inquiry; and
2. looking forward, there are many preliminary recommendations with critical need for

exploration.

Many, like the @VID19 Assembly, were among those early to suggest areas for
improvement.®* Excerpts from their recommendations are applicable to various aspects of

the Global Health Emergency Response, including to our own local regulatory body actions.

X Rt JWq6 IR WAL YeT Wet t 3ttt aR00qaWl GHDI qckt iHO YO aunl
harms of nonG6 ¢ | G ¢ A2 qRHCGWRUqUI 2 30qRYUt Als I DWHEYGC
essential freedoms of large swaths of the population, many of whom will suffer long term
consequences.k WUNG Rt Wt 6 Ye GT W 131 2 IJWE t ki G a2 1Y W09 RUd I &RaJF d
¢cUT Wagéeqlbnidée!l We Ul WRt Y thiodin 81 shouéd bdbiitedRiidrd aldyinglLR U Waq ¢
parent's bedsidew Wa 6 JWe 2 q6 Y1 + W gl 3+ JT OWWNG ! Wet t 3T Waé
clsc¢c!t WeHaqWsRa6W6EadecURq! OWWNSGIIWRNet ¢t W[ YI #IIWE
comprehensive public inquiry and balanced public debate. We need to examine every

aspect of the resppnse to COVIDN @ A WRUHG 2 T R U N Wq Gddulhtory Bodlies! 1J+ WY n
Their actions affected the trajectory of 0 H I3IC@IR19 response,impacting various

sectors of society, from health to the economytOLUN 6 JWN ¢+ t W[ YI #UIWRYUH2 1 |
hold those responsible for mistakes to account and ensure that they do not happen again,

as this will not be the last time we face a threat from an infectious disease. Experts need the

freedom to challenge bad polff R 1IJt O

Regulatory bodies should not have the power to stifle scientific inquiry and
debate.
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Swederk &pptoach to Covid-19resulted in better outcomes across many areas. Healthcare
provision in Sweden follows a decentralized model, where the primary responsibility rests
with the regional councils and, in some instances, local councils or municipal governments.
Sweden is geogaphically divided into 290 municipalities and 21 regional councils. The
decentralization of healthcare services is governed by th&wedish Health and Medical
Service Act®? The central government's role is to establish overarching principles,
guidelines, and set the political agenda for health and medical care. The National Board of
Health and Welfare (Socialstyrelsen) operates as a government agency under the Ministry
of Health and Social Affairs. It is tasked with compiling information and developing
standards aimed at ensuring optimal health, social welfare, and the delivery of higguality
health and social care services across the entire population. The National Boardiso

regulates licensure and registration.

Sweden's crisis management system is founded on three core principles: Responsibility,

Similarity, and Proximity%

1. Responsibility stipulates that the entity or authority accountable during normal
circumstances maintains that responsibility during a crisis.

2. Similarity refers to activities during a crisis should ideally mirror those under normal
circumstances.

3. Proximity underscores that crises should be managed where they occur, primarily by
the most affected and responsible entities, such as municipalities or regions. State

intervention occurs only if local resources prove inadequate.

Sweden's constitutional framework prohibits the declaration of a state of emergency, and
fundamental civil liberties can only be suspended during times of war. Public health
emergencies are governed by ordinary law, rendering it legally impossible to enfergeneral

guarantine or lockdown measures. Politicians in Sweden are unable to usurp the authority

of the PHA
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From a broad perspective, the Task Force recommends that to correct the failures of over
centralization, Alberta should closely examine the three core principles oResponsibility,

Similarity and Proximity for crisis management.

Preliminary Recommendations

The Task Force's idepth review of the regulatory framework governing the Colleges in
Alberta has led to identification of several areas for improvement. These preliminary
recommendations aim to address the shortcomings and failures observed during the

COVID-19 public health emergency response.

1. Decentralize Decision -Making and Information Dissemination: Empower local
committees comprising practicing physicians, ethicists, and patient representatives
to review complaints and disciplinary actions. This decentralization will ensure
decisions are made by those with direct understanding and experience of ciical
realities.

1 Strengthen appeal mechanisms to allow healthcare professionals to
challenge decisions made by regulatory bodies. These mechanisms should
be independent and have the authority to overturn or amend decisions based
on comprehensive reviews.

2. Enhance Transparency and Accountability: Codify and make publicly available the
process for developing guidelines, advisories, and communications by regulatory
bodies. This transparency will prevent aehoc directives and ensure that regulatory
bodies are accountable for their actions.

1 Implement a system for the periodic review of standards and guidelines to
incorporate the latest scientific evidence and address emerging concerns
from the healthcare community.

3. Protect Professional Autonomy and Patient -Centered Care: Reinforce the
protections in the Health Professions Act, allowing physicians to employ non
traditional therapies, especially when evidence suggests they are safe and

potentially beneficial.
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1 Encourage regulatory bodies to respect physicians' clinical judgment
especially in unprecedented situations like a public health emergency.
Guidance should allow flexibility for individualized patient care.

4. Foster Open Scientific Debate and Whistleblower Protections: Create forums
and platforms where healthcare professionals can discuss and debate emerging
evidence without fear of retribution. Such dialogue is crucial for advancing medical
knowledge and improving patient care.

1 Strengthen protections for physicians who raise legitimate concerns about
public health measures or emerging therapies. These protections should
ensure that whistleblowers are not subjected to retaliatory disciplinary
actions.

5. Enhance Scientific Rigor and Diversity: Encourage Regulatory Bodies to consider a
diverse range of scientific sources and viewpoints for communication development
to avoid bias and ensure a comprehensive understanding of evolving evidence.

6. Improve Communication and Education: Develop and mandate training programs
for regulatory body members on the ethical and professional standards related to
disciplinary processes. This training should emphasize the importance of evidenee
based practice and the need for due process.

1 Ensure the rationale for disciplinary decisions is transparently reported and
communicated to the public and healthcare professionals. This transparency
will build trust and accountability.

7. Safeguard Against Biased or Politically Motivated Disciplinary Actions: Establish
clear criteria for identifying disciplinary actions that are driven by maincentives,
vexatious intent, bias, or political motivations. Once identified, such actions should
be subject to stringent review and possible annulment.

1 Implement accountability measures for individuals or entities that are found
to misuse the complaint process. This could include sanctions, fines, or other
disciplinary actions against those who initiate complaints with malicious

intent.
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1 Conduct independent reviews by panels of experts not involved in the initial

complaint process. This will add an additional layer of scrutiny and fairness.

By implementing these preliminary recommendations as well others detailed throughout
this report, the regulatory frameworkgoverning the Colleges in Alberta can be strengthened
to ensure that College processes are fair, evidencdased, and conducive to a healthy

professional environment that encourages scientific discourse and patientcentered care.

Call for Further Inquiry
Comprehensive review of the regulatory framework governing the Colleges in Alberta has
identified several areas requiring further inquiry to ensure lessons are learned and
ROGI Y2UaUUqt WaceT DWaVYW GHUI q¢ckt WGe HIRHLWGEWIC G qb U
include:
1. External Influences on Regulatory Bodies:
Initiate an inquiry into the sources of external influence on regulatory bodies,
including funding sources, partnerships, and collaborations, to assess their impact
on decision-making processes and policy development. This should include the role
of external stakeholders, such as pharmaceutical companies, in shaping public
health policies and guidelines.
2. Regulatory Capture and Conflicts of Interest:
Perform a detailed analysis of the mechanisms that can lead to regulatory capture,
including the appointment processes for regulatory body members, to identify
potential vulnerabilities and areas for improvement. An assessment of the current
policies and procedures in place to manage conflicts of interest among regulatory
body members, including their effectiveness and potential gaps is needed.
3. Transparency and Accountability:
Review the current transparency measures in place for regulatory body decision
making processes, including the disclosure of meeting minutes, agendas, and

conflict of interest declarations. Conduct an examination of the effectiveness of
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current accountability mechanisms, including complaint procedures and appeal
processes, to identify areas for improvement.

4. Professional Autonomy and Patient -Centered Care:
Initiate an investigation into the impact of regulatory body actions on professional
autonomy and patientcentered care, including the effects of disciplinary actions on
healthcare professionals' ability to provide individualized care.

5. Open Scientific Debate and Whistleblower Protections:
Examine the current mechanisms in place to facilitate open scientific debate and
discussion among healthcare professionals, including the role of regulatory bodies
in promoting or hindering these discussions. Strong protections should be
implemented to protect whistleblowers.

6. Scientific Rigor and Diversity:
Study of the current processes in place to ensure the scientific rigor and diversity of
regulatory body decisionrmaking, including the use of independent review panels
and the consideration of diverse scientific perspectives. This should include the
policies surrounding novel therapies and interventions.

7. Review of the "Substantially Equivalent” Directive:
A critical examination of the "substantially equivalent" directive and the potential
consequences of this directive on the provision of higlguality healthcare services in
Alberta.

The Task Force recommends a formal inquiry and analysis be conducted in theaed other
areas outlined in this report to ensurdhat lessons are learned, and improvements made for

any future public health emergency response.
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Executive Summary

TheTask Force conducted a comprehensive analysis of COVIEL9 modelling and decision

making processes in Alberta.The models used during different periods of the pandemic
were reviewedand their strengths and limitationsidentified. TheTask Force emphasized

the importance of conducting sensitivity analyses, validating models with realvorld data,

and continuously updating models and assumptions based on evolving evidenc&he Task
Force recommends using models as tools to inform decisionmaking rather than relying
solely on their outputs. Alberta used mathematical modelling to guide decisiormaking,

considering worst-case scenarios and realtime forecasts for infections and acute care
admissions. The Task Force found that early COVID-19 modeling scenarios were not
accurate but saw improvements in late2020. Modelling data gaps were also identified,

highlighting the need for more accurate forecasting and planning. Overall, th&sk Force's

findings underscore the challenges of developing models in reatime and the importance of

usingthese tools as one source of informationamong othersin decision-making.

1 The Task Force conducted a comprehensive analysis of COVIEL9 modelling and
decision-making processes in Alberta.

1 The strengths and limitations of the models used during different periods of the
pandemic were reviewed

1 The sk force emphasizes the importance of conducting sensitivity analyses and
validating models with reatworld data.

1 Continuously updating models and assumptions based on evolving evidencés
recommended.

1 Albertaused mathematical modelling to guide decisionmaking, considering worst
case scenarios and realtime forecasts for infections and acute care admissions.

1 Collaboration with universities and transparency in model communication were

emphasized.
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Early modeling scenarios were found to be inaccurate, but improvements were seen
in late-2020.

Data gaps and the need for more accurate forecasting and planning were identified.
The Task Force recognizes the challenges of developing models in riahe and
stressed the importance of using them as one source of information in decisien

making.



Chapter 3: Modelling

Introduction
The Purpose of Modelling COVI29

Throughout the pandemic, policy makers from provincial and federal levels, including
organizations such as PHAC, used modelling to help guide decisions. Public health has a
long history of using epidemiological (i.e., mathematical/simulation) models for a variety of

purposes, including:

1. To gain an understanding of infectious disease dynamics,
2. To predict future health care needs to ensure sufficient capacity, and

3. To fill in for missing reaiworld data.

For COVID19, well-known modelling applications have been used to generate possible
worst-case scenarios® shape decisions around major interventions such as mixing in
public, ¢ testing,®” planning for the deployment of public health resources® and to infer key

epidemiological parameters describing how the epidemic might manifest in different
settings.®® These different purposes shape decisions about model complexity and
approach, the level of precision required of model results, and the extent to which modelling

conclusions will generalize to different situations or questionst®

In April 2020, Alberta's decisioamaking body called the PICC/EMCC made use of

mathematical modelling to help guide decisions around the use of NPIs.

In general, mathematical models are used to try and understand how people move between

three main states, and how quickly. Individuals are either classified as:

1 susceptible to infection (S);
1 have become infected and are infectious (I);

9 and then either recover (R) or die.

Those who have recovered are presumed to be immune to a certain pathogen and can no

longer pass on the infection, if reinfected.
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Figure 1. Schematic (non-0 ¢ q6 3G ¢ qRHEC O b WT RE NI ¢ O W¥n We W RA GO JLWBLET A
infection rate recovery rate
Susceptible Infected Recovered

becoming recovering
infected

Population

The simplest models (such as the "SIR" model in Figure 1) make basic assumptions about
population dynamics. One example is that everyone has the same chance of catching the
virus from an infected person because the population is perfectly and evenly mixedhis
assumption implies that, on a provincial scale, someone in Fort McMurray is equally likely

to encounter someone else from Calgary, Oyen, or Lethbridge.

However, these models can vary widely in complexity depending on the circumstances
surrounding a particular pathogen (e.g., whether there's a long latent period, or if infection
confers long-lasting immunity) or the characteristics of a particular populaton (e.g., the
immunosuppressed, aged cohorts). Moreadvanced models might subdivide people into
smaller groupsy by age, sex, health status, and so oy to represent who meets whom,

when, and in which places.

Each of these descriptive states represents a conduit by which one might attempt to affect

qélWHY2 !+ JWYnWec UWWGRT DGRHIWOW[ YI WU+ cadGiNAWGI Y2
OUT RAECO Wl Weqad WUqWRY W 3t RNUWIT Wa VY Wa Yagory atf Un 1JH q
cWwl cqlWlnet qll WgéecUWmUeqel ¢lmwlWlll IEY21I1 ! OW[ Is 131 L

infections generated.

The COVIDB19 pandemic saw a significant increase in the use of epidemic modelling and
simulation, with some key differences compared to previous potentially largescale

infectious disease events:
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1. Increased scale and speed of model development: the imperative to urgently slow
the spread of SARSCoV-2 resulted in rapid, largescale model development world
wide. Researchers scrambled to incorporate new data from other countries and
interventions.

2. Primary focus placed on NPIs: models heavily focused on simulating the impact of
public health measures like closing businesses and schools and contact tracing.

3. Increased scrutiny and public awareness: due to the widespread focus on COVID
19, the results of these models were highly scrutinized by scientists outside of the
Gl Y 2 RUH 1J k-rhaltihglar e puiicl This led to a greater emphasis on model

transparency and communication of limitations.

The failure in epidemic forecasting is an old problernt?

Previous Poorly Predicted Health Events
The reliability of simulation models to produce accurate forecasts, in previous health

events, has varied across different locations and overtimg. Y| W YOG D WIJI+ GUJI gt Allqgé
DGRT DGRHWNY!I UAHct qRUNWRY We UWYOT WGI YAGIJG w4l ¢+ WO

makers.1%
Three prominent examples from the United Kingdom are:

1. Modelling for swine flu predicted between 3,000 to 65,000 deaths in the UXK.Only
457 deaths occurred?!®
2. Inaccurate models developed in 2001 by epidemiologist Neil Ferguson and
associates to predict the spread and impact offoot-and-mouth disease in the U.K.
were subsequently questionedin 2006, challenging why nearly 10 million animals
had to be slaughtered?°®
3. Predictions for bovine spongiform encephalopathy biIBSEb gpopularly known as
mGcel WHYs mlWl Rt Wt Wb WIFGUHEHqUIT WOKU HOWT 1Jé&%q 6t WHY
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The minimum estimate for these predictions was 50 deaths a number more aligned

with the final count of fatalities.

Obtaining a glimpse of the future may work in idealized, isolated
communities with uniform populations, not the complex current global
world.%

The variability in the accuracy of forecasting, in different geographical locations, can be

affected by:

1. Local transmission trends;

2. The size and density of the population;

3. The quality and availability of data used to inform the models. Imperfections in
surveillance data, delays in reporting, and limited availability of higlmesolution data
can all affect the performance of a model; and

4. The assumptions and methodologies used in the models, be they mechanistic or

statistical.

What Was Done
How Modelling Was Used by Alberta for COV4DO

As confirmed by the Department of Health to the Task Force, there were many different
sources of information put forth to the PICC/EMCC for consideration in responding to
COVID 19, epidemiological models were just one source of information. Many PICC/EMCC
decisions, particularly in early 2020, used mathematical models to look into the future.

Several were developed for different purposes:

1. The infectious disease models provided projections %6 weeks into the future under
a variety of transmission (which included the use of NPIs), SARSV-2 variant, and
vaccination scenarios. When needed, the models were developed in collaboration

with the University of Alberta and York University.
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2. Models developed by Treasury Board and Finance produced retine, two-week
forecasts for daily infections and acute care admissions using econometric methods
based on previously observed values of acute care admissions and its covariates; as
well as

3. Uwpel da!'wWscl URUNDWY 't qU0 Wel ET Hews fdiechstd bf LUR U q 1J |
non-ICU and ICU bed requirements. The EWS projections were created using a
combination of statistical models and public health factors, which were
automatically adjusted over time to reflect current information regarding the COVID

19 pandemic.

Data Reviewed

~YT WDaaRONDW GHWI q¢ckt WOUNnYdHl RUNWEGRIT WG RH
Infectious Disease Modelling

In March 2020, theProvince's modelling efforts saw Alberta Health generate three scenarios

based on a combination of empirical data from Italy, France, the United Kingdom, China,

and preliminary data from Alberta.

At the time, Alberta data sources included confirmed cases, probable cases, deaths,

current hospitalizations, number of patients in the ICU, tests performed, and people tested.

Each scenario contained slight differences in the assumptions concerning the infectivity of
SARSCoV-2, the degree to which Albertans mixed with one another, and the frequency of a

severe outcome (i.e., hospitalization or death) once a person was infected.
The three Alberta scenarios were outlined as follows:

1. Probable Scenario: For every case, 12 more people are infected. This scenario was
deemed comparable to the growth of SARE0V-2 seen in the UK based on the
interventions they had implemented. The belief at the time was that because of early
and aggressive interventions tdimit spread, this was the most likely scenario for

Alberta.1%®
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2. Elevated Scenario: For every case, 2 more people are infected. This scenario is
comparable to the more rapid growth of SARE0V-2 cases initially seen in China's
c2aHURWAI Y2RURBRUKOWAGc¢UURUNWNY!I Wq6Rt Wt ®#IUCI
responsible given the catastrophic im@cts should the health system become
Y2101 561300 1T Ow

3. Extreme Scenario: For every case, 3 more people are infected. This scenario
assumed limited and late interventions to show what would have happened if Alberta

did not undertake early and aggressive interventions to limit spread.

These analyses also estimated that Alberta was likely to experience a peak in the number of
infections around early- to mid-May, followed by a decline into late summer 2020 (see Figure
2 below). Ultimately, the output from these scenarios oveestimated the extent of SARS
CoV-2 infections, and COVID19 hospitalizations and deaths (see Table 1). In almost all
circumstances, relative differences between observed Alberta data and model estimates

were orders of magnitude apart.

Peak (nonrICU) hospitalizations from initial epidemic models were 1068%
to 1329% higher than what was observed.
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Figure 2. Modelling scenarios presented on April 8, 2020. Each of the three scenarios
displayed are outlined in more detail above. *°

80,000 Extreme
Mid-April peak
70,000 [ 1,600,000 total infections peak in
From 16,000 to 32,000 total deaths

60.000 |-
w
2 Elevated
& s0.000 | evate
o Early May peak
A 40,000 1,060,000 total infections
g From 500 to 6,600 total deaths
O

30.000 |
= Probable
- oL Mid-May peak .

800,000 total infections
10.000 | From 400 to 3,100 total deaths
O 1
Mar 14 Apr 8 May 3 May 28 Jun 22 Jul 17 Aug 11
Days

Table 1. Modelling scenarios presented on April 8, 2020. ** Each of the three scenarios
displayed are outlined in more detail above.

§aqHYOG| Al YHCHE EGN2C¢ q] Efaql JG|8HI I Ht Yieq
bl 2 1 FOWA I

NYgqeé¢dll YMMAM NAMIMA NAZIMMAN NOTHIN IMZAPT

f OnlJfq

AJct WD| TOdEtMM N A MrdNALE 0° >0 S TMIO T

Alet Wf| Z=znNAMN| OTHEIN= o) = = MINALE M

NYqc¢awWw NMNMUAN|] PMNILIAS M NI AMOMEANM =NMM| NINAAY X

" Point estimate copied from Alberta Health for period March 14 to August 11, 2020

Y8 A U 20T mWRUNWAqRY U Ws W1 WWHecOH20ecqUT WAH! WdedgqRGH! RUNWHzGad¢a
2020, to cumulative case counts in Alberta (ending August 11, 2020); cumulative seroprevalenees linearly

interpolated to align with the case counts between March 14 to August 11, 202(@harlton, C. L., Nguyen, L. T., Bailey, A.,

Fenton, J., Plitt, S. S., Marohn, C., . . . Tipples, G. (2021).-Recine Positivity of SARE0V-2 Antibodies in Alberta,

Canada during the First Two Waves of the CO\U® Pandemic. Microbiology Spectrum, 9(2)

“Interval estimates for peak in earlyMay (Elevated) and Maylune (Probable) 2020

$N/A = Hospitalization scenarios were not produced for the Extreme scenario.
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One reason used to explain why forecasts often do not transpire 1scounterintuitively T the
forecasts, themselves!'?2 The argument suggests that if new policies that increase control
of the epidemic are introduced, then the trajectory of an epidemic will be altered, rendering

any previous forecast obsolete.

It is very likely that the baseline parameter values used in the above three scenariosimply
T did not apply to the Alberta context. Unrealistic baselines would conflate imprecise
modelling assumptions and approximationsT because of inappropriate use & data T with

an estimate of the effect of the public health measures introduced??

Planning for Acute Care Bed Use
In the first and subsequent waves in Alberta, acute care planningdecisions were grounded

in partin an EWS. The EWS used information on current numbers of inpatient (AlBU) and
ICU beds occupied by COVIEL9 patients to create short term projections of beds that could
possibly be occupied by COVIBL9 patients, detailed by Zone and facility across Akrta.

Forecasted bed use over the first wave, either by Zone or facility, were not released to the
Task Force. However, we were able to obtain an early example of the EWS output from a
publicly available affidavit of the formerVice Presidentand Chief Operating Officer of
AHS M If what has been stated by the former VIEOO is correct, then it appears that at
times during the first wave, the forecasted hospital occupancy of COVIDP19 patients over

estimated bed use for both ICU and noACU admissions (Figure 3).

Substantive data gaps: The small amounts of modelling output provided
by AHSor obtained by the Task Forcelemarcate only thebookends of the
pandemic period (see Figures &, below). Neitheroffer any evidence of
accurate forecasting for acutecare bed use, particularly ICU bedslt is
unknown ifthere are any extant examples demonstrating the usefulness of
the EWS
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Figure 3. EWSforecasted COVID-19 occupied inpatient beds (shaded light -red bands)
compared to the observed number (black line with dots) for Alberta between April 17 and April
27, 2020.
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Did the Predictive Ability of the Models Improve with Time?

Infectious Disease Modelling
Because the modelling scenarios generated in April 2020 were based on néberta data,

they were not wellpositioned to offer any useable insight into the spread of SARSoV-2 and
its implications for COVID19 cases. However, modelling projections were reported to have
improved as time progressed into late2020, though documentation of any modelling

improvements were not provided directly to the Task Force.

One example independently obtained by the Task Force outlined shetg¢rm forecasting of
both the timing and magnitude of the peaks in (noMCU) hospitalizations and ICU
admissions do demonstrate improvement over the modelling released in eargpril 2020
(Table 2):



Chapter 3: Modelling

Table 2. Example of revised projections for the peak number of COVID -19 cases and
hospitalisations (both non -ICU and ICU) in Alberta for the period November 1, 2020, to January
14, 2021. The revised estimates were based on simulations forward in time beyond data en ding
on October 31, 2020.

§aqHY(AI U R Hae ¢ Ht Ya| Al JT Rt Haqa g 2RO I |
2RODI L AWet Aldect

Alcet W9 =a9M=( NAYZI|] MNPZ 2 0HKOW 2?2 IHROW =Wl ¢!t
=M= M =M= M

Al¢ t LWc >Ny TNP >T 20HOW scUO| oW ¢!t
=M= M e
=M=N

Alet Wf NZY NYN N O 2I0HIOW 2 IHOW YW ¢!t
=M= M =M= M

Acute Care Bed Planning
Acute care forecasting results that were released to the Task Force by AHS were neither

stratified by zone or facility, but were instead aggregated for all of Alberta, and only for a
small window of time between December 14, 2021, to January 17, 2022.€He forecasts
demonstrate an expected improvement from the first wave (see Figures3). Despite some
improvement, however, they do retain a tendency to oveestimate acute care bed use,
Gecl qRHz G ¢l 0! LatkbUugh i dphkbrsjthak sorigfo@eddtimation was expected

during late 2021 with the Omicron variant.

Because modelling scenarios provide easily understandable figures, and because of their
mathematical underpinnings, models can appearto be scientifically robust. Thus, it is
understandable if decision makers, either at the PICC/EMCC or AHS, set a great deal of store
in the modelling they were presented with However, across all 18 forecasts provided by

AHS, only 28% of ICU forecasts ended up containing the observed beds used (Figure 4). This

" Point estimates of predicted outcomes are taken froman affidavit of the former Head of Analytics at AKRebecca Marie

Ingram, Heights Baptist Church, Northside Baptist Church, Erin Blacklaws and Torry Tanner vs. The Province of Alberta

and The Chief Medical Officer of Health, 2021)

** Actual outcomes, including the timing of the peak outcomes, were taken fromthaHk + Wf Ugq Il ¢ HqR2 W NNI WJNE q
COVID 19, last accessedApril 11, 2022.



was less of an issue for noACU beds, where 44% of the forecasts contained the observed
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beds used (Figure 5).

The inaccuracy of forecasts released to the Task Force raiséise concern
that many hospital services may have been unnecessarily reduced.

Figure 4. EWS ICU bed forecasts (light-red bands) versus observed bed counts (black line)
between December 14, 2021, and January 17, 2022. Each panel represents a moving l4day
window, beginning on December 14, that advanced daily, and ending on January 13, 2022.
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Figure 5. EWS nonICU bed forecasts (light -red bands) versus observed bed counts (black line)
between December 14, 2021, and January 17, 2022. Each panelrepresents a moving 14-day
window, beginning December 14, that advanced daily, and ending January 13, 2022.
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Modelling the Effects of Interventions to Slow the Spread

Models of SpringSummer 2020
Despite the initial inaccuracies in the results on April 8, 2020, they were later reviewed after

20 days with new Albertat GIJHRN RHLWIT ¢ q¢ OWN6 JWGI Y2RUARIDWRUq! Y
mUiN2e qll wt #IJUCE | R YdwsBidenaridllte dainfiatke cadaihst QOMIRLS L
hospitalisations (Figure 6, top panel) and ICU admissions (bottom panel) in Alberta. During

a press conference on April 28, 2020, the former Premier of Alberta stated that he was:

bgP]leased to now say that our updated COVH29 data and modelling shows that
our efforts to reduce the peak of the virus are working [because] the number of
Albertans hospitalised and admitted to intensive care is well below what modelling

originally projeft a) 131
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It is unknown if COVID-19 modelling limitations were not understood or

RURAI DaWUqgecad! Ot ROGORNRWIT O¢ct WORUNY!I G¢ qRYUIOs
Analytics Team, to the CMOH and Minister of Health, and onto

PICC/EMCC

Figure 6. Revised modelling output for hospitalisations (top panel) and ICU (bottom panel) in
Alberta. The discrepancy between the modelled scenarios (solid lines) and actual data (grey
Hel t bW WGTH 13t 30qt W6 WG #IIR2 IT WInn IJMERBEOVIA. G HIJI q¢ K
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Table 1 and Figures 46 demonstrate that none of these modelled
scenarios reflected the actual state of COVID19 in Albertaduring the
period forecasted.

Models ofLate 2020 andearly 2021
According to the testimony of theCMOH, one benefit of thepl Y2 RUHIJKk t WA YT 3G G RU

Gl Y2RT DWHRY2UqWl ncHaqecllWuY!l Woectaqldl UcaqlJWl W¢dRaq!
2020 were effective at slowing the spread of SARSoV-2.!* When coupled with
jurisdictional scans, counterfactual reasoning repeatedly served as a reference point that

the decisions made successfully slowed the spread of SARS0V-2.

The head of Data Analytics at AH discussed in an affidavit a simulation model calibrated (or
mNnRawWaYWT ¢ q¢ b Wa Y WI -1O@PhatiEntsdanttié ICH Rup w ¥ayBH20T1L, 08 § é f ?
which date additional mandatory measures were introduced across the pramce.''” As an

CGGlI Y#fROUCcqRYUWYnNWms 6¢cqUAYedl W6c20WE6¢ GGLIUNIT wal
time to the end of June 2021, and the number of simulated COWI® patients in ICU were

compared to the number of observed COVIEL9 patients in ICU (Figure 7).

Figure 7. Predicted RG G¢ AHqY nlWaqé6 W6 R-NDPIWAS €t IUWRYHIWLG BETF ¢kt W
restrictions implemented on May 5, 2021 (red, orange, and green lines) compared to the actual

number of COVID-19 cases in ICU (black line with dots). [ RN 2 | IJWRt WimfrdamdeRaiR.qp L[ w WR C
The Province of Alberta.?

B T LY Y- Te——
o Prodictad KU (30,000 hewemiistions/ dry! May 5, 2021

Pradicted K1) [40.000 knvesdr stbam/day,

= Observed KU
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If what has been stated by both the formehead of Data Analytics and former CMOH is

correct, then it appears that the CMOH was distracted by modelling artefacts, not actual

events. Inherent delay structures in themodel (such as those that control the time from

infection to hospitalization) could be different than their actual values. If the model were

t DUt RgR2 UWqYWaq6 3t W ql erAqgel ¢caWectt 20 GqRYUt Allqgéb
(Figure 5) can produce inconsistencies with observed data that can be easily mis

interpreted.!t®

For example, the peak number of COVH29 patients in the ICU during the third wave was

observed on May 18, 2021, while the model's predicted peak was around May 27, showing a
difference of 9 days which was nearly identical to the disparity listed in Tab® These similar
discrepancies between predicted and actual peak ICU admissions are a signature of

b1t qUGEeqRAEWIN T Y1+ WRUWqS WA YT WGkt W ql eHagel W ¢

Models that are sensitive to critical assumptions may generate misleading
intervention outcomes that are easily to misinterpreted.

ExternalCollaboration, Model Checking andAmendments

It is important to conduct sensitivity analysesto mitigate against model parameters
becoming overly reliant on specific inputs Not doing sogreatly limits their usefulness and

predictive ability using reatworld data, which tend to be messy and variable.

According to interviewees from the Analytics team in the Department of Health, this type of

mOGYT WaW2¢caRT ¢cqRUNDwWs et WI YOUWRYUqRUzcOO!-Waq6!l Ye
performing model as one whose projections stayed within uncertainty intervals and

followed general trajectories observed in the data. Based on these qualitative criteria, the
epidemiological models used throughout the pandemic were deemed to have performed

well in forecasting COVID19 outcomes for the immediate future. Additional vdidation

made use of existing collaborations with colleagues at the University of Alberta and York

University.
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Were nonCOVID-19 Outcomes Considered?
The modelling used by the EMCC/PICC during the pandemic primarily analyzed the future

trends of COVID19 cases, hospitalizations, and deaths, which were considered as direct
health outcomes. However, a senior policy advisor told the Task Fordbat other significant
outcomes not related to COVID19 were neglected due to their lack of quantifiable
attributes. As discussed in the chapter on NPIs, the public health measures used between

2020 and 2022 have already elicited a broad range of collateral ssequences, including:

1 Learning loss from closed schools,

1 Worsening mental health from fewer social contacts,

1 Cancelled cultural events and religious services, and

1 Increased substance abuse due to isolation.
Conclusion and Recommendations

The Task Force acknowledgeshat it is easier to criticze a model than to build one.
Developing a model in reatime, with small numbers of qualified staff, while under immense

time constraints, and frequently amended data is a formidable task?®

The Task Forceanticipates a resurgence of modeluse with the potential arrival of a new
pandemic. A major concern of ours is whethemodel-makers and decisionmakers can
avoid past errors by handling, interpreting, and communicating model findings with greater
careto avoid compromisingthe effectiveness of public health strategies'?! Releasingto the
public simulation model results, which inherently involve nuances, should be avoided at all

costs.

Previous research provides evidence to suggest that even meaningless mathematics can

give the illusion of highquality analyses??2generating a false sense of control over complex,
dynamical phenomenal?® Undue acceptance of modelling results is a common

HYUt Dhue JURDWY nWe UWnsRUq! Gl Jaq ¢ qRhé DdtiSdR opakersi G wLs 6

in the PICC/EMCCr lacked critical distance from its shortcomings 24
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Minimising the effect of this type of pitfall requires involvingexperts from different
I Rt #FRGIRUVt WaqYWG!I Y2RT WWe wWUOWHEIE ¢l ! Wmwl OT WaldJe
speculativeassumptions with real, empirical data as quickly as possible; and modifying or

even reversingif necessaryT decisions consideringthe evolving evidencen its entirety, not

just a selective subset??®
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Chapter 4: NorPharmaceutical Interventions: Closures &
Restrictions

Executive Summary

The Task Force conducted a thorough assessment of the impact of nguharmaceutical
interventions (NPIs), like closures and social restrictions, on COVH29 transmission. We
observed that while these measures had a limited effect on reducing infection grow} they
also incurred significant social and economic costs, emphasizing the importance of a
balanced approach considering both health and economic implications. Our review of NPIs
in Alberta provides valuable insights into the effectiveness and consequems of such
measures in response to COVIEL9 pandemic. The Task Force conducted a comprehensive

review of NPIs in Alberta's response to COVHD9.

1 Closures and social restrictions were implemented throughout 2020 and 2022,
including banning gatherings, cancelling public events, restricting business hours,
and closing schools.

1 The stringency of NPIs had a small relativeffect on the growth of infections.

1 These measures aimed to limit interactions, protect vulnerablepopulations,
reallocate resources, and promote hygiene practices through information
campaigns.

1 There werehigh costs, both socially and economically,to closures and restrictions,
with limited relative benefit.

1 Timely measuresare recognized as important in preventing health servicesrom
being overwhelmed

1 Public information campaigns and changes in mobility have an impact on contact
rates.

1 Task Force findings highlight the need for a balanced approach considering both
health and economic impacts of NPIs.

1 NPIs as a tool to manage the COVHD9 pandemic were less effective and had more

collateral consequences on Albertans and the economy thamnticipated.
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Introduction

Starting in March 2020, Alberta applied a series of health restrictions which

banned gatherings, cancelled public events, restricted business hours,

and closed schools. Collectively, these measures are often referred to as

uadYHatT Ys Ut cetoc UT o6 13! Os I JKOE GGUIRIT IOAHUHE 2
spread of infection and protect the vulnerable, thus preserving healthcare

resources. Advocates of these strict neasures cited the benefit using

national-level data collected overseasthat may or may nohaveappliedto

9c¢Uc¢l ¢ bt OGI Y2RUHABNt OYI OqlIl | Rag-¥dtidralt g toOUq R 1O
jurisdictions, we may was many have donew prematurely infer that

lockdowns slow the spread of respiratory pathogens. This chapter outlines

research evidence, highlighting Albe g ¢ Bt IOT ¢ qc¢c e tOT WA YUt ql ¢ qRUN
closures and restrictions used against COVIEL9 lacked effectiveness and

have likely incurred high costs, both socially and economically.

Setting the Context: Followup to a Previous Report

N6WJWuA~] WI W2RWIs WYnW & AHWI coqmmiskidddd 1By teeYptbvindidl qp Y LI 9 § ¢
government in late 2020 acknowledgs that because scientific understanding of COVID-19

was changingrapidly, so too would the information driving public health policies!?® Areview

YnlWgé JWAI Y2RUBUkt W It GYU ywOWIT + WqYWHWWRUNYI @
that responseTincluding the different actions taken that have impacted Albertans but also

through an understanding of the evolving epidemiological and therapeutics literature.

The timeline for public health decisions made in 2020 is summarized in Figures3l while an
evidence review between 2020 and 2023 is displayed in Table Al at the end of this chapter.
It is important to note that Figures13 and Table Al represent a selean of significant
actions, events, and publications during the period of review and not an attempt to

exhaustively catalogue all actions taken.
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What Was Done

Closures and Social Restrictions

Throughout 2020, non-pharmaceutical interventions (NPIs) were the primary tools
employed by governments and public health agencies to slow the spread of SARK®V-2
and protect healthcare capacity’? G YUDt qW9c¢Uc¢l ¢kt WGI Y2RUARIDt aWT
countries, common NPIs included border closures, bans on noressential travel,

mandatory physical distancing measures and limits on mass gathering¥?
NPIs are meant to:

1. Reduce Spread of Infection: limit people from interacting, ultimately alleviating the
burden of respiratory illness on healthcare systems, such as excess admissions to
hospital.

2. Protect Vulnerable Populations: because frail and immunocompromised people
are at higher risk of severe disease, NPIs were used to shield these populations from
exposure.

3. Allow Resources to be Re-Distributed: if the spread of infection is slowed,
healthcare resources can be more efficiently allocated to treat severe cases.

4. Create Public Awareness: information campaigns provide a reminder of the
existence of COVIDB19 which will promote many individuals to modify their hygiene

practices.

As a nation, Canada's pandemic response, in terms of health and economic impacts, has
been assessedas more effective than some peer countries, averting significant numbers of
deaths and economic losses!?® The results of these evaluations give the impression that
Canada compares favourably to its peers. However, since thessessmentsare based solely

on counterfactuals T /bRN W9 ¢ Uc T ¢ W s ¢t TLbldR tradkitgs aheyq likalybvRre b LU
DJGG6 ¢t RAUDWa6 WG RUt LiHfkéd)sahtiehticlissgonbeésiandfts |divdpirden

of disease outcomes 13



Chapter 4: NonPharmaceutical Interventions: Closures & Restrictions

Decisions Involving the Use of NPIs in 202R022

In March of 2020, PHAC began recommending closures and restrictions across various
sectors, including borders, Parliament, social gatherings, schools, restaurants,
playgrounds, salons, spas, fitness centres, and care facilities. These lockdown measures
remained in place, in one form or another, until the late spring of 2022. According to the
mEql RUNWUH! Wf O1T U wlWn! YOWq6IWE+9] ANSA

“Canada had more stringent lockdown measures than nine other OECD nations (Figure'#).

With a lack of available evidence to ground decisioi ¢ t RUNRe 0 G HIUI q¢ bt
actions in response to COVIB19 wereideologically and culturally based.
This is neither good nor bad, but it needs to be acknowledged.

As the firstCOVID-19 cases and hospitalizations were confirmed in Alberta, like many other

regions, astate of public health emergency was declared, and public health orders were

issued to limit the spread of SARE0V-2 infection (see timeline depicted in Figures ).

Despite little contemporary evidence Alberta applied a series of health restrictions which

banned gatherings, cancelled public events, restricted business hours, and closed schools
(CMOH Order 032020)222 G HIJI q¢ Kkt W9 ~8c WRt + 2T W6 WWnYddaVYs RU

public health measures:

1. Closing public recreational and private facilities, bars and nightclubs, and gatherings
of more than 50 people (CMOH Order 62020);

2. Limiting visitors at health care facilities, which included auxiliary hospitals, nursing
homes, designated and licensed supportiveliving and lodge accommodations
(CMOH Order 032020);

" The OSl is a composite measure that combines a set of pandemic responses inan index to help abstract

csc!l Wnl YaWgs W eAqaUqRIE WY nW Rnnl DUqWbGEeHE ¢ NI wlWIY n W 134
HYOGGe!I Rt YUY WAHWqs WU0Waqd JWBRUqUUE R! wWYnWNY2131 UG WUqWIl It C
make use of he OSI throughout this report.
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3. Prohibiting gatherings of 15 or more people and prohibiting closeontact businesses
(CMOH Orderr 07-2020); and
4. Prohibiting visitors in health care facilities, including residential addiction treatment
services (CMOH Order 09-2020).
Figure 1. Timeline of SARSCoV-2 between January to April 2020, when COVID-19 cases were

detected in Wuhan , up until cases first appeared in Alberta. Figure from KPMGReport, 2021.
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Public health restrictions eased over the summer of 2020, and were 1i@troduced in

October (where the timeline in Figure 3 ends) with the addition of the following Orders:

1. Prohibiting indoor and outdoor gatherings, both private and public, effective
immediately and for a minimum of four weeks, province wide (CMOH Order 4£1020);

2. Ordering new provincewide business closures andrestrictions on other services,
retail businesses and attendance at places of worship (CMOH Order 42020);

3. Implementing new restrictions for retail, fithess, and performance activities (CMOH
Order 08-2021);

4. Announcing stricter measures including new restrictions for municipalities or areas
with more than 50 new cases per 100,000 people, and with 30 or more active cases
(CMOH Order 192021);

5. Reinstating mandatory physical distancing, reduced capacity for gatherings (CMOH
Order 42-2021); and

6. Reducing private outdoor social gatherings from 200 to 20 people, as well as
requiring physical distancing between households (CMOH Order 42021).

Figure 3. Timeline of evolving response efforts into October 2020 ,5 6 WU Wq 6 WIWaqRG IO RU WY r
report ends . Figure from KPMG Report, 2021.
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Figure 4. Box-and-whisker plot of the OSI from 11 OECD countries since March 11, 2020, to
February 8, 20221%
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E+Gec Ul RUNDWAHN! YUT W6 DWW ~8ckt WYI Tt WIRY qJT We AHY
(including closing health services), and travel measures changed 90 times between March
and December 2020 (see Table 1). Often, once one set of measures had beerraduced,

others followed within days to weeks.
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Table 1. The number of changes to pandemic interventions in Alberta between 2020 and 2022
stratified by broad category. ***

Intervention 2020 2021 2022
Category Changes =135 Changes=171 Changes =31

Case management 7 (5% 20 (12%) 6 (19%)
Closures/openings 42 (31%) 45 (26%) 7 (23%)
Distancing 14 (10%) 15 (9%) 2 (6%)
Health services 18 (13%) 4 (2%) 1 (3%)
Health workforce 32 (24%) 8 (5%) 5 (16%)
Public information 11 (8%) 16 (9%) 4 (13%)
Travel 5 (4%) 4 (2%) 0 (0%)
Vaccine 6 (4%) 59 (35%) 6 (19%)

Data Reviewed
Sources of Information Usedin G HIJI gq¢ Kkt W?2 JHRY RY Ut

The traditional approach to generating and analyzing evidence about the effectiveness of
any interventionthat is intended to alter health outcomes, is to conduct carefully designed
controlled trials.?*® In these trials, two or more closely matched groups of people are

randomized to receive interventions that differ in strictly defined and limited ways.
Other approaches used throughout 20262022 were:

1. Jurisdictional scans: comparing the outcomes elsewhere, be it a neighbouring
province or country, that received the intervention with those in a population not

receiving the intervention in a different region of a country or another country.

“* Number (%) of total changes
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2. Evidence reviews: have the aim of establishing the quality and strength of the
deductive evidence about the effectiveness of individual NPIs.
3. Simulation modelling: comparing an outcome (or outcomes) in a simulated
population after receiving an intervention against the same outcomes, in the same
GYT DGaUT WGYGeilc¢cqRY-USAUWsARU0 D46 R Wa K 10 R U Wysh Wa ¢
difference between the two modellingt #1JU¢ | RY+t WRt WHY Ut RT 131 13T LW

/bR U G ¢THegimsWatllbn modelling approachis presented ina separatechapter.

Jurisdictional Scans
Personnel in the Department of Healthnformed the Task Force that jurisdictional scanof

COVID 19 responses were undertaken foBritish Columbia, Ontario, and Quebec, as well
¢t WRUqqWI UcqRYUctoWTel Rt TRAqRYUt AWt eH#G WCEH W qc¢ !
broadly focused closures as a reasonable response to COVHD9 was to avoid the
experience in other jurisdictions by 6llowing the impact that COVID19 was having in terms
of overwhelming their hospitals and fatality rates. Any perceived impadn comparable

jurisdictions was used as evidence in terms of what measures might be needed in Alberta.

Evidence Reviews by the AHS Scientific Advisory Group
Recommendations g6 ¢ qqW T | Y2 JW GCOYIDIL9aréspohskidedisRms Rveré lLaker

coupled with information provided by the AHSScientific Advisory Group bI$BGb.bAS
mentioned elsewhere inthis report, the SAG became operational for review of questions
related to COVID19 in April 2020 and ended its operationsn December 31, 2020.

While the SAG was not the only method of informational/resource review, their purpose was
to use evidence and consider resource availability to provide recommendations to support

policy and operational decisiortmaking to the AHS ECC for COVHDO incident response.

The SAG used a rapid recommendation response which allowed for up to 1 week to provide
a response to any question posed to the SAG a marked departure from their usual

turnaround of several weeks to months. All requests to the SAG came from:

1. AHS ECC, physician leads, or ZEOC;

2. PPE Task Force (a subcommittee of Operations section of the ECC); and
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3. GHWNUI q¢ckt W9~8clO

Working and networking diligently with colleagues and appropriately communicating ideas

and information across provincial lines arethe key to the success of any epidemiological

activity.*¢ However, these types of jurisdictional activities can quickly become unwieldy,

Jt GUHRcOOG! Ws6W0OW GHWJI q¢ckt WAf 990E~990cES§9t Ws I
amounts of information at the expense of determining, which NPIs for Alberta, were

w5 Y1 IBODT Ws 6 RAG Ws 131 JWOY qto

Outstanding questions: Was there an analytic strategy outlined in
¢l 2¢UHDIOCT OGe |l qroYntocUN2¢ciacecqRYUKY N6 IJIOG
COVID-19? If there was, what did the results of that evaluation indicate?

i 6cqWInmnAEqWI RT W Aft W6 ¢ 2 1JWCOM2?2 G HIJI gqc¢ kit L
SAG Rapid Review on NPIs
With respect to the use of various NPIs in Albertahe AHS SAG reviewed the effectiveness

of several NPIs in reducing the transmission of SARSoV-2. In their final revised report (AHS
Scientific Advisory Group, 2021), from the references they had collected, they concluded

that:

1. Effects of reducing transmission should not be considered precise. The data dWPIks
effectiveness is largely inferentialbased on retrospective, observational data of
control measures implemented during the first wave of COVIEL9 across many
countries, with a variety of definitions, measures and methods used to try tgolate
the effects of specific interventions when applied in simultaneous and stepwise
combinations.

2. Theeffects mayvary fromsmall to largedependingon whether assessed as a single
measure or in addition to other NPIsvhich may be effective on a community rather
than a national basis. After initial measures, the effectiveness of prolonged or

repeated restrictions may lessenwhich isrelated to population adherence.
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3. Restrictions applied for a long period, or reintroduced late in the pandemic (for

example, in the event of a resurgence of cases) may exert a weaker, attenuated effect
on the circulation of the virus and the number of casualties related to population
wpiYHts Ulln & RN2 UwtO

Independent Assessments of NPIs on Growth Rate of SAR®V-2 in Alberta

NGWJWnY!l Gl W9 ~8cWEct W q¢cqll WadcqlArYaGGe!l-RRUNLW G H

demonstrated that early application of mandatory measures significantly reduced cases

and hospitalizations. For the CMOH, this highlighted the importance of timely measures in

preventing overwhelming health services®

If what the former CMOH had stated is correcif appears thatthere was failure to recognize
a fundamentally important issue in monitoring the effects of NPIs over time. NPIs are
intended to reduce contact rates between individuals in a population. Their primary impact,
if effective, is on transmission rates, and theappropriate outcome to consider are growth

rates with appropriate lagsrt not total cases, hospitalizations, or deaths as indicated-*

However, other peerreviewed researchwhich'n YHea + T WY OWt 2131 ¢aWYnWwoe

suggests that:

1. N6 DWY21W1 ¢cddaWwt qf RUNDVUKA! WYnW GHIJI q&kodl Aft L
0.4% per oneunit increase in the stringency index when compared to the
transmission rates of the previous two weeks? In other words, historical values of
Y oo6c¢c2P0WcWae! NI W PWadecqR2UVWRAGeHqWYUWHz!1 | I
responded.

2. Higher values of the OSI demonstrated a la@f-diminishing-returns with the growth
rate of SARSCoV-2 infections.'* However, the observed early dosegesponse effect
was small and began plateauing before May 2020 G YUNRWHWI N YI JWeé¢ U! W i
necqRNa UwlAY2 0T WEc2JWIGNKI NUT Wel[ RN21 WWPb IO

Both papers demonstrate similar qualitative results, despite discussion by others as being

contradictory. 42
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If stricter measures do not correlate with lower infection growth rates, then
they are unlikely to have had a large effect on COUI® hospitalizations
and mortality.*3

Figure 5. Growth rates (per day) of cases in Alberta for both first and second waves. The left
panel below shows a rapid decline in the growth rate occurred with corresponding values of the
OSI < 20 out of 100 in the first wave!*
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Observation from 2020: Public Information Campaigns & Large Changes in the Mobility of Albertans
Interpreting the lack of association between greater NPI stringency and reduced case

growth could be bolstered through de novo data collection exploring voluntary behaviour
changes and the network structure of human interactions, rather than the use of ramely

collected surveillance data.

For example, information campaigns provide a reminder of the existence of COVI® which
sROOTWGI YOYqUWacecU! WRUT R2RT ecit WqYWaYT Rn! WaqéWR
AUDGY!l gt WGI Y2RT U WRUt RN6qt WRUqVY WS Vs WGIHGH WA WG
public health policies aimed at SARSCoV-2 (and COVIB19).*5 Broadly, these data
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represent the percent change, from prepandemic movement, of where Albertans were
DYRUNWAet IT wyUWe WG YGY!I qRYUWYnWHVGGO WGE YUNUWBLGR
workplace, transit stations, parks, groceries and pharmacies, and retail and rgeation.
frnWEScUNUt WRUW GHWJI q¢cUkt wavY2RuaWlUqWYeqt RT JWaqé

HYUqcRqWl ¢qlt AWgé J0Wqé I JWdc! NIt qwl WHIRUWWRUWHY
of 100 (see Figure 6, middle panel).

The individual NPIs linked to this value of the stringency index included:

1 Asking international travellers to quarantine, and;

1 Coordinated information campaigns (either through traditional or social media).

It is doubtful that returning international travellers had the largest effect on the mobility of

the entire province of Alberta.

Figure6. TG HWI q¢kt W~YARGRaq! W?¢ qc¢ WAHIJqs fnktbhlef the bast it UT WS Hq
values of two multivariate adaptive regression splines (left panel) that included data of the OSI

and a time trend (in days) as covariates.® The middle and right panels display partial

TUGPUUT NURVDWGHYqt WYnWaqdélWms RUODRUNWGE YT Ui wlls 6 RAG W 6
average, as the OSI (middle panel), and time trend (right panel) vary.

Partial Dependency: OSI Partial Dependency: Trend

Best-Fit Spline Regression Models

|‘ RZ (OSl only) =0.71
R? (OSI & Time) = 0.86 [“Winning Model”]
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“During the pandemic OXCGRT published their data in several formats that may be different to the final
dataset. The values of the stringency index in the middle panel are derived from the version available in
December 2020.
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Conclusion and Recommendations

What trade-offs from pandemic responses are emerging across Canada?

The degree to which NPI measures will be effective slowing the transmission of respiratory
pathogens is uncertain and will largely depend on the context, timing, and epidemiology of
the outbreak.'*¢ The range of NPIs that might be used in response to a respiratory pathogen
will differ significantly in terms of their feasibility, costs, consequences, and evidence.
Public health authorities should have the capacity to provide risk/benefit analyses to
decision makers, driven by scientific evidence, where it exists, before NPIs are initiated in a

crisis.#’

Despite repeated statements of the existence of tradeoffs by the former CMOH* both
Alberta and other provinces yielded significant gaps in their research when implementing
stringent public health measures, including only minimal consideration of any wide
reaching negative impacts. Often, a version of the precautionary principle wate modus
operandi to recommend and implement stricter, mandatory measures, despite concerns
raised that overly restrictive NPIs would cause significant mukdimensional harm to

society.149

Internationally, two systematic reviews demonstrate that the collateral damage of the
pandemic response was substantial and is likely to leave behind a legacy of harm to be felt

for decades by millions of people!®°

Across Canada, some recent research highlights a range of unintended consequences
stemming from pandemic responses affecting various aspects of society and individual

well-being:

1 In longterm care homes, pandemic managementstrategies restricted visitation
which adversely impacted the perceived health and welbeing of residents and their

families, revealing a preexisting care gap in public longerm care facilities;*s?
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1 School closures and shutdowns have raised concerns about lonterm academic
achievement and learning gaps among students, with the need for research to
understand and mitigate these effectsi>?

1 Responses to the pandemic have exacerbated socioeconomic and health challenges
for transgender and nonbinary populations, as well as with the broader social
determinants of health in Canada, reflecting intensified preexisting inequities*3

1 Deteriorating mental as well as negative physical and social effects amongst
Canadians, as evidenced by responses on social medi&;

1 Fiveyear historical highs in deaths from substance usé?® according to the Alberta
substance use surveillance system, acute substance deaths have, on average,
doubled between March 2020 and June 2022 vs. a ppandemic period January 2016
to December 2019 (see Figure Al at the end of this chapté?);

1 An overpoliced public aimed at deterring normal social behaviouf®” and

1 Soaring government spending

These findings underscore the multifaceted and nuanced impacts of pandemic responses.
Requiredgoing forward is a balanced approach that considers both intended outcomes and

potential unintended consequences.

Conclusions and Recommendations
As our coexistence with COVIN @ lUR Y UqR Uz Ut AWGUY GO Ukt WnY#Het Wy UL

2022 hasdwindled. For government and public health institutions in Alberta, this is a chance
to demonstrate a willingness to endure the painful contemplation required to learn from

Get qUWaRY gqet I3t WeUT We2YRT W6 W It RI JWgVY W RGGH! LW

Restrictive NPIs were attractive because they offered a simple message: staying home
Gl YaqUHqt WqdWW22dUWI ¢cHOGWWOWe Ys W21 AWYel WI D2RUJs

$ Data from the OXCGRT state that Alberta spentiexcess of $540M on emergency investments in healthcare
(Oxford COVID19 Government Response Tracker, 2023). However, monetary indicators are incomplete and
should be used with caution.
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substantively reduce transmission or offset the use of healthcare resources and have come

at considerable social and economic costs.

Recommendation 1: Return to pre2020 pandemic guidance where

communities faced with contagion respond best when the normal social

functioning of the community is minimally disrupted!®® This means

tenlNec¢c!l T ROUNWOGUYGHUBE OceqYUYa! toqYOWUL 21 IO
the individual right to make informed decisions about their risk behaviour

L even in the face of a pandemic.

Importantly, the findings of Canadaspecific research suggest that the minimal benefit and
diminished returns associated with stricter NPIs should be a signal for a better
2UT DIt q¢c Ul RUNDWYnWs6c¢cqms YIt+ wWe U Wpn Y diis 6 YO L

infection.

Recommendation 2: Create oversight for future declared public health
emergencies. NPI public health restrictions, like their pharmaceutical
counterparts, require balanced scientific evidence showing they are safe
and effective before being implemented. Ensure that all
uHYea 3l GUct 21 I3t Ghne Bviallkhtion, Yn@udilgc riskbenefit
analyses. Evaluation should be overseen by a panel of peers, representing
different faith, societal, and sociceconomic groups.

By fall of 2020 some analysts realized that policies around containment and closures had

little effect on the spread of the virus and that the economic costs of these policies could be
enormous.’® Yet, almost 2! ¢l t Wéenaqlll WaqéWWGce Ul JGRBLW s ¢t WIT I
Fennt quT wWwocUecT ¢cWel YGqWmeWaY! YWt 2t alepR@AeUFEGULIL ¢
approach that countries like Sweden recognized at the outset®

Alberta, and the rest of Canada, need to better analyze the potential value and impact of

NPIs. Specifically, it needs to be determined in which future contexts if any T NPIs would

be effective, and conclude in which contexts they are likely do more harthan good.
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Recommendation 3: Ot IJIORedOT) ¢ G GP@roach within health
emergency operations centers. For making policy decisions, red teams
overcome groupthink, confirmation bias, and anchoring behaviour which
impairs the critical thinking ability of individuals and organization$t*

Recommendation 4: 0 HIJ1 q éb&ing HOefokifi during, and after the
pandemic requires that other important metricswbesides public health
indicators wneed to be examined.

When categorized by the aspects of lifehtese metrics shouldrepresent:

Social Wellbeing
1 Life expectancy at birth: This reflects the average number of years a newborn can

expect to live. It's influenced by healthcare access, nutrition, and overall living
standards.

1 Education levels: Literacy rates and standardized test scores for students in Grades
6 and 9. These will provide insights into the knowledge and skills.

1 Poverty rates: The percentage of people living below a certain income threshold
indicates the level of material deprivation within a society.

1 Gini coefficient: This measures income inequality, with a higher number indicating a

larger gap between rich and poor.

Economic Wellbeing (in addition to GDP)
1 Income distribution: How income is spread across the population is more important

than just the overall provincial income.
1 Employment rates: Employment figures indicate the health of théabor market and

economic opportunities for individuals.



Chapter 4: NonPharmaceutical Interventions: Closures & Restrictions

Overall WellBeing
1 Human Development Index: This UN index combines life expectancy, education, and

RUARYOGUWWRUqqYWe Wt RUNGWW AYI WAWGI Y2RIT RUNLWeE WN YN

development level.
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Table AL Evidence reviews of NPIs used during COVID-19 pandemic.

Business Closur e and/or Restrictions

Mendez-Brito et a (2021)

Literature on different levels of business closure was assessed in a
systematic review with one preprint analysis showing no additional
value to closing all non-essential servicesin comparison to initial
mandatory closure of selected businesses, which in most countries
included finon-essential 0 businesses such as restaurants, malls,
stores, and theatres.

Brauner et al (2021)

Found that targeted closures of face-to-face businesses with a high
risk of infection, such as restaurants, bars, and nightclubs, had a
small-to-moderate effect (31% decreasein R). Closing most non-
essential businesses delivering personal services was somewhat
more effective (40%, moderate effect). When these interventions
were already in place, issuing a stay-at-home Order had only a
small additional effect.

Chang et al. (2021)

In terms of relative risk of COVID-19 transmission at various
public locations, avery detailed mobility network analysis of 98
million people in the US informed awell performing model which
suggested that Gsuperspreader 6points of interest may account for a
large magjority of infections, and that restricting the maximum
occupancy at each point of interest is potentially more effective than
uniformly reducing mobility This study did not examine workplace
closure and pertains to an unimmunized popul ation. Highest risk
points of interest (>100 extrainfections per 100,000) included full-
service restaurants, fitness centres, cafes and snack bars, hotels and
motels, limited-service restaurants, and religious gatherings, with
full-service restaurants significantly higher risk even acrossincome
strata (associated with >500 to >1500 additional infections per
100,000). Upon reopening, reducing maximum occupancy is
predicted to limit infections (example, in this model, capping at
20% of the maximum occupancy in the Chicago metro area reduced
the predicted number of new infections by more than 80% with only
a42% reduction in overall customer throughout).

Event Size Restrictions

Mendez-Brito et a (2021)

A systematic review notes that definitions in these studies vary (the
definition of socia gathering restrictions ranged from mass
gathering bans to banning gatherings of less than ten people.) While
mass gathering bans were associated with a reduction of incidence-
related outcomesin 7 out of 14 studies (50%), social gathering bans
were associated with areduction in 11 out of 15 (73%).

Liuet a, 2021

In higher and intermediate quality studies, restrictions of smaller
social gatherings were consistently found to be more effective than
restrictions of very large gatherings, with one source suggesting
restrictions on gatherings of more than 1000 people were not
effective.

Brauner et al (2021)

In an analysis of the effectiveness of NPIs across 41 countriesin the
first wave banning gatherings was effective with alarge effect for
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limiting gatherings to 10 people or less, a moderate-to-large effect
for 100 people or less, and a small-to-moderate effect for 1000
people or less: they estimated a 36% and 21% reduction in the
reproduction number when limiting gatherings to 10 people or less,
and to 100 people or less, respectively.

Brauner et a (2021

Noted that recommended workplace closures or staying at home
had been effective, implying that voluntary physical distancing has
played an important role with differences in the assessment of
whether there are improved outcomes, when ali but essential
workplaces were closed. Work from home is also sometimes
defined as fismall gathering cancellationd.

Ebrahim et a (2020)

Analysis of anovel crowdsourced US data set at the level of US
counties showed a strong positive correlation between non-essential
workplace closures and shelter-in-place Orders at the county level,
with increased rates 2-6 weeks after the end of workplace closure.
There was variability between policiesin adjacent counties and
across states, but the correlation between periods of work closure
and reduced transmission was consi stent suggesting smaller
regional area policies can reduce local transmission. Thus,
workplace closure (with the practical implication that remote-work
or income support for affected workers is maintained) appears to be
evidence based.

Lockdown i Stay-at-Home Orders

Pan et a, 2020

In the first wave, flockdowno, or stay-at-home Orders were the
most stringent measure to stop community transmission. In the
initial Wuhan outbreak, a stringent lockdown dropped the R value
from over 3 prior to January 6, 2020, to below 1.0 on February 6,
and below 0.3 on March 1, 2020.

Haug et a (2020)

L ooking across countries with varying degrees of stringency,
lockdown was ranked as a consensus NPl with an R reduction of
0.14, found effective in 3 analyses. Brauner found lockdown /stay-
at-home Orders as a measure had a small effect size when other
NPIswere aready in place (approximately 12% additional R
reduction) but analyses by Flaxman and Hsiang included these
measures in their assessment of lockdown and showed alarge effect
size.

Goldstein et al (2021)

An economic lens on lockdown effectiveness analysis suggested
that restrictions applied for along period, or reintroduced late in the
pandemic (for example, in the event of aresurgence of cases), may
exert aweaker attenuated effect on the circulation of the virus and
the number of casualties related to population lockdown fatigue.

Li et d, (2020)

A preprint study assessed the effectiveness of community level,
local lockdowns in Chile, with the effectiveness of local lockdowns
highly affected by the duration of the local lockdown, and the level
of spillover from neighboring municipalities under different control
measures. In three municipalities alocal lockdown lasting 3-weeks
longer would have reduced cases by 33-62% in that time period.
Better results of municipal level lockdowns would be expected from
geographically isolated municipalities without shared transmission
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networks, or if neighboring municipalities also extend their local
lockdowns.

World Health Organization
(WHO) (Guidance on selection
of optimal policy measures for
national and subnational
governments).

In this document, arubric that evaluates effectiveness,
socioeconomic cost, and public acceptance is presented, where
benefit outweighs risk but higher costs to measures supports their
use in higher transmission settings (see Table 3 below):

AL owest socioeconomic costs: teleworking, cohorting, limiting
LTC visitation (this would be less relevant post vaccine);
Alntermediate socioeconomic costs: social gathering limits, altering
school contacts, minimizing workplace exposures, limiting non-
essential travel;

AHigher socioeconomic costsi beneficial in high transmission:
close high-risk businesses, schools, travel restrictions; and
AHighest socioeconomic costs: lockdown (prohibit al movement,
only essential services open)

Amuedo-Dorantes, Kaushal, &
Muchow, 2021

Earlier implementation makes a significant difference during the
early growth phase of the pandemic, with one modelling study
showing that adopting non-essential business closures 1-day earlier
lowers COVID-19 deaths by 0.7%. Responding early slowed spread
and prevented overburdening of the health care system.

CDC The CDC has aranking system for community transmission risk;
however, specific epidemiologic thresholds and actions are not
delineated.

PHAC PHAC has some guidance for community settingsto alow arisk

assessment by operators which might be shared within local
communities

Public Health England

Public Health England has issued guidance that includes examples
of loca and regional level actions. Thisincludes contingency plans
for reimposing economic and social restrictions at alocal, regional,
or national level if evidence suggests they are necessary to suppress
or manage a dangerous variant. Such measures would only bere-
introduced as a filast resort to prevent unsustainable pressure on the
National Health Service.0 Regulations which enable local
authorities to impose restrictions, requirements, or prohibitions on
individual premises, events, and public outdoor places have been
mai ntained.
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Figure Al. Monthly per -capita acute substance deaths in Alberta between January 2016 and
June 2022. The red curve and shaded areas are a locapolynomial regression model and its 95%
confidence region, respectively. The vertical dashed line indicates the beginning of the

pandemic period in March 2020. 62
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Executive Summary

The Task Force conducted an haepth review of the available evidence and resource
considerations which shaped Alberta's masking recommendations. Thishapter highlights
the weak evidence baseconcerning the effectiveness of continuous masking in preventing
respiratory illnesses, including COVIDB19. Maskingstudies showed limited or mixed results,
particularly in community settings. The Task Force also observed potential harms of
masking, such as selfcontamination, discomfort, and a false sense of securiy. Despite the
limited evidence and potential harms, Alberta implemented mask mandates in various
settings, including schools, public gatherings, and businesses. The number of COUI®
infections did not decrease despite these mandates and thavidespread vaccination. Based
on these findings, the Task Forcemakes recommendations for a more balanced approach

to masking to improvefuture pandemic response.

1 The Task Force review indicated a weak evidence base for the effectiveness of
continuous masking in preventing respiratory illnesses, including COVH29.

1 Studies showed limited or mixed results regarding the effectiveness of masks in
community settings.

1 The Task Force observed potential harms of masking, such as selbntamination,
discomfort, and a false sense of security.

1 Despite the limited evidence and potential harms, mask mandates were
implemented in various settings in Alberta.

1 The number of COVIBLY infections did not decrease despite the implementation of
mask mandates andwidespread vaccination.

1 Alberta should acknowledge the absence of evidence showing continuous masking
provides protection against respiratory illnesses, including COVIEL9, and highlight
the potential harms associated with masking.

1 The choice to wear a mask should be a personal medical decision, guided by

informed consent.
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91 Proper education on mask usage and the selection of appropriate masks should be

provided to the public.
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Introduction

Facemasks have a history dating back to ancient times, where they were used for protection
against dust and other particles. In the medical field, the 17th century saw the use of masks
with beak-like structures by doctors to protect against the plague, ofn filling them with
herbs believed to prevent disease. By the late 1800s, face masks became common in
surgical settings to protect patients from potential bacterial transmission through
exhalation by physicians. These early masks were made of a single éayf gauze, reflecting
the emerging understanding of germ theory, which linked microbes to disease
transmission.'®®*  This early understanding was the launch pad into a loagtanding
controversial history on the effectiveness of masking both in healthcare settings and the

broader community in the prevention of respiratory infection transmission.

The SARS outbreak in 2003 and MERS outbreak in 2012 renewed interest in the use of masks.
Studies from these periods indicated that masks could reduce the transmission of
respiratory viruses, but the evidence was still limited and primarily focused on heticare
settings.'%4 Further review was conducted for the effectiveness of community masking both
during and after the 2009 H1N1 outbreak resulting in the similar findings for the use of

facemasks by healthy individuals in community settings®®

What Was Done

International and National Guidance on Masking
At the beginning of the outbreak, the World Health Organizatiosl /b1 ¢ Smslhéalth

authorities across Canada, including Albertak tadvised against the public use of face masks
by healthy individuals, emphasizing that the need for masks was low in settings where
exposure to COVID19 was minimall®® Maintaining this position, Dr. Theresa Tam, the
Canadian Chief Public Health Officer told Canadiansthat face masks should be reserved
for healthcare workers, largely as a result of shortages of personal protective equipment at
the beginning of the pandemic as well as the uncertainty surrounding the efficacy in
preventing transmission in public settings'®’ Dr. Tam further warned against the use of face

masks by untrained individuals, noting that the incorrect donning and doffing of a mask may
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actually increase face-touching, and possibly increase the risk of selftontamination. % The
WHO maintained the same messagginforming the public that the use of masks by healthy
individuals could induce a false sense of security that might erode adherence to other more
effective preventative measures. Further, the WHO also advised against community
Gct t RUDWet WU Y W 2nkd usditmmesslt® praiéct AR R & H GV Y Ut 10w LW
In a reversal of earlier guidance, thenasking recommendations of both the United States
Centers for Disease Control and Preventioml@RDCH and the WHO shifted to suggest that
cloth face coverings are most effective at reducing the spread of COVAI® whenwidely
used by the general publict® This marked departure from previous messaging
recommended that facemasks be worn by healthy people in community settingand was
the guiding force behind mask mandates throughout Canada‘’* In lockstep with
international messaging, federal and provincial health authoritiesn Canadaswiftly updated
their recommendations asevidenced bythe Council of Chief Medical Officers of Health of
Canada (&CMOHH4 which advised the public to use normedical face coverings when in

public. 1"

Masking in Alberta

Our review revealed that Alberta quickly aligned its masking policies with recommendations
from the WHO and theCCMOH The first mask mandates were introduced on August 1,
2020, in Edmonton and Calgary. Orders from the Chief Medical Officer of Health (CMOH)
included school mask mandates (August 29, 2020), mask mandates for public gatherings
(November 24, 2020), and busiess mask mandates (November 27, 2020%3 Further, on
December 8, 2020, new provincenide mandatory health measures were implemented

which included mandatory indoor masking in the community.’

Data Reviewed

Alberta's assessment of the efficacy of masking was led by the Scientific Advisory Group

bi/bE ] b AWlls RASWHY GG WUHRDT WRat Ws YI t WRUW GI RO W= N
following a decrease in information requests. The SAG played a pivotal role in addsing

COVID19-related inquiries, although it was not the only source of information review. The
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primary objective of the SAG was to use available evidence and resource considerations to

offer recommendations that would guide policy and operational decisions for the AHS
Emergency Coordination Center's response to the pandemic. As noted in other chapteof

this report, during COVID19 the SAG provided recommendations on the various questions

received with a response of days opposed to a usual response time of months. The SAG
undertook an initial review on community masking's efficacy, including surgidaand
GYGUacT WRIGYqoéWGct t+ OW + WGSWI W6 W ¢ GRT W It GY U
of community masking was based on the potential for presymptomatic and asymptomatic

transmission, with the goal of shaping Alberta's masking recommendations.

The inquiry into the efficacy of community masking was based on the potential for pre
symptomatic and asymptomatic transmission, with the goal of shaping Alberta's masking
recommendations. The SAG's review indicated that, despite a weak evidence base, thge
of masks in the community is likely effective in reducing transmission, especially from
symptomatic individuals. The only clinical study on cloth mask efficacy, conducted in a
healthcare setting, showed higher respiratory infection rates among healthaa workers
using 2ply cotton cloth masks compared to standard practices. The SAG also observed that
the extent of presymptomatic and asymptomatic transmission to community spread
remains unclear and that there is no direct evidence that mask use signititly reduces this
risk. Harms were also identified as well as risks associated with community masking which
included self-contamination, discomfort, a false sense of security, and challenges for

vulnerable populations and in hot and humid environments.

Masking recommendations transitioned into mandates starting in mie2020 and persisted
throughout most of the pandemic. Our review of the available information revealed that,
despite these strong recommendations and mandates, the number of COVHD9 infections
did not decrease. Instead, infections continued to rise, even after the COVHD9 vaccine

became available.
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Figure 1. COVID-19 Cases in Alberta, 2019-2020 to 20232024.*7

COVID-19
Summary of laboratory-confirmed COVID-19 cases in Alberta, 2019-2020 to 2023-2024

‘ Season Cases (n) Hospitalizations (n) ICU admissions (n) Deaths (n)
2023-2024 21,079 5,297 328 628
2022-2023 32,822 5,918 462 973
2021-2022 350,230 15,536 2,006 2,410
2020-2021 238,963 9941 1952 2,215
2019-2020 13144 679 134 243

Note: A hospital or ICU admission in a laboratory-confirmed COVID-19 case is counted when the reason for admission is either directly resulting from the
disease, or when the disease is a contributing factor for the admission, Information on reason for hospitalization was unavailable prior to 2022-02-01, Data
before and after that reporting change date are not directly comparable.

When Alberta implemented mask mandates, public messaging emphasized that masking
was effective in reducing community transmission among both symptomatic and
asymptomatic individuals. However,the data did not support this claim and criticism of the
effectiveness of masking inthe community focused on the lack of proper education on
correct mask usage, including how to put on and remove masks, ensuring proper fit, and
choosing the right type of mask. Alberta did not have quality control measures in place to
ensure strict adherence to these protocols, which further reduced any possible protection

afforded by wearing a mask.

Further review of the available research and data appeared to support the previously
understood limitations of masking. As outlined in a March 4, 202QJAMApublication by

Angel N. Desai and Preeti Mehrotra

M CHROWICH tH W 6Yedl WOYqWAWWs YI UWA! W6Wcaqé6! U
acquiring respiratory infection because there is no evidence to suggest that face

masks worn by healthy individuals are effective in preventing people from becoming

R 08 O

Scientific reviews assessing the use of facemasks and respirators during an influenza
pandemic have found limited evidence of their benefits in healthcare settings for protecting

against influenza infection, with only marginal benefits observed.
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be to only use masks/ respirators under very particular, specified circumstances,
¢cUl WIROUWHYGHRUecqRYUWs RS WY qéM1 WG+ YU¢ O WG Y
Masks have beershownto decrease disease transmission in healthcare settingsHowever,
research on their effectiveness in community environments has yielded varying outcomes.
While masks can provide some benefit in reducing the spread of respiratory viruses, the
evidence is mixed, particularly for community settings.Many studies show limited or
inconsistent results regarding the effectiveness of masks in preventing the transmission of
COVID19 among the public. The benefits of masks are more pronounced in healthcare
settings but the extent of their effectiveness in broader communityuse is not well

established.1™®

Supporters of community masking suggest that wearing a maskany maskT helps lower

the risk of spreading infections unknowingly or inhaling enough virus to become infected.

cYs 21 AWlcWict t kt WINNnIHqQR21IUIt + W RdseRiBmRade 1t LWR™N
of a single layer of cloth, has a loose weave, includes an unfiltered valve, is not disposed of
properly, isn't washed, or if hands aren't sanitized after touching it. Each of these instances
represents a vulnerability, even within a single Mer. The Swiss Cheese analogy
appropriately depicts the issues and controversy surrounding the efficacy of community

masking, and further raises the question of the appropriateness to implement a mask

mandate that not only has significant data to supportts lack of efficacy but has the potential

to provide the opposite desired effect.
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Figure 2. Swiss Cheese Respiratory Pandemic Defence Model.
Multiple Layers Improve Success

The Swiss Cheese Respiratory Pandemic Defense recognizes that no single intervention
is perfect at preventing the spread of the coronavirus. Each intervention (layer) has holes.

Personal responsibilities Shared responsibilities

Physical distance, Hand hygiene, If crowded, Ventilation, outdoors, Quarantine
stay home if sick cough etiquette limit your time: air filtration and isolation

Masks Avoid touching Fastand sensitve =~ Govemment messaging ~ Vaccines
your face testing and tracing and financial support

Source: Adapted from lan M. Mackay (virologydownunder.com) and James T. Reason. lllustration by Rose Wong

Before the COVIB19 pandemic, consensus held that masks offered little, if any, benefit in
curbing the spread of respiratory viruses. A metanalysis of 14 randomized controlled trials
concluded that surgical masks did not effectively reduce laboratoryconfirmed influenza
transmission, whether worn by infected individuals or by the general community?®
Similarly, a Cochrane analysis of nine trials found no clear reduction in respiratory viral
infections with medical/surgical masks during seasonal influenza® Studies involving
healthcare workers suggested uncertain benefits against respiratory pathogens, including
the common cold.*® Even a 2@0 study on mask use as source control found no difference

in infection rates among household contacts between masked and unmasked group's?

The harms of masking especially on children during the pandemic have been a significant
concern for parents and healthcare professionals. Prolonged maskvearing can impact
children's social and emotional development by hindering their ability to read facla
expressions and nonverbal cues, which are essential for communication and social
interactions. The psychological stress associated with maskwvearing, combined with
disruptions to usual human interactions have raised worries about the longterm effects

on children's development and educational progress during the pandemic. In a 2023
report by Komodo Healthcare, speech disturbances and delays in children aged1?

increased 110% in 2022 compared to prgpandemic times.'8® Similar data was seen
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through a poll of audiologists and speecHanguage pathologists conducted by the
American SpeechLanguagec J¢ | RUNDW t+ YRREqRYUWb/B Ec b Ws 611
were seen for children aged birth to 5 years concerning hearing, speech, and language

delays.184

Conclusion and Recommendations

Due to the lack of evidence to support community masking as an effective means in
preventing COVID19 transmission, questions have been raised regarding the collection and

review of data, and ultimate decisions to mandatemasking in Alberta throughout the

pandemic. Given mask mandates were also implemented in Alberta schools, with

t RDURNRACUqUWRGGEHt WaVYW gqel WUqt Kk WGE! + RACc G We U1 1
and language development, gaining a good understaiing of what decisionmakers based

this policy on is critical to understanding how Alberta can appropriately respond to any

future health crisis.

It is inaccurate to suggest that masking is entirely safe and provides effective protection
against SARSCoV-2 infection. Our data review found that there is an absence of evidence
show protection from continuous masking against respiratory illnesses, inelding COVID
19, using medical/surgical masks, or even N95 respirators. The efficacy of masking to
prevent viral transmission remains a contested area of study, however an overwhelming
amount of research has determined that masking outside of healthcare séhgs does not
provide statistically significant protection against transmission, and in fact can have an
undesired affect through incorrect usage, contamination and a false sense of security as

well as long term negative impacts on the developing child.

Recommendations

1. Public mask messaging to Albertans should be updated. Specifically, there is no
evidence to indicate Alberta should shift away from preCOVID 19 masking policies.
The policy-grade data indicates a lack of masking effectiveness at protecting against

SARSCoV-2 infection. This includes continuous masking in te community and
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universal masking within the healthcare setting. The potential harms from masking
need to be highlighted, especially among children.
2. Alberta should refrain from future mask mandates for respiratory illnesses.  The
choice to wear a mask is a personal medical decision, guided by informed consent
¢cUTl WGe qRUIUqWeeaqYUYQ! IOW + W 2HGAWS IWGEC +RG Wq
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3. Children should not participate in continuous or universal masking.  Children
have very lowrisk from COVID19, and do not readily spread SARS0V-2.1% This
dispels the myth that childrenposed a transmission risk to adults.
4. There is no benefit for masking asymptomatic individuals . Asymptomatic SARS
CoV-2 transmission occurs in < 5% of case$% Symptomatic Albertans should avoid
being in public and consider isolation at home. For some symptomatic individuals,
there remains a false sense of security that they cannot transmit SARSoV-2 if
wearing a mask. Publicly acknowledging this will help toolver SARSCoV-2
transmission.
5. Alberta should adhere to the Canadian Biosafety Handbook which categorizes
SARSCoV-2 as a biosafety level 3 pathogen. This requires stringent engineering
controls for containment, including the need to dilute, filter and destroy SARE0V-
2 with ventilation technologies!®” Such approaches have already been successfully

implemented by the airline industry, schools, and assistediving facilities.'®®

Questions
1. Given the available research, why did Alberta public health officials, government,

and agencies advocate for masks as effective against SARSV-2 and begin
enforcing surgical mask recommendations and mandates?

2. Why were harms associated with masking, especially in children, not considered
when mandating masks in Alberta schools and communities?

3. Why was masking allowed to be mandated in schools given that children were at low

risk of severe COVIBL9 outcomes?
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4. Given the lack of evidence to support the efficacy of masking, why were most

individuals denied mask exemptions?
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Executive Summary

The Task Force conducted a comprehensive review of testing strategies employed in
Alberta's COVID19 response. The primary focus was on PCBased testing, serological
testing, and rapid antigen tests (RATS). The findings of the review shed light on several
important aspects of testing and provided valuable recommendations for optimizing testing

strategies.

Regarding PCPRbased testing for COVIB19, the Task Force acknowledged the significant
increase in testing capacity but found the accuracy of the tests and potential for false
positive and false-negative results to be concerning. The Task Force also foundhet

proportionality of PCRbased screening for asymptomatic individuals to be questionable

and suggestedthat testing should be based on established risk factors instead.

In terms of serological testing, it is important to use assays that assess a spectrum of
antibodies and epitopes to accurately measure immunity. Antibody tests need to be
appropriately selected and professionally administered to ensure reliable results.

Serological tests are not suitable for diagnosing current infections but can provide valuable

information about previous exposure.

COVID 19 rapid antigen test (RAT) performance varied, raising concerns about accuracy as
a screening tool.The Task Force advises against using RATSs to guide containment measures
and underscores the importance of obtaining reliable surveillance data. There are also still
concerns about COVID19 testing bias and the possible wrong interpretation of vaccine
performance. Because of these issues, the use of RATs and surveillance data needs to be

reevaluated, taking into account the limitations of test performame and policy concerns

Overall, the Task Force highlights the need for further evaluation and validation of testing
methods. It is important to tailor testing decisions based on local context, including testing

capacity, the stage of the pandemic, and individual needs. The Tag$torce recommends
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optimizing testing strategies to improve accuracy and ensure the effective use of testing

resources in future pandemic responses.

T

The Task Force conducted a review of PGBased testing, serological testing, and
rapid antigen tests (RATS) in Alberta’'s COVAID response.

Concerns were raised about the accuracy of PCR tests and the potential for false
positive and false-negative results.

The Task Force questioned the proportionality of PCGBased screening for
asymptomatic individuals and suggested testing based on established risk factors
instead.

Serological testing was highlighted as a valuable tool for measuring immunity, with a
recommendation to use assays that assess a spectrum of antibodies and epitopes
for accurate results.

Professional administration of diagnostic testing and appropriate selection of
antibody tests is important to ensure reliable results.

The performance of RATSs varied, and concerns were raised about their accuracy as a
screening tool.

The Task Force recommends RATSs not be used to direct containment measures.
Testing bias and the potential misinterpretation of vaccine performanceare
concerning; RATs and surveillance data should be revaluated considering test
performance limitations and policy considerations.

Further evaluation and validation of testing methods is necessary.

Testing decisions should be tailored based on local context and individual needs.
The recommendations provided by the Task Force aim to optimize testing strategies,
improve accuracy, and ensure the effective use of testing resources in future

pandemic responses.
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Introduction

The COVIB19 pandemic presented unprecedented challenges for public health systems
worldwide, prompting swift and dynamic responses across different jurisdictions. This
chapter explores the development of COVIEL9 testing regimes by health system regulators
in Canada and their implementation by public health authorities in Alberta during the

pandemic.

COVID 19 testing falls broadly into two categories: 1) diagnosis and screening for active
infections and 2) detection of previous infections. The practical implications of national
regulator-based schemes for the approval of COVIEL9 tests during the pandenic werethat
they allowed local authorities to determine whether to use certain tests for specific

purposes, such as screening, policy development, or diagnosis.

The following topics outline the challenges in diagnosing, screening, and detecting COVID
19 across various testing methods used during the pandemidur review shows the flaws
in polymerase chain reaction (PCR) testing, which involves amplifying samples over and
over in the lab to find viral genetic material remnants, with the risk of getting false positives
or negatives Additionally, we found that rapid antigen tests have low sensitivity, often
necessitating repeated or serial testing to identify SARSoV-2. Our review demonstrates
that the efficacy and accuracy of COVIEL9 testing evolved rapidly and provisionally

throughout the pandemic, as reflected in scientific literature and clinical results.

What Was Done
COVID19 Testing in Canada and Globally

Thereare two main categories of testing for COVIR9 infections, for which both Health
Canada and global regulatory bodies have developed approved testing regimes. The first
category consists of diagnosing and screening for active infections. The second comprises
tests that detect previous infections. It is important b note that regulators have provided
guidance regardingeach type of COVID19 test approved for use and noted limitations

arising in each testing category and method.
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Diagnosing and Screening for Active Infections
Throughout the pandemic the main NAATs used were polymerase chain reaction (PCR)

tests and loop-mediated isothermal amplification (LAMP) tests. These tests detect the
genetic material of SARSCoV-2 through amplification of a known genomic target. PCR tests
are highly sensitive ad specific, while LAMP tests are highly specific but less sensitive than

PCR. These two tests formed the basis for diagnosing people infected with SARSV-2.

Limitations wNucleic Acid-Based Testing®
Most PCR tests that look for the ribonucleic acid (RNA) or genetic fingerprint of the SARS

CoV-2 virus use a method where certain parts of the virus's genetic fingerprint are made
much stronger by repeating biochemical and enzymatic reactions up to 45 time§hese are
called amplification cycles. The number of amplification cycles required to create enough

copies is inversely proportional to the viral load in infected individual&®

The more RNA present in a patient sample, the fewer cycles are required for a CO\KD
infection signal to reach the detection threshold (i.e., have a low cycle threshold, or Ct). The
less RNA present in a clinical sample, the more cycles are required taetect it. Therefore, a
low Ct value corresponds to a high viral load, while a high Ct value corresponds to a low viral

load.®®!

As a result, the greater the Ct value, the more likely the test will find a positive COV1D
infection. It is not possible to directly translate a Ct value into degree or duration of
infectiousness. A person is deemed infectious if they shed virus partiek that are intact and
able to be transmitted to infect others!%? PCR tests only measure levels of a known viral RNA
sequence that may or may not be actual replicationcompetent viral particles, and that a
person who has recovered from COVIEL9 may test positive with a viral load Ct > 30 for up
to 90 days. As a result, it is not recommended that Ct values be routinely clinically refied
with SARSCoV-2 RFPCR results.

While it was simpler to categorize all PCR positive samples as patients with
SARSCoV-2 it can only be determined if a patient has COVHDO if they are
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symptomatic. Reporting COVIB19 cases as all those people who were

A9 AXIORI e qJT IOc toé GYt + RHG! toe Ul WG REHGIUROYHET |

Limitations wRapid Antigen Detection Tests
Rapid antigen detection tests (RAS), sometimes called COVID19 rapid tests, are used to

detect virus proteins. While the technology is advancing, antigen tests are generally less
sensitive than molecular tests for diagnosing COVIEL9 in people who have no symptoms
of iliness (i.e., asymptanatic). Antigen tests are, however, useful because they are easily
deployed, can save on costs (vs. NAATS), and can be used to screen asymptomatic people

T especially when tested at regular intervals (i.e., serial testing

Serial testing is usually done two to three times over a period of 36 hours. This increases the
overall sensitivity of the RATs by allowing detection of theérus when levels begin to increase

in infected individuals.

A commercial PCR test roughly costs $100 per sample, whereas a RAT is
roughly $16 per sample.An outstanding question is: how much public
money was spent on PCR reagents and RATs that went unused and
expired?

To help ensure the most accurate test result can be obtained, Health Canada recommends
that manufacturers of COVID19 antigen selftests add a serial testing claim to instruct

people who are suspected of being infected with SARS0V-2 virus:

1 After the first negative test, test again 48 hours later, if you have symptoms.
1 After the first negative test, test again 48 hours later and then another 48 hours after

the second negative test if you do not have symptom¥?

b w2eAARUcqRYOWG W20 WRUHI et U AW GHUI ¢ WRA G

of 2021 based on vaccination status. First, in the summer of 202%creening requirements
for fully vaccinated close contacts, healthcare workers, and residents being admitted to or

returning to congregate living facilities were lifted. Second, in the fall of 2021AH
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encouraged public sector organizations to adopt vaccination policies that ofterrequired
frequent RAT testing of only unvaccinated employees to return to work. For those employees
working in highrisk areas, RAT results would need to be confirmed with a PCR testhich,

if positive, would then be recorded as a COVH19 case.

Detection of Previous Infection Through Antibody Tests

The second category of COVIEL9 testing encompasses serology or antibody tests. These
tests do not detect the virus itself. Rather, they detect antibodies in the bloodhat are
produced in response to a previous infection by the SARSoV-2 virus vaccination. Most
serology tests are not able to distinguish the source that is the cause of the antibodies (for
example, from vaccination or a previous infection). They also cannot confirm that an

individual has adequate antibodies in their blood to protect them fvm future infection.

Limitations wUnderstanding Serological Testing Results
Antibody production reflects only one component of the overall immune response to

infection, and care is required when interpreting serological test results. However, infection

produces different types of antibodies at different stages of an infection:

1 Early antibodies, called IgM antibodies, provide the first indication of the body's
response to an infection
o these antibodies are not as specific and generally are not as loAgsting, so
interpreting their significance requires clinical experience.
1 IgG antibodies are specific to a virus, such as the SARSV-2 virus,
o early research results suggest these antibodies can be reliably detected 14

days after a person is infected with COVI£19.1%

Antibody tests for respiratory infections measure antibodies produced either in the blood or
mucosa. The accuracy of an antibody test depends on the quality of the specimen collected,
test performance, and the timing of the test, among other factors. Theelationship between
antibodies in response to infection and immunity to infection with SAR&0V-2 is still
unknown. It is unclear whether people with antibodies from previous infection are immune

to re-infection, or if they are still infectious to others vien reinfected.
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The sensitivity of serological testing in elderly or immuncompromised people is also
22Ut UYs UIOWNG Rt WRY WAWHE2t W6 IJRI We NUWY! WAYUT RaR®
response. Also, antibodies are present for an undetermined period after an inféon has

ended. For the above reasons, serological test results should be interpreted with caution.

Regardless of the category of the COVHD9 testing regime, Health Canada and other global
regulators are responsible for approving tests deployed for use in their respective
jurisdictions. The practical implications of a regulatorbased approval scheme forCOVID
19 tests are to allow local authorities to determine whether to use certain tests for specific
purposes such as screening, policy development, or diagnosis. This brings an inherently

local analysis to the efficacy of a given test chosen for a spedifpurpose.

Data Reviewed

COVID19 Testing in Alberta
NEUW GHUI qc¢lWlclectqdbWENI 2RHND Wdomiictéd thiden @il 1 2 R
response reviews on the utilization of various COVHR9 testing practices in Alberta.
1. 2020-04-17 T Rapid Review: Comparison of testing characteristics for RPCR using
different swab methods;!*
2. 2020-04-22 1 Rapid Review: The role aferologic testing for COVID19 and potential
indications;**® and
3. 2020-11-17 T Rapid Review: Performance and feasibility of rapid COVAL® tests.t®’

The 202004-17 wRapid Review: Comparison of testing characteristics for RFCR using different
swab methods

In conducting this rapid review, the SAG was tasked with assessing the negative predictive
value of COVID19 testing when using PCR tests. The SAG focused on the collection of the
COVID-19 sample to see if any collection methods differentiated to produce egative
predictive values or invalid tests. The SAG focus was based on concerns raised by clinicians
about variability in testing characteristics (e.g., sensitivity, specificity,and negative

predictive value) depending on the anatomical site from which t sample was taken.

The SAG foundinter alia:
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1 Problems with swab collection have been noted, and it is unknown how the
anatomical site of sampling and the timing of the sample relative to the disease
progression affect the likelihood of RNA detection in a person who is infected with
SARSCoV-2.

1 There is very limited data regarding the negative predictive values and clinical
sensitivity and specificity of commercially developed molecular tests for SAREoV-

2. What data that exists publicly is a different assay from what is used in Albertand
comparisons should be made with caution.

1 Studies comparing RNA detection from different sites used samples collected from
any of the following sites: nasopharynx (NP), nose, throat, sputum, or
bronchoalveolar lavage (BAL) fluid. The evidence was mixed with respect to the
superiority (or inferiorty) of nasal swabs compared to throat swabs. A small study (n
= 30) that is ongoing in Alberta indicates that NP and throat swabs may be equivalent
while nasal swabs may have lower sensitivity. It is suspected that this is related to a
lack of familiarity with deep nasal swab collection and poor collection technique,
though this is based on anecdotal evidence.

1 Based on the evidence, false negative samples are infrequent but do occur and
would appear to result from insufficient sample collection, emphasizing the
importance of proper sampling.

1 The current lack of a gold standard for confirming positive cases is a significant
challenge.

1 Nasopharyngeal swabs are preferred foCOVID-19 sample collection. When this is
not possible, for instance due to potential shortages in NP swabs, throat swabs can
be used, but more evidence is needed to ensure that throat swabs are equivalent in
guality to NP swabs for the purposes of COVHQ9 testing.

1 Information should be distributed to remind clinicians that a negative PCR can occur,
and a negative result does not mean that the case is a true negative, especially when
there is a high probability of disease. Clinical judgment and multiple lines of ewashce

(such as clinical signs and symptoms, medical imaging results, and contact with lab
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confirmed cases) should be considered when making decisions for patient care and

staff protection.

Further Research on Different Swab Methods
A review of best practices for respiratory virus testing published in 2011 found that the

detection of 12 respiratory viruses using a nucleic acid amplification test (NAAT) panel was
significantly less sensitive with oropharyngeal (OP) swab specimens (542 than with
either NP swabs (73.3%) or NP wash specimens (84.9%8).Both nasal and oropharyngeal
swab samples are not recommended because of concerns about sensitivit}?® A systematic
review of specimen collection methods for influenza found that combining nasal and OP
swabs resulted in a test with approximately the same sensitivity as an NP swab in both
children and adults.?® A review by the Centre for Evidenc8ase Medicine (CEBM) compared
the accuracy of OP swabs to NP swabs for COVAI® and found two lowquality studies that

suggested NP swabs yielded a higher detection rate than OP swals.

The infection dynamics of COVIBL9 and how they relate to detectinghe virus are also
unclear, as it has been shown that both OP and NP swabs can yield negative results in
positive cases (confirmed by BAL) or can test positive after long periods of negative
results.?°2 Viral load between sample sites has also been comparedand the evidence is
inconclusive with respect to whether the nose or the throat is a better sample sit#* Zou et

al. (2020) suggest that nasal swabs are better during days6lpost-symptom onset, while
Yuan et al. (2020) suggest that throat swabs are superior to nasal swa#$Another report
comparing viral loads in NP and throat swabs found no difference in nine confirmed COVID
19 positive patients?® The observed differences may be due to sample collection method
and variability between collectors, which is not often controlled in these studies. Different

b sc HWA W6 YT + Ws RAGWIRE DaG! Wé¢20We Wt RDURNRHE Uq WR

acrucial role in policy decisions.
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The 202004-22 wRapid Review: The role of serologic testing for COVI® and potential indications
In conducting this rapid review, the SAG examined the highest priority indications fibie use

of serologic testing for COVIB19 clinical purposes and to inform public health efforts in

Alberta.
The SAG foundinter alia:

1 No evidence was identified to inform the clinical or public health implications of
serological testing in special populations such as immunocompromised people,
critical care patients, or the organ transplantation community.
T N6II UlWs ¢t WwUOYWT RI DARAqWII2RT 13U A1 Homs YW | L & LR URLTH 139
policies. However, findings from the immunological and infection dynamics during
infection suggest that a combination of RNA testing, IgG testingnd IgM testing may
help inform RTW decisions for healthcare personnel once a better understanding of
the antibody response to infection is gained.
1 It is not recommended that serological testing be used to inform decisions around

healthcare worker RTW policies or for acute care diagnostics.

2020-11-17 wRapid Review: Performance and Feasibility of Rapid COVID Tests
In conducting this rapid review, the SAG was tasked with assessing the performance

characteristics of the rapid COVID19 tests that have been approved for commercial
(diagnostic) use in Canada as welhs advising on the optimal strategies for deployment of
rapid testing to improve either clinical care or outbreak control in health care and

community settings.
The SAG found, inter alia:

1 The body of evidence for rapid testing platforms is poarmany of the studies are at
high risk of bias. It is important to note that the evidence on this topic is rapidly
evolving and meta-analytic findings should be considered carefully rather than
accepted as truth. No highquality evidence was identified regardinghe deployment

of rapid tests.



Chapter 6: Testing

1 Studies validating rapid test platforms are generally at high risk of bias and often do
not report the sensitivity and specificity of the platform. Instead, the reported results
are framed as concordance with the reference standard (usually an NP swab test
on an RTPCR platform). The applicability of these results may be limited in the
Alberta context.

f N6WWGaGcUencecHge!l WIt kWt GUARNRHACqRYUY WnY!l W aqldt
characteristics seen under reatworld conditions.

1 Guidelines from the WHO, Health Canada, and the United State€entres

9 for Disease Control and Prevention suggest that rapid testing should be deployed in
settings where repeat testing and/or rapid turnaround times are important.
Situations where rapid tests could provide benefit include outbreak control,
proactive monitoring in populations with high community prevalence, monitoring
high-risk congregate living settings (e.g homeless shelters), or in communities
where standard testing is not available, such as remote Indigenous communities.

1 Beyond the clinical sensitivity and deployment strategy, there are practical
implementation considerations to be made. The availability of the test kits is a major
driver of which assays are implemented. The Public Health Agency of Canada
distributed many Abbott ID NOW and Panbio kits and instruments at no cost to the
province, while the technically superior Cepheid kit has relatively low availability and
would have had to be purchased by APL for implementation.

1 Expert opinion on the deployment of rapid test platforms suggests that these tests
can be used as a surveillance tool for lowerisk populations to conserve diagnostic

testing capacity for populations where accuracy is paramount.

Further research of Rapid Antigen Tests

Meta-analyses show that for rapid nucleic acid testing systems, the Abbott ID NOW system
has notably lower sensitivity than the Cepheid Xpert Xpress systeff Pooled estimates of
testing characteristics suggest that the sensitivity of Abbott ID NOW is 7B0%, although
the specificity is 99100%2°” The Cepheid Xpert Xpress platform is approximately 99%

sensitive and 97100% specific.
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Systemic bias against Abbott systems is suggested by Mina et al. (2020), who rebuts the
findings of Basu et al(2020), included in the metaanalyses.?®® Mina et al. (2020) comment
that some factors that may have resulted in reports of lower sensitivities for the Abbott ID
NOW are the type of sample handling procedures, populations skewed towards very low
RNAconcentrations, and different specimen collection. However, the Mina studyitself is

heavily biased towards Abbott and should be considered with a critical eye.

Two sets of guidelines were identified describing a model for rapid test distribution and
implementation. 2°° Health Canada and the WHO both suggest using rapid testing to monitor
high-risk situations. These might include outbreak control, proactive monitoring in
populations with high community prevalence, or use in remote/closed communities where
standard testing is not available. The guidance also suggests using rapid testing platforms
to supplement capacity for asymptomatic testing (if there is sufficient sensitivity) or as a

screening tool for symptomatic individuals followed by confirmatory RTPCR.

Both Health Canada and WHO note that antigen tests (such as BD Veritor and Panbio)

should be used with caution where the decrease in sensitivity may result in missed cases,

such as in areas with low prevalence, where critical actions rest on theesults (such as

treatment decisions or individuals in highl Rt t Wt WqaqRUNt b AWY I Ws 6131 JLWaéb

be mitigated by repeated testing protocols.

The U.S. CDC w more specific with their guidance on rapid antigen test§ They suggest that
the antigen tests should be used for screening in highsk congregate settings where repeat
testing may quickly identify SARSCoV-2 positive individuals, and that RIPCR be used to
confirm the screening test when the antigen test resulis inconsistent with the clinical
context. The test results from an antigen test should be considered presumptiyéowever,
they may not needconfirmation if there is a correlated pretest probability of disease (e.g.,

high pretest probability prior to a positive test result).

In 2020, the United States Department of Health and Human Services purchased 150 million

Abbott BinaxNOW lateral flow colourimetric antigen tests and published an overview of their
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distribution plan.?!* The distribution pattern appears to balance clinical need with equity.

The plan can be summarized as follows:

1 States: 100 million tests to be distributed at their discretion.
1 Nursing homes and assisted living: number based on degree of positivity in the
county. Areas with >10% positivity get tests for all staff twice per weelreas with 5
10% positivity get tests for 50% of staff once per week.
1 Home Health and Hospice: Largest 100+ agencies receive tests to allow for staff
testing once per week.
1 Historically Black Colleges and Universities: Allocation based on number of staff and
b el WUqt OW~c¢! WHWPYWe+ JT We qlic 790WaKeT W1+ k W Rt
1 Indian Health Service: 300K tests distributed for eligible health programs; allocation

at IHS discretion.

Briefly, diagnostic testing by RIPCR should be designated for highisk populations (to
themselves or the public) or for confirming the results of screening test¥? Rapid tests with
reasonable precision can be used to screen the proportion of the population that exceeds
diagnostic capacity (e.g., lower risk, asymptomatic, contacts, etc.), with diagnostic testing

as a confirmatory step.

Conclusion and Recommendations

Test Strategies

Our review of the data regarding the testing implemented during COWI® shows that
conflicting studies and information regarding test types, administration methods, cycle
thresholds, and testing of symptomatic and asymptomatic individuals may have resuligin
inconsistent determinations regarding the actual infection rate in Alberta. As a result, these
inconsistencies could have influenced subsequent decisions and policieswhich include
secondary and tertiary impacts such as the unnecessary costs associatl with the tests,
broader economic impacts on both the province and Albertansand lockdown measures
including isolation, masking, and business closures. Consequently, the task force has

identified the following recommendations:
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. RT-PCR represents an excellent higisensitivity test to aid in accurate diagnoses of
symptomatic people T if they are used for the intended purpose and at optimal Ct
2clelJt W2t HOWY q U2 ¢ 0 aoffs). WE ql/bé6 RNSWGYH RaR2 I WH
. Rapid tests with reasonable accuracy should not be used for screening the general
population but could be used as an additional diagnostic tool, where clinically
indicated.

. We recommend that future pandemic responses prioritize minimizing severe disease
and mortality over extensive case detection. Specifically, Alberta should focus on
developing a screening tool to help estimate individual risk. This approach will
optimize resource use by directing testing capacity which can be appropriately
directed by evidencebased practices, such as testing symptomatic individuals,
those whose management may be influenced by test results, and for specific
surveillance scenarios.

. We recommend that levels of immunity be gauged using a muléintibody serological
and/or mucosal assay that accounts for both preexisting immunity as well as the
presence of immune cells with the potential for crossprotection.

. All tests should also be professionally administered and sufficiently sensitive to
detect low antibody levels while sufficiently specific to distinguish between target
and non-target antibodies. This also applies to laboratory tests used to identify
specific respiratory viruses. Individual risk estimates can then be used to inform
individual needs for protection either throughthe use of personal protective
measures and/or vaccination.

. Without being linked to a set of standardized clinical criteria, we recommend against
the use of PCR tests as the sole criteria for a case definition. A confirmed case should
include a pre-determined profile of signs and/or symptoms AND a positive test for
the infection of concern PLUS any relevant patient history and confirmed
epidemiological information.

. Ensure that local surveillance data are used and interpreted when determining

strategy and policy.
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The Task Force reviewed infectioacquired immunity in the context of COVIBLY,
comparing it to vaccineacquired immunity based on scientific data. The findings
emphasized the durability and effectiveness of infectioracquired immunity as a protective
measure. We conclude that a comprehensive approach considering both types of immunity
is crucial for transparent and effective public health messaging and policies during

pandemics.

1 The Task Force reviewed the concept of infectieacquired immunity and its
implications for public health policy and messaging in Alberta during the COV#D9
pandemic.

1 Infection-acquired immunity, obtained through prior infection with SARSC0oV-2, can
provide durable and protective immune responses.

1 Infection-acquired immunity should not be overlooked or downplayed in public
health messaging and policies.

1 Both vaccination and prior infection contribute to immunological memory.

1 The Task Force reviewed evidence suggesting the presence of fasting immune
responses to SARSCoV-2 and crossreactive immunity from previous exposure to
related coronaviruses.

1 Studies demonstrated similar levels of immune response between vaccinated
individuals and those who have recovered from COVHD9, indicating the non
superiority of vaccine-acquired immunity compared to infection-acquired immunity.

1 Alberta messaging and policies focused primarily on vaccin@cquired immunity and
failed to adequately consider infectionacquired immunity.

1 A balanced approach to communicating about immunity, avoiding coerced
vaccination in populations with either high levels of infectioracquired immunity or
low baseline susceptibility to severe disease, should be pursued to promote truth

and transparency inpublic health messaging.
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1 The Task Force's findings highlight the importance of considering infectiescquired
immunity in public health decision-making and emphasize the need for a
comprehensive and nuanced approach to immunization strategies during the

pandemic potentiating herdimmunity during the pandemic.
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Introduction

Public health messaging in Alberta continually emphasized the novelty of
SARSCoV-2 and the urgent need for vaccination. Downplaying infection
acquired immunity resulted in COVIB19 policies based on the belief that
vaccines offer superior immunity to infetion acquired immunity. The
decisions made provincially led to policies based on extensive vaccination
requirements, even for those with prior SARE0V-2 infection, despite both
forms of immunity having benefits for individuals and communities.

Immunological Memory

fquwécet WARPWOWt UYsUOW RUBUDWqWIW q6lJURec UWIGHENe IJWY
never attacked the same way twiceT never at least fatallyHd®* Remarkably, these
observations were made more than 2,000 years before we knew about the immune system

YI W6Ys W mNUI Gt wll Gi ¢! LWdisdadd?R Tadldy) i ¢s Uamddptedy thad LI R U
immunological memory is an integral part of longasting protection against previously
encountered pathogens when someone is reexposed, at least for some amount of time. We

I 3nl WqVYWadRiFWe RWGRIWRIEgRBRE! mWc Ul Allgél YeNG6Ye
contrat q lWaq Y WeHdRR WO WRG G2 URq! wiO

Protection stemming fromimmunological memory may be absolute or partial; it may result
in sterilizing immunity T that which prevents infection T or non-sterilizing immunity 1 that
which decreases severity of disease if reinfected. With few individuals becoming reinfected
early in the pandemig it was obvious in mid to late-2020 that most recovered individuals
mounted robust and protective immune responses?®® Although sterilizing immunity may
wane over time, protection from severe disease pos€COVID-19 is longlasting as it is with

other coronaviruses that cause common colds?'®

Infection-Acquired Immunity & COVID19
The issue of infectioracquired immunity was at the core of many disputed pandemic
policies. Without durable immunological memory, herd immunity cannot be reached, there

would be no effective vaccines, and higkrisk individuals would have to be sheltered
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indefinitely, unless the virus was eradicated. However, evidence existed early on that prior
infection with SARSCoV-2,2" as well as other seasonal human coronaviruses$:® conferred
durable protective immunity in the case of SARE0V2, meaning that efforts should have
been aimed at protecting highrisk individuals until sufficient immunity could be reached in

the population through a combination of infection and vaccination

Despite this early evidence suggesting a degree of pexisting immunity in the population,

public health messaging in Alberta between 2021 and 2022 predominantly emphasized
vaccine-acquired immunity, often downplaying the role of infectioracquired immunity.
EGG6¢t Rt WYUWqq6WWeaURDI q¢ RUqRIJtY WHWSRUT WwWimwUcecqel ¢
policies that vaccines were assumed to have superior immunity compared to the immunity
generated by infection, an assumption that led to widespread vaccine mandates even

previously infected people” Both prior infection and vaccination provide a form of
immunological memory, and acknowledging infectionacquired immunity is not an

argument against vaccines. For example, the purpose of the measles vaccine is to prevent

the clinical symptoms of measles, and any untoward, dowrstream outcomes. However,

those who have alrady had measles do not need the vaccine.

What Was Done
GHIJI qc¢ Kkt WOALHUREdnrtifuklty it) PR & Nlessaging
Infection- vs. Vaccine-Acquired Immunity
Vaccines are designed to mimic the immune response from an infection while avoiding the
risks involved with being infected, such as severe disease. Albertans are capable of

understanding risks when given accurate information.

Acknowledging that infectionacquired immunity is superior to vaccine
acquired immunity is not equivalent to promoting infection over
vaccination.

el yAWmUeqel ¢imwmlWRGOGG2 URq! {adqdirédtimmunity)ied mendnity 3s Raydiradraten DR q R Y U
Ucqel ¢ciWRUNVAEqRYUb 6 WRqWHYUq! ¢t gt Ws Ra6 W6 WWRGG2 URGq! We Hhu
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From March 2020 onward, AH and the CMOH operated their messaging on the premise that

HIJR ¢ 2t 1 HCodA2Eis drew virus no one hat) # Rt q RUNWRG G2 URq! waAWe O1
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these statements were already incorrect, but still managed to be at the forefront of AH and

AHS policies ard public messaging.

Data Reviewed

A Not-So-Novel Coronavirus?

As early as May 2020, several studies from the U.S., Netherlands, Germany, Singapore, the
U.K., and Sweden reported finding -Tell reactivity to SARSCoV-2 antigens amongst
individuals with no known exposure to the virus, with rates ranging from 20% to 50%While
these findings did not yet offer precise figures on prexisting immune responses to the
virus, they were compelling and were published in reputable scientific journals such &ell,
Nature, and Science. The observations, despite being smalscale at the time, were
indicative of a strong foundation of evidence suggesting prexisting immune responses to

SARSCoV-2 in populations worldwide 22°

SARSCoV-2 also shares 80% homology with SARSoV-1 and 50% homology with MERS
meaning that individuals previously exposed to circulating HCoVs would most likely have
developed antibodies that shared HCoV epitopes providing some degree of croseactive

immunity.?#

The presence of preexisting immunity was later bolstered in March 2021 and July 2022 when
two key studies provided evidence to suggest that SARSoV-2 may have been circulating in

Canada and Italy much earlier than January 202%2

A Valuable Lesson from 2009 Overlooked
[ YGOGYsRUNDWqS WW=ZMMPWT WHEGE!I ¢cqRYUWYnWaq6JWe N NLy

research demonstrated that preexisting immunological responses in adults, such as Band
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the U.S. CDC found that 33% of individuals aged older than 60 years possessed cross

reactive antibodies to the 2009 H1IN1 virus, indicating the presence of prexisting

immunity, ?**while two other studies also showed that individuals with preexisting reactive

T-cells experienced milder HIN1 symptoms??® These data ultimately led to a shift in
perspective atthei c § Wcs ¢! Wnl YaWaYt qUWGUY GO WUWMW/s RAGGLWE ¢ 211
2RI 2t wlWlqY WY UWWa6 ¢ q LW eatigtingmniuity if pdpuldtionMulVetakllityY n WG| 1

to pandemics.?®

The Task Force was unable to find any evidence amongst publicly available documents that
either AH or the AHS SAG considered these insights from past pandemics. Instead, we
learned that, despite evidence to the contrary, policy decisions demonstrated a tedency to
mt gqc! WagsWdWEYel t Uwa

1. cWde¢RUq¢RUNT Wa6 ¢ qlimt 2t AIJGqR HRLA Raopindslareé 131 LWa Y |
now available in Canada, and they [are effective] at preventing infection,
symptomatic disease and severe outcomes such ashospitalization and death
related to COVIBN ®w W ¢ UT W6 c¢c qlma Gel J2RYet WRUNWDHQRY
substitute for immunization to meet vaccine requirements such as workplace
2c HARUDWG2E AN ¢ qlJt w6

2. The recommendations of the AHS SAG emphasized the importance of vaccinating
the 300,000 Albertans who had recovered from a documented SARSV-2 infection,
despite recognizing the strong infectioracquired immunity that reduces reinfection
risk by over 806 for at least 6 months??8 If AH or SAG would have regisited this

estimate 3 months later, they would have seen that estimate of 6 months tripl&?

The NonSuperiority of VaccineAcquired Immunity

It is important to know if the vaccines can provide the same or similar level of immunity as
infection-acquired immunity. Published results from phase I/ll trials evaluating the immune
response and effectiveness of COVIEL9 mRNA vaccines demonstrated thaR1-day plasma

IgG levels postsecond dose shared considerable overlap with convalescent plasma levels
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from individuals who had recovered from COVIEL9.2%° Although authors interpretedthe
study results as evidence of the activity of the two dose regimens, the study also
demonstrated the equivalency of two doses to a single natural exposure in terms of plasma
IgG levels (see Figures-2), not the reverse

Figure 1. Immunogenicity of Pfizer mRNA Vaccine compared to >14 days convalescent
plasma. 3
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Figure 2. Immunogenicity of Moderna vaccine compared to <30 days convalescent plasma. 2%
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Early important population-level studies on that topic were conducted in Israef
Sweden?* and Qatar 2 Of these, the mostsignificant finding was in August 2021 before
GHII q¢ kt WAEBRASRY Yt WInndeql

This study demonstrated that SAR€ 0V-2-naive vaccinees had a 13.%old (95% CI: 8.08 to
21.11) increased risk for breakthrough infection with the Delta variant compared to
unvaccinated-previously-infected individuals. The increased risk was much more

substantial for symptomatic disease with SARSCoV-2-naive vaccinees being at a 2fimes



Chapter 7: Infection Acquired Immunity

higher (95% CI: 12.7 to 57.7) than the previously infected group. A later study from Qatar

confirmed the findings of the Israel study demonstrating that natural infection cohort was-2

4 times less likely to be infected or experience severe, critical, or fal COVID19,

Il Jt GUHqR2 10! WeiN¢ HODWNb HOWe Ys 132131 Allag 6 1JWE

findings. Why?

The narrow focus on maximizing vaccine coverage is evidence that
GHII q¢ bt Ol 3aul dR Uhtkinés Koo fYtk@e paridémics needs

revision.

Table 1. Hazard ratios for the incidence of SARS-CoV-2 infection as well as severe, critical, and

fatal COVID-19 outcomes .23

vaccination study

Natural infection versus BNT162b2

Natural infection versus mRNA-1273

vaccination study

Natural infection BNT162b2- Natural infection  mRNA-1273-
cohort vaccinated cohort  cohort vaccinated cohort
Total follow-up, person- 1985243 1921539 1374220 1338649
weeks
Incidence rate of 181 371 16-7 32.0
infection, per10000  (17-5-18.7) (36:2-37-9) (161-17-4) (31.0-33.0)
person-weeks
Unadjusted HR for 0-48 1 (ref) 051 1 (ref)
SARS-CoV-2infection  (0-46-0-50) (0-49-054)
Adjusted HR for 0-47 1 (ref) 051 1 (ref)
SARS-CoV-2 infection®  (0-45-0-48) (0-49-0-54)
Unadjusted HR for 025 1 (ref) 027 1 (ref)
severe, critical, or fatal (0-08-0-77) (0-06-1.32)
CoviD-19t
Adjusted HR for severe, 024 1 (ref) 024 1 (ref)
critical, or fatal (0-08-0-72) (0-05-119)
COVID-19*t

95% Cls for HRs and incidence rate are shown in parentheses. HR=hazard ratio. *Cox regression analysis adjusted for
sex, 10-year age group, ten nationality groups, comorbidity count (table 1), and timing of primary infection or first-
dose vaccination. tSevere, critical, and fatal COVID-19 cases were defined according to WHO guidelines. 3

Table 2: HRs for the incidence of SARS-CoV-2 infection and severe, critical, and fatal COVID-19

Herd Immunity: Misunderstood?

] k1ol e

In theory, outbreaks of contagious disease follow a certain trajectory. In a population that

lacks immunity new infections grow rapidly. However, as the number of susceptible people

decreases, an inflection in this growth occurs and the incidencef infection will begin to fall.
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population have acquiredimmunological memory against a specific infectious agent, either
through recovery from infection or vaccination, so that the agent can no longer circulate at
epidemic levels. It is not an aHor-none phenomenon, nor is it maintained at a fixed

threshold, and it does nd necessarily refer to infection being eradicated.

On the contrary, once herd immunity is achieved, an endemic equilibrium stage is reached
in which the infection rate shifts to a dependency on the rate of waning immunity and the
growth in the numbersusceptible individuals. With seasonal effects, it is possible to reach

herd immunity during summer months with the epidemic reemerging when seasonality

raises the reproductive number during the fall or winter.

For some infectious diseases such as measles, vaccination results inmmunological
memory that can last for at least 1415 yearst and may require booster vaccinationr while
immunity from infection is discussed as lifelong as long as rexposure occurs over time’
For SARSCoV-2 and other related HCoVs, immune protection against reinfection ranges
between 18 months and 211+ years, depending on the immune cells measureéf?
However, these shorter periods ofmmunological memory do not mean that herd immunity
cannot be achieved. Rather, periodic reinfections that lead to mild (if any) disease or
vaccination will restore community protection while protection from severe disease is

maintained.

Public statements from AH and the former CMOH have demonstrated that this concept was

poorly understood at the highest levels. In an article posted on October 28, 2020, entitled

me I TWfaGeURq! WeUT Wqd W] 1 WeqW7eél | RUMgtHMa) W 2 1JH
former CMOH questioned whether the phenomenon of herd immunity applies to SARSV-

2. The conclusion reached by the former CMOH was that herd immunity cannot be

maintained if immunological memory is lost. But this is incorrect.

The emergence of herd immunity does not require lifeong sterilizing immunity, an effective
vaccine, or universal vaccination. It only requires the weaker condition thaRe(t) remain

below 1 so that new infectionsarise ata slower rate than old infections are removed. This
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means that herd immunity is also driven by the infectivity of the pathogen, the rate of
recovery, the rates of births, migration, and deaths in the populatiom not just the loss of
immune people. While herd immunity may not entirely limit transmission, itwill protect
against severe disease. This is the very same premise that vaccination is based, and yet
when discussed in the context of infectioracquired immunity, was conveniently absent

from any AH or AHS messaging.

Conclusion and Recommendations

In April 2022, Omicron likely appeared when exposure to other SAR®V-2 variants was
already high, and people were being infected a second timethus giving the appearance of
reduced virulence. In response, Alberta, and other jurisdictions across Canadaelaxed
most restrictions and gave people free access to rapid tests, relying on people to decide for
themselves what measures to take to protect themselves. In this final phase of the
pandemic, exposure to circulating variants would continue to maintain fgh levels of
population-wide immunity. Despite this, AH continues to promote boosters as a means of

maintaining immunity.

i JWs W1 YWe U¢c HOGWWqYWRT JUqRN! We U! WhecdRa! WI ¢ aqc Wt
waning antibody levels are proof of populatiorwide susceptibility to severe disease. We

were also unable to identify any welconducted comparative studies demonstrating that

vaccines provided better protection from severe disease than natural exposure to

circulating variants. For the Task Force, this raises concerns regarding the ability of both AH

and AHS to collect useful data and reliably use those data to inform lester policy moving

forward.

Recommendations

To improve public health policy and messaging in the future, several key changes are

required by the Alberta Government:

Recommendation 1. A balanced and nuanced approach to
communicating about immunity is essentialwfor example, vaccination is
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achieve this goal.

AH needs to acknowledge the individual roles of vaccinacquired and infection-acquired
immunity, explaining their similarities and differences, and their synergy to achieving herd

immunity. This should also include recognizing those people who might benigffrom a
combination of both.

Recommendation 2: Avoid coerced vaccination of any population,
especially when there are high levels of infectiotacquired immunity and/or
low baseline susceptibility to severe disease.

Acknowledge the limitations of current knowledge, avoid sensationalism, and engage in

open dialogue with the public. Overall, being transparent and truthful in public health
messaging is crucial.

Recommendation 3: Public health policy that incorporates immunological
concepts needs to be grounded in sound fundamental principles and to

avoid ideological bias geared towards maximizing vaccine coverage.

This involves recognizing the complexity of the immune response and the diversity of

individual experiences, and tailoring policies to reflect this reality.
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Executive Summary

The Task Force conducted a comprehensive review of the data and decisions related to the
approval and use of COVIEL9 vaccines in AlbertaTheTask Forceanalyzed various aspects,
including the risk of COVIDB19 to the public, the safety of the vaccines, their effectiveness

in preventing transmission, hospitalization, and death, and the specific impact on minors.

The Task Force found that the risk of severe COVID infection or death is primarily

associated with age, with the elderly being most at riskChildren and teenagers have a very
low risk of serious illness from COVIBL9. COVID19 vaccines were not designed to halt
transmission and there is a lack of reliable data showing that the vaccines protect children

from severe COVIDB19.

In terms of safety, the Task Force identified reports of deaths and injuries attributed the
vaccines, as well as a known risk of myocarditis, particularly in young male¥helong-term

safety of the vaccines is undetermined due to thie rapid deployment and limited follow-up.

Task Force recommend halting the use of COVIB19 vaccines without full disclosure of
their potential risks, ending their use in healthy children and teenagers, conducting further
research into their effectiveness, establishing support for vaccineinjured individuals, and

providing an optout mechanism from federal public health policy.

Overall, the Task Force's review highlighthe need for a careful assessment of the risks and
benefits associated with COVID19vaccination, particularly in specific populations such as
minors. Further research, tansparency, and individual choice in decisionrmaking will be

important for any future pandemic response vaccination initiative

1 The Task Force conducted a review of COWI® vaccines in Alberta.
1 They found that severe COVI19 primarily affects the elderly with comorbidities.

1 Children and teenagers have a low risk of serious illness from COVII.
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TheCOVID-19vaccines were not designed to halt transmissiorof the virusand there

is limited data on their effectiveness in preventing severe illness in children.

Reports of deaths and injuries attributed to the vaccines were identified, as well as a
known risk of myocarditis, particularly in young males.

The Task Forceecommends halting the use of vaccines without full disclosureof
their potential risks, ending their use in healthy children and teenagers, and providing
support for vaccine-injured individuals.

The Task Force recommends additional research and an ojut mechanism from
federal public health policy.

Careful assessment of risks and benefits transparency, and individual choice in

decision-making are vital for any future pandemic response vaccination initiative
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Introduction

This chapter examines the data surrounding the COVHDO vaccines mandated to much of
the Alberta workforce and public.Amidst a global pandemic that posed a significant threat
to a substantial portion of the population in Alberta, Canada, and worldwide (refer to the
Modelling Chapter), our healthcare system faced the constant strain and risk of being
overwhelmed. This crigs and threatdominated the daily narrativeeverywhere This fear was
leveraged internationally to push several novel vaccine platformshrough development,
delivery, andimplementation in record time through Emergency Use Authorization (EUA).
The expedited process incurred profound consequences. The EUA approval pathway left
large holes in the efficacy and safety data that is now being questioned by academic and
clinical specialists internationally. This chapter will focus on the data and decisions

surrounding the approval and continued use of the COVH29 vaccines in Alberta.

Summary of Key Findings

1 Health Canada was solely responsible for approving COVHDO Vaccines.

T clciqéWocUcTl ¢kt W UnRURqRYUWY nWe UWmBRT ¢ b W2 ¢t
adverse effects and effective in providing lifelong protection against disease after a
single dose.

1 NACI identified significant gaps in the COVIE9 vaccines during the approval
process. The Task Force did not find discussion of these gaps anywhere in the Alberta
data.

1 NACI recommends the COVIBL9 vaccines despite the concerning gaps in safety and
efficacy data provided.

1 Results of a risk assessment for the Alberta population performed by the Chief
Medical Officer of Health (CMOH) or the Scientific Advisory Group (SAG) are
unknown.

1 The highest risk of severe infection was in people 75 years old and older, with two or
more comorbidities. It is unknown why vaccines were aggressively pushed for people

under 60 with much lower risk profiles.
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1 Pfizer vaccine safety data from the threemonth post-authorization trial was
alarming.
0 1,223 deaths attributed to the vaccine.
0 42,086 people injured within 4 days of vaccination.
0 45% of these were between the ages of 180 (who were at negligible risk from
COVID-19 infection).

1 Lipid nanoparticles have a well described toxicity in scientific literature after multiple
injections.

1 Pregnant women in the Pfizer randomized controlled trial did not fare well. It is
unknown why vaccines were recommended in Alberta to pregnant women and those
of childbearing age.

1 Healthy minors were at low risk of serious COVH19 infection and yet were
recommended vaccination despite known and unknown safety risks inherent in the
vaccines.

1 COVID19 vaccination carries a weldocumented risk for developing myocarditis
and pericarditis. These heart conditions have lifelong and potentially fatal
consequences.

1 Itis relatively easy to authorize novel therapies under Emergency Use Authorization
but very difficult to halt or discontinue them if concerns are warranted.

f f qWRt W21 ! WI RnnRAzGqWaVYWecHADL L Wl YGW2¢Uqlu2
publicly funded health system.

What Was Done

Background

Heath Canada was responsible for approving COVHD9 vaccines in
Canada.

The process Health Canada employed when approving the vaccines was to review product

monographs, as well as, phased clinical trials for each vaccine submitted for approval. The
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following represents information known or available to Health Canada when assessing

COVID19 vaccine approval and recommendation for continued use.

clcidaqowocUcl ¢kt W UnRURqRYUWNY! We UWRT Vet W2eHAR
mécHARUDY Wel JWRAYAGGUIWFWARYGYNRAWG! YI 2 Hat WI L
response effectively and safely.An ideal vaccine is: safe with minimal adverse

effects; effective in providing lifelong protection against disease after a single

dose 239.

National Advisory Committee on Immunization

N6WW ¢qRYUcOW T2RE YI ! WOYGAGRaqqUUIWYUWTf GGaURAC qF
that provides PHAC with independent, ongoing medical, scientific, and public health advice

in response to questions relating to immunization. The Alberta recommendationkrgely

mirrored the NACI findings, and the Alberta SAG relied heavily on NACI review
(Recommendations on the use of ©OVID-19 Vaccinations 202110-22).240

Key Gaps ldentified from NACI Review of the COVID Vaccinations

1. Due to the availability of only shorterm clinical trial data, the duration of protection
provided by COVIDB19 vaccination is currently unknown.

2. The clinical trials of the authorized and available COVH29 vaccines assessed
efficacy against severe COVIEL9 disease, but not all provided sufficient data to be
able to assess the efficacy against severe COVHD9 disease, and not allprovide
sufficient data to be able to assess the efficacy against hospitalizations or deaths.

3. Due to limitations in the number of participants, and duration of follow up from
COVID19 clinical trial data, longterm evidence on immunogenicity is unknown.

4. Due to limitations in the number of participants and duration of followup from
COVID19 clinical trials, medium and longterm evidence on vaccine safety is
limited.

5. Clinical trials of the authorized COVIB19 vaccines excluded individuals with a
history of severe adverse reaction associated with a vaccine and/or severe allergic

reaction (e.g., anaphylaxis) to any component of the vaccine.
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Notable Statements in the NACI Review

1. Anyone receiving any authorized mRNA COWD® vaccine (PfizerBioNTech or
Moderna) should be informed of the risks associated with mRNA COWI® vaccines
(myocarditis and anaphylaxis) and be advised to seek medical attention if they
develop signs and sympbms suggestive of these conditions.

2. Anyone receiving any authorized viral vector COWVID® vaccine
(AstraZeneca/COVISHIELD or Janssen) should be informed of the risks associated
with viral vector vaccines (GBS, VITT/TTS, CLS) and be advised to seek medical

attention if they develop signs andymptoms suggestive of these conditions.

None of the COVIDB19 vaccine data reviewed in Alberta, including
government communications or SAG reviews of vaccination, included the
NACI cautions above.

Alberta Health and Government of Canada Messaging on COVID Vaccine Approval
The Alberta HealthCOVID-19 website states the following:

nAll vaccines approved in Canada undergo a rigorous review and approval process to

ensure they are safe and effectives*

The Alberta website links to a Government of Canada site discussing the approval process
for COVID19 vaccines:

BEUWENGqUGAHND!I WNZAW=M=MAWqS IWf UqIBal®antis | T 1J1 L
Advertising of Drugs for Use in Relation to COWI® (ISAD IO) introduced a
temporary regulatory pathway. This helped expedite authorizations for COHI®-

related drugs and vaccines without compromising patient safety.

The ISAD IO created a more agile pathway to facilitate the availability of COVI1B-

related drugs and vaccines for Canadians in 4 ways:

1. Authorizing a brandnew drug based on available evidence with more agile

administrative and application requirements;
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2. Authorizing a new drug based on the approval of a trusted foreign regulatory
authority;

3. Allowing expanded use of an already approved drug to include COVID-related
indications based on known evidence with or without an application from the
market authorization holder; and

4. Permitting the Public Health Agency of Canada to import promising COWI®
drugs for placement (prepositioning) in Canadian facilities before they are

authorized in Canad&*.

NACI Recommendations
NACI made the following recommendations about COVIEL9 vaccination:?4

1. NACI preferentially recommends that a complete series with an mMRNA COWI®
vaccine should be offered to individuals in the authorized age group without
contraindications to the vaccine (Strong NACI Recommendation); and

2. NACI recommends that a viral vector COVIE19 vaccine may be offered to individuals
in the authorized age group without contraindications to the vaccingto initiate a
series when other authorized COVIEL9 vaccines are contraindicated or
inaccessible. Informed consent should include discussion about the risk and
symptoms of VITT, as well as the need to seek immediate medical care should

symptoms develop (Dscretionary NACI Recommendation).

Based on the key gaps concerning vaccine safety and efficacy noted abowdACI must
have believed the risk to the public was high enough to warrant endorsing COVID 119

vaccines despite the deficits in safety and efficacy knowledge noted above.

Vaccines are given to healthy people, those without the malady they are being immunized
against. In contrast, most therapeutics are offered to patients who are already afflicted with
a specific iliness for which they are being treated. The riskenefit analysis is generally more
favorable in this case as side effects or complications from a therapy are tolerated for the
benefit of recovering from the illness. This is assuming the therapy has a welbcumented

side effect profile and reasonable chance of reéving the illness or symptom(s) being
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treated. The riskbenefit ratio must be favorable for a therapeutic to be recommended to a
patient. For vaccines, the riskbenefit ratio must greatly favor benefits over risks to

recommend to an entire healthy population.

Did SAG and the CMOH of Alberta perform their own risk assessment of the
Alberta population?

It is significant that only 5% of study patients in the originakndomized control trials of the

Pfizer, Moderna and Johnson & Johnsarmaccines were over 75 gars old.?*

What wasthe risk to the healthy population of severe COVHR9 infection
(e.g., hospitalization or death)?

Data Reviewed

Risk of COVID19 to the Public

Figure 1. Weekly No. Of COVID-19 Outcomes based on a set of 10 comorbidities .

The graph belowillustrates the outsized impact that two or more comorbidities had on the severity of
outcomes for those admitted to hospital.
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Based on data from the CDC, as of January 27, 2021, those 85 and older were 119 times
more likely to die of COVID-19 than those aged 2534, while those under 15 were 73 times
less likely to die ofCOVID-19 than those 25-34. Therefore,age and comorbidities played the

dominant role in severeoutcomes.?*®

Figure 2. COVID-19 Absolute Risk Levels.

Absolute Risk Level - Position on Risk Matrix
Covid-19
Age ity St RSkt e e S SR E
Death
2 or more 1or less
0 [Tgnn
1-4
= Medium 4 et On Rﬁk
10-14 Matric
15-19 Mot On Risk
20-24 [lower than i
25-29 Low 1)
30-34 Medium & [lower than
35-39 Low 1)
Medium & | Medium 2

Outcome: everyone was treated as equally at risk, vaccinations were
aggressively promoted to everyone, including infants and minors (despite
their negligible risk from serious COVIEL9 infection).

Improvement: perform a riskbenefit analysis to protect the atrisk
demographic. Decrease or halt mitigation resources on populations with a
positive risk benefit analysis.
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Safety of COVIDP19 Vaccines for the Public

A forensic analysis of the 38 subject deaths in the -Gonth interim report of the
Pfizer/BioNTech BNT162b2 mRNA vaccine clinical trial was published in September 2023.
It found that:

1. The C4591001 placebecontrolled randomized clinical trial of 22,030 vaccinated and
22,030 placebo subjectss ¢ t+ Wa 6 W Ws YI 4T kt WyYUOa! WYGGY!I qa URq!
of the Pfizer/BioNTech BNT162b2 vaccine.

2. Unblinding of placebo subjects starting in Week 20 terminated the placebo
controlled clinical trial, thereby ending all unbiased evaluation of possible adverse
event signals.

3. The mRNALNP platform is novel, not previously phase 2/3 tested in humansndthe

toxicity of PRSpike protein was unknown Taken together,a 20-week placebo-

controlled clinical trial is NOT sufficient to identify any except for the most common

safety concerns.

4. The number of allcause deaths is NOT decreased by BNT162b2 vaccination.

5. Of the 38 deaths reported in the @Month Interim Report of Adverse Events2l

BNT162b2 vaccinated subjects died compared to 17 placebo subjects.

6. Delayed reporting of the subject deaths into the Case Report Form, which was in
violation of the trial protocol, allowed the EUA to proceed unchallenged.

7. The number of subject deaths was 17% of the expected number, based on age
adjusted US mortality. One possible explanation could lie in the 395 subjects that
5 11 DWbx Y @ depYOW[ YO OVYs

8. There wasa 3.7-fold increase in cardiac events in subjects who received the

BNT162b2 vaccine versus the placebo.
9. Of the 15 subjects who were Sudden Adult Deaths (SAD) or Found Dead (AR)died

of a cardiac event, 9 of whom were vaccinated.

10.The cardiac adverse event signal was obscured by delays in reporting the accurate
TcqUlWyYnwt eATUHEqWT DeqélWaqdécaqlls ¢t Wt UYs Ulllg Y WA
Report.



Chapter 8: Vaccines

A group of concerned medical practitioners forced the release of this information from the
US FDA via two court orders. This is now part of the material used by our health authority to

determine that the vaccine was safe and effective.

Table 1. Pfizer / BioNTech Post-Authorization Trial T Approved by the US FDA April 2, 2021
Notes:

1. In the first 3 months post authorization, the vaccine caused the death of 1,223 and injured 42,086,
most of these occurred within 4 days of vaccination.

2. 45% of the injured were between 1&0 - the people atnegligible risk of covid19 death (see chart 8r
page 13 this document), 71% of the relevant cases are female.

3. Within the same document this table came from there is a List of Adverse Events of Special Interest;
9 pages longr 1,236 different diseases caused by the vaccine.

4. There are various expert opinions about the completeness of adverse event reporting; estimates range
from 1 to 10% of all events are recorded"’

Table 1. General Overview: Selected Characteristics of All Cases Received During
the Reporting Interval

Characteristics Relevant cases (N=42086)
Gender: Female 29914
Male 9182
No Data 2990
Age range (years): =17 1:75%
0.01 -107 years 18-30 4953
Mean = 50.9 years 31-50 13886
n = 34952 51-64 7884
65-74 3098
>175 5214
Unknown 6876
Case outcome: Recovered/Recovering 19582
Recovered with sequelae 520
Not recovered at the time of report 11361
Fatal 1223
Unknown 9400

a. 1n 46 cases reported age was <16-year-old and in 34 cases <12-year-old.

Pregnant Women in the PfizeRandomized Control Trial
In August 2022,Dr. Pierre Kory MD, MPApublished his analysis of the Pfizer trial data

concerning pregnant women?# Dr. Kory found that:
mHEAYITRUNDWY Wa 6 JWANRA | -Aifb&izafioa AdversB Bvidrits U ¢ G !
ADGY! gqwt JAqRYUWPHOW: WYUWGENUIWN=ZAWaqs YWE e |
reported during the trial. Of these two hundred and thirteight had no outcome



Chapter 8: Vaccines

attached to them. No explanation in the document for the lack of reporting. Did they

lose the chart? The remaining thirtytwo had the following results:

Twenty-three spontaneous abortions
Two spontaneous abortions with intrauterine death
Two premature births with neonatal deal

One spontaneous abortion with neonatal death

= =2 =2 -4 -

One normal outcome

This means there wasan 87.5% fetal/neonatal mortality for the thirtytwo
pregnancies they had reported an outcome for in their post authorization followp
period. These are devastating results. Can anyone say, with a clear conscience, the
Pfizer Covid-19 vaccine is safe in pegnant women based on this original Pfizer

data?m

History and Safety of the Lipid Nano Particle (LNP)
In May 2024, Dr. Byram Bridle provided an expert statement on the lipid nano particle used

as the delivery vehicle for mRNA in COVHD9 vaccines?* The following is an excerpt:

TLNPs were originally designed with the goal of delivering drugs throughout the body,
RUAGzT RUNWRUqVYWaq6WWHI ¢cRUWqYWal DeaqlWagdéRUNY WQ
Acl t ROt Y U%°Thialplan forhdelivémdvehicle for therapeutic agents including

gene therapy products was largely abandoned by many pharmaceutical companies

over the toxicity that occurred with multiple uses of the LNP in treatment regimens.

It was known in 2006 that LMkt W6 c¢cT WqY+FRHEWNIN N At WaIdRY Ja

activation of the immune system?2%!

In demonstration of this, consider the following quotation from a journalist that
interviewed the Chief Executive Officer of Moderna in 20163 ? 1J i Rudiuklly O

getting RNA into cellswhas long bedeviled the whole field. On their own, RNA
GYGUHR2GUH O6¢c2D0CO6¢! T IOqRAVIOI BeHERUNIDGE IR
wrapped up in a delivery mechanism, such as nanoparticles made of lipid8ut

those nanoparticles can lead to dangerous side effects, especially if a patient



Chapter 8: Vaccines

has to take repeated doses over months or years. Novartis abandoned the
related realm of RNA interference over concerns about toxicity , as did Merck and
Roche.G3¥

Then consider this quotation in the article from Dr. Katalin Karik6 who recently
received the Nobel prize for developing the synthetic modified RNA technology:f HO

would say that mRNA is better suited for diseases where treatment for short

duration is sufficiently curative,so the toxicities caused by delivery materials are

less likely to occur. COf concern, it was discovered after awarding the Nobel prize

that modRNA gets misread by the protein manufacturing machinery in cells, causing

the unanticipated prY T e #qRY U WY nWe UGI BT RAqUT WnY!I JRNUWG
G200 WYMHIRG Gal Ra! Ow

Finally, please note this quotation: iy ~ YT 131 U¢ bt IO Yt qro¢cl 2¢ 08I
CureVac and BioNTech, have acknowledged theame challenge with mRNA. Each
is principally focused on vaccines for infectious disease and cancer, which the

companies believe can be attacked with just a few doses of MRNA.G¥

The decision to approve the vaccines was made by Health Canada. Once this decision was
rendered, it is unknown whether there was a mechanism available to the CMOH of Alberta

to challenge it based on:

1. The low risk to the population under age 60 with one risk factor or less for serious
COVID19 infection (i.e., obesity,hypertension and/or diabetes); and

2. Questions surrounding the safety of the vaccines.

Outcome: significant harm to population which has not been tracked.

Improvement: insist on higher standards before approving novel vaccines.
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Efficacy of COVID19 Vaccines
The Role of Product Monographs

Viral transmission is NOT an approved indication for any of the approved
COVID19 vaccines.

WAI YT eHqW~YUYNI ¢ G6WRY We WmpneHagecldAW HARIJUgRNRE
promotional material, describes the properties, claims, indications, and conditions of use
for the drug, and that contains any other information that may be requireaf optimal, safe,
cUT W nIIAHqR2 MWt WY NnWg6 W 1 2 DwiO

The product monographs of each approved COVHD9 vaccine do not include any
information related to the transmission of SARSCoV-2. Viral transmission is NOT an

approved indication for any of the approved COVEN ® LWI2 ¢ #HR Ut IOWNGS I Ws Y1 T Wh
any ofits correlating terms indicating viral conveyance to another person, does not appear

in these documents and therefore the manufacturers cannot claim the vaccines prevent

viral transmission to other people.
This fact begs the following questions:

1. Why were COVIB19 vaccines put forth as the way to stop the spread of the pandemic
and return to normal?

2. Why was the Restrictions Exemption Program (REP) based on COMMDvaccination
56 00Waq6 IWYI RDRUcCOGWANRADI W ¢UT YOGRAUDT wrYUq! VY
for halting transmission of the virus?

3. Why did the CMOH of Alberta not disclose the serious shortcomings of the original

Pfizer trial regarding efficacy against transmission of the virus?

All three of the originally approved vaccines, Pfizer, Moderna and Johnson and Johnson,
were not powered for nor tested the efficacy against hospitalization, death or stopping

transmission. The end point was efficacy against symptomatic COVHD9 infection.
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encourage vaccination against COVIEL9. Based on the evidence that has emerged to date,

it cannot be concluded that these COVIB19 vaccines are safe. Were they at least eftdive?

The COVID19 Vaccines Were Not Effective in Stopping Transmission
The CDC site states that:

COVID 19 vaccines are highly protective against severe illness and death and provide
a lesser degree of protection against asymptomatic and mild infection (6). Receipt of
a primary series alone, in the absence of being up to date with vaccination through
receipt of all recommended booster doses, provides minimal protection against
infection and transmission (3,6). Being up to date with vaccination provides a
transient period of increased protection against infection and transmission after the

most recent dose, although protection can wane over time.

The graphbelow was from a large study undertaken by Cleveland Clinic involving
51,017 employees. The study demonstrated waning efficacy against the dominant
lineages especially XBB. This underscores the problem of trying to keep up to a

rapidly mutating virus.
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Figure 4. COVID-19 Vaccine Efficacy.
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) W30 R Josa s WS J042 w16 348 3405 M52 Ja0r B e

The estimated vaccineeffectiveness was 29% (95% confidence interval, 21987%), 20%
(6%-31%), and 4% {12% to 18%), during the BA.4/%5 BQ, and XBBdominant phases,
respectively. The risk of COVIEL9 also increased with time since the most recent prior
COVID19 episode and wih the number of vaccine doses previously received. (Open Forum
Infect Dis. 2023 Apr 19;10(6):0fad209.)
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How Effective Were the Vaccines in PreventingHospitalization?

Figure 5. Number of Occupied Alberta Hospital Beds by Vaccine Status .?*°

ICU Non-ICU

600 +

Occupied Beds

Apr-21  Jul-21  Oct-21  Jan-22 Apr-22 Apr-21  Jul-21  Oct-21  Jan-22 Apr-22
Date

~+~ 2 Doses -+ 3 Doses -+ Unvaccinated

The data to produce the graph above was taken from the AHS dashboard. The dashboard
was taken down after the number vaccinated far exceeded the unvaccinated in
hospitalizations. If the vaccine was effective in preventing serious infection, you would

expect2 IJ1 ! WnWs W2¢HARUEC qUT WRUT R2RT 2¢ilit WaqVYWAHDWG Y

definition of an ideal vaccine!

How Efficacious Were theVaccines in PreventingDeath?
The original Pfizer RCT had 21 all cause deaths in the vaccinated arm and 17 in the

unvaccinated arm (See Forensic Analysis of the 38 subject deaths, above). You would

expect the vaccinated arm to have fewer altause deaths than the unvaccinated arm.

It is therefore not accurate to say the original Pfizer Vaccines prevented death compared to

placebo intheir own RCT
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COVID19 Vaccines in Minors

It is necessary to review decisions that were made at the height of the COVID pandemic
to ensure the best careis offered to G HIJI gq¢ kt WHG R Tin tlelutbeeUThidl q 13130 ¢ |
careful review will focus on arisk benefit analysis for children aged six months up to

seventeen years.

Key Messages
What is the risk ofsevere COVIDB19 infection in children and teenagers? (Appendix 1)
The most significant risk factor associated with severe COVHD9 infection is age.?*” Earlyin

the pandemic it became clear that the elderly (75 years+) were most at risk of hospitalization

and death due to COVIBP19 infection.

It was equally clear that children and teenagers had a very low risk of serious illness (150
pediatric admissions compared to 34,000 adult admissions during the same period,
representing 0.4% of all admissions from COVIE19).2® The CDC (Centers for Disease
9YUq! Yawe Ul WA 13tRdies mpikeYdind ihat gammaded @ith adults, children
may have similar or higher incidence rates of SARSoV-2 infection but more frequently

experience asymptomatic infection or less severe symptoms??*°

This very low risk necessitates a highly efficacious vaccine with a favorable and well
documented safety profile to justify use in young Albertans.

What is the efficacy of COVBL9 vaccines in children and teenagers against transmission,
infection, and severe COVDB19?

The COVIB19 vaccines were not designed to halt transmission (Appendix 2)

Among all the COVIB19 vaccine trials conducted in children, the greatest net reduction in
symptomatic COVID-19 infection for the vaccines compared to placebo was a mere 4.6%

(Appendix 3)

According to the FDA briefing package provided by Pfizer (pg. 52) two or three doses of the
Pfizer vaccine demonstrated extremely low efficacy against the Delta variant and even lower

against the Omicron variant in children ages six months to five yea?®.In children aged five
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to eleven years, there was a similar rapid decline in Pfizer vaccine effectiveness during

Omicron.?%t

The continued emergence of variants challenged vaccine efficacy further. Estimated
vaccine efficacy (VE) was 70.2% for Delta but plummeted to 21.8% for Omicron requiring

regular boosters with upgraded vaccines to maintain efficacy62

In addition, there is a lack of reliable data showing that COVH29 vaccines protect children
from severe COVIDB19 as none of the COVIEL9 vaccine trials were designed to assess this

outcome (Appendix 4).

If low and shortlived efficacy necessitates ongoing COVIEL9 boosters, are they at least

safe?

Is the COVID-19 vaccine safe in children and teenagers?
The COVIDB19 vaccines for children and teenagers were approved based on small trials and

short follow-up periods.2¢3

These trials reported large increases in rates of any (up to a 40%) and severe (up to 12%)
systemic adverse events compared to placebo following vaccination. The sample sizes were
too small and study length too short to detect rare but serious adverse loAggrm events
(Appendix 5)

There is a welldocumented link between mRNA COVIEL9 vaccines and myocarditis in
males (12 to 29 yrs. oldy®* A follow-up surveillance paper published in the Lancet on
myocarditis in vaccinated 1229 yr. olds, demonstrated an abnormality on Cardiac MRI in 81
of 151 patients® This same study revealed 32% of patients were not cleared for physical
activity and 26% were still on daily medications at least 90 days post diagnosis. In another
paper Krug, et al showed cases of myo/pericarditis (n = 253) included 129 after dose 1 and
124 after dose 2; 86.9% were hospitalize@?® Incidence per million after dose two in male
patients aged 1215 and 1617 was 162.2 and 93.0, respectively. The Relative Risk (RR) of
the first dose may be more than 6 times the risk of COVHA® hospitalization in healthy boys

with prior COVIDZ49 infection. Myocarditis can be a very serious long term health issue.



Chapter 8: Vaccines

According to Alexander and ceworkersk 20-year study of 175 children with myocarditis,
survival free from death or transplantation was 74% at one year, 65% at five years, 62% at

10 years, and 56% at 20 years (Appendix. 6)

The longterm safety of the COVID19 vaccines is undetermined as the vaccines were rapidly
deployed with just two months of safety data in minors. This was enabled via the Emergency
Use Authorization pathway despite FDA guidelines which call for an obsetvwan period of

up to 15 years for gene therapy (Appendix.7)

Conclusions RegardingRisk Benefit Analysis
The overall risk of severe COVHR9 in our children andteenagers is exceptionally low

(Appendix 1)

There is a lack of reliable data showing that COVAHIDO vaccines protect children from severe
COVID-19 (Appendices 2, 3, 4)

There is reliable evidence of harm following vaccination and the COWI® vaccine trials

were not designed to detect rare or londerm adverse effects (Appendix 5)
There is a known risk for myocarditisespecially in young males (Appendix 6)

There is no longterm safety data for these novel mMRNA vaccines (Appendix.7)

Conclusions and Recommendations

1. Immediately halt the use of all COVIBL9 vaccines without full disclosure to patients
regarding both the safety and efficacy issues by their physician.

2. End use of the COVIEL9 vaccines for healthy children and teenagers as other
jurisdictions have done. See Denmark, Sweden, Norway, Finland, and the UK.

3. Further research to establish the safety and efficacy of COVHD9 vaccines is
necessary before widespread use in adults and children.

4. Establish a website and/or callin center for the vaccine injured in Alberta.

5. Establish a mechanism for opting out of federal health policy until provincial due

process has been satisfied
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Appendix 1

Minors are at an extremely low risk of severe COAL®.

1 Early in the COVID crisisAlberta public health and the Canadian pediatric society
recognized that children are not at risk of severe COV4D9.2¢7

1 Their diminished risk of severe COVH19 is likely due to their strong innate
immunityl6 and low levels of viral receptors in their airways®

1 Most Albertans now have naturally acquired immunity (Figure Al1.1) which provides
long-lasting protection against reinfection (Table Al.1) and severe COVHD9 which
is superior to vaccination (Table A1.23%°

M Delta and Omicron variants are associated with an even lower risk of severe

outcomes in children.27

Figure A1.1. Weekly number of COVID-19 cases, vaccination coverage and seroprevalence of
antibodies induced by vaccination and infection or infection alone in Alberta since the start of
the pandemic.
Weekly number of COVIBL9 cases (black line), vaccination coverage (dotted, red line) data were obtained from the
Government of Canada COVIEL9 epidemiology update and vaccination webpages (respectively) on October 15, 2023.
Data on seroprevalence of antilodies induced by vaccination and infection (antE 6 LssU ¢ and vaceiieatquired
RO 0 2 U-Rmrigediik) or infection alone (anti 6 WwU¢E qqe | ¢ 0 0! L6 Blue énk)lwkré dbtRided fzobh fhey | 1 LU
COVID19 Immunity Task Force, SARS0V-2 seroprevalence in Canada webpage.
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Table Al.1. Testing results at different times since infection and effectiveness of naturally
acquired immunity against SARS-CoV-2 symptomatic infection using case -control test

negative design.?"*

Outcome: SARS-CoV-2 symptomatic infection
Cases (symptomatic Controls

S LN ) e Effectiveness of naturally
Months after Previously = SARS-CoV-2  Previously  SARS-CoV-2  acquired immunity against
infection infected naive infected naive COVID-19, % (95% CI)
3-6 3 6537 46 6494 93.6 (79.3-98.0)
6-9 35 6555 229 6361 85.5(79.2-89.9)
9-12 26 6540 114 6452 78.3 (66.5-86.0)
12-15 33 6543 125 6451 76.3 (64.5-84.2) Lasts
15-18 22 6535 70 6487 69.8 (50.7-81.5) almost
18'21 3 6537 46 6494 %-6 (79-3‘98-0) 2 years

Table Al.2. Hazard ratios for the incidence of SARS-CoV-2 infection and severe, critical, and

fatal COVID-19 in the national, matched, retrospective cohort study in Qatar

272

Natural infection versus BNT162b2
vaccination study

Natural infection versus mRNA-1273
vaccination study

COVID-19*t

Natural infection BNT162b2- Natural infection  mRNA-1273-
cohort vaccinated cohort ~ cohort vaccinated cohort
Total follow-up, person- 1985243 1921539 1374220 1338649
weeks
Incidence rate of 181 371 16-7 32-0
infection, per 10 000 (17-5-18.7) (36-2-37-9) (16-1-17-4) (31-0-33-0)
person-weeks
Unadjusted HR for 0-48 1 (ref) 0-51 1 (ref)
SARS-CoV-2 infection (0-46-0-50) (0-49-0-54)
Adjusted HR for 0-47 1 (ref) 0.-51 1 (ref)
SARS-CoV-2 infection*  (0-45-0-48) (0-49-0-54)
Unadjusted HR for 0-25 1 (ref) 0-27 1 (ref)
severe, critical, or fatal (0-08-0-77) (0-06-1-32)
COVID-191
Adjusted HR for severe, 0-24 1 (ref) 0-24 1 (ref)
critical, or fatal (0-08-0-72) (0-05-1-19)

95% Cls for HRs and incidence rate are shown in parentheses. HR=hazard ratio. *Cox regression analysis adjusted for
sex, 10-year age group, ten nationality groups, comorbidity count (table 1), and timing of primary infection or first-
dose vaccination. TSevere, critical, and fatal COVID-19 cases were defined according to WHO guidelines.*>*

~75%

reduction in

risk of

severe
COVID-19

Table 2: HRs for the incidence of SARS-CoV-2 infection and severe, critical, and fatal COVID-19
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Appendix 2

COVID19 vaccines were not designed to stop the transmission of the virus.

1 Elimination of a virus or sustained reduction of local transmission is possiblgf there
is an accumulation of immune individuals with immunity that is highly effective at
Gl W20 UqRUNDWbII Db RUNWHEERYUWht ql ROURARUNDK WRA
1 Elimination of a virus is more difficult to achieve for coronaviruses like SARSoV-2
as immunity from infection or vaccination is relatively ineffective at preventing
subsequent (re)infection (Table A2.1374
1 The registration trials for the COVIEL9 vaccines did not assess transmission and
none of the vaccines studied were able to completely prevent infection and were
associated with high rates of breakthrough infectiorf”
1 Asthe COVID19 vaccines are unable to prevent transmission and (re)infection they

are not an effective tool for eliminating the virus.

Table A2.1. Comparison between features of vaccines for measles and COVID -19.276

Measles COVID-19
Vaccine prevents severe disease. Yes Yes*®
Vaccine prevents transmission. Yes Not
Indirect protection of non-immune individuals (‘herd effect”). Yes Not
Mass vaccination results in elimination via herd immunity. Yes No
Immunity after infection prevents reinfection/transmission. Yes No
Vaccine available for higher risk groups. No (eg, infants) Yes (eg, older adults)

*Severe disease is nevertheless more common after COVID-19 vaccination than after measles vaccination.



Chapter 8: Vaccines

Appendix 3
COVID-19 vaccines areassociated with modest reductions in infection and considerable

increase in harm.

1 According to the FDA briefing package provided by Pfizer (pg. 52) two or three doses
of the Pfizer vaccine demonstrated extremely low efficacy against the Deltzariant
and even lower against the Omicron variant in children ages six months to five years.
Vaccine efficacy (VE) was 70.2% for Delta but plummeted to 21.8% for Omicron
(Table A3.177"

1 Among all the COVIB19 vaccine trials conducted in children, the greatest net
reduction in COVID19 cases for vaccines compared to placebo was 4.6% in infants
2 to 4/5 years (Table A3.2; Figure A3.1)

1 There were no reported episodes of severe COWI® in the vaccination or placebo
arms of the registration trials?’®

1 Increases in rates of severe systemic adverse events, meaning a child is so unwell
that they cannot carry out their daily activities, were 5x and 7x greater than reductions

in rates of COVID19 cases for children and adolescents, respectively.

Table A3.1. Vaccine Efficacy T First COVID-19 Occurrence from 7 Days After Dose 2 to Before
Dose 31 Blinded Follow -Up Period T Phase 2/3 T Dose 2 Evaluable Efficacy Population. 2"

From Pfizer Briefing Materials for June 1415, 2022- Vaccines and Related Biological Products Advisory Committee
Meeting.

6 Months to <5 Years of Age 2 to <5 Years of Age 6 Months to <2 Years of Age
Participants Without Prior Evidence of SARS-CoV-2 Infection
Case Split VE Case Split VE Case Split VE
(BNT162b2:Placebo) (2-sided 95% CI) (BNT162b2:Placebo) (2-sided 95% CI) (BNT162b2:Placeba) (2-sided 95% CI)
Overall VE 163:113 28.3% 90:69 35.9% 73:44 16.1%
(8.0%, 43.9%) (11.0%, 53.7%) (-24.9%, 43.1%)
VE against Delta 9:15 70.2% 39 56.3% 1:6 91.6%
(27.2%, 88 5%) (-27.5%, 85.3%) (30.6%, 99.8%)
VE agamst Omicron 154:98 21.8% §2:60 32.9% 72:38 42%
(-1.7%, 39.7%) (4.7%, 52.5%) (-45.9%, 36.2%)

Participants With or Without Prior Evidence of SARS-CoV-2 Infection

Overall VE 173:120 27.0% 97:73 34.3% 76:47 15.6%
(7.1%, 42.5%) (9.7%., 52.0%) (-24.2%, 42.1%)
VE against Delta 10:15 66.3% 39 56.0% 2:6 32.6%
(19.7%, 86.4%) (-28.4%, 85.2%) (2.7%, 98.3%)
VE against Omicron 163:105 21.4% 89:64 31.2% 7441 57%

(-1.4%, 38.9%) (3.6%, 50.7%) (-41.6%. 36.5%)
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Table A3.2. Benefits and risks associated with mRNA vaccination of children based on Moderna
¢UT WANRAUI KL UGR2Y qc¢ 0 Waql Re Gt
Note: Summarizes maximum differences in symptomatic case or adverse event rates (highesiported absolute benefit

and highest reported absolute risk, respectively) across Pfizer and Moderna trials of COVIB vaccines in different age
groups of children and adolescents 6 months to 15/17 years.

Maximum benefits versus Risks of Pfizer and Moderna vaccines compared to placebo.

Any Event Severe Eve
Any Severe Severe
Any lsolicited Solicited
COVHD® Cds N - COVHD " G s
ver se Cases ver se
Adol escent s )
Z1. 6% V40. 1% 0% ¥11. 8%
(12 to 15/ 1
Children i
22 . 2% VY28 % 0% ¥Y10. 8%
(5/6 to 11
I nfants ) . R
Z4.6% V22 % 0% V3 %A
(2 to 4/5 vy
Toddl er s ) ) .
Z4 . 1% V7 % 0% Vi1 %A
6 months to

AE, adverse event; COVH19, symptomatic COVID19 case.
£ Used perprotocol case definitions; analyses of vaccine efficacy based on CDC case definition may also be available.
& For this analysis, solicited local events were not considered. Given the large increases in frequency of local events
(namely pain at injection site) with the vaccine, this will substantially underestimate overall frequency of solicited AEs.
When rates d participants with AEs were not reported, the estimate provided is the maximum difference in rate of a single
systemic AE between vaccine and placebo arms. Note that values do not reflect cumulative toxicity across multiple doses
or multiple AEs in the sane participant, i.e. they likely underestimate total burden associated with the intervention.
A According to definition for adults; Pfizer trial analysis for younger age groups (6 months to 4 years) used a modified
definition of severe COVIB19. Severe cases only meeting the modified definition were not considered.
* Solicited systemic AEs that prevented daily activity or worse. When rates of participants with severe solicited systemic
AEs were not reported, the estimate provided is the maximum difference in rate of a single solicited systemic severe AE
between vaccine and placebo arms. Note that values do not reflect cumulative rate of events across multiple doses or
multiple AEs in the same participant, i.e. they likely underestimate total burden associated with the intervention.
¥ Number of severe COVIEL9 cases was not reported. Since this is a clinically relevant endpoint for which occurrences
should be mentioned, number of events was assumed to be zero in both arms.

stoctiHa e qUT WASH T WYOW ¢ qlt WG Wel Wt qRA¢qUT Wnl YA We WAHE! WGH Y
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Figure A3.3: Plot of maximum differences in event rates across Pfizer and Moderna trials of
COVID-19 vaccines in different age groups of children and adolescents 6 months to 15/17 years.
Data was extracted from the published reports of pivotal studies for  the respective age group. %!

Benefit to Risks Based on Published Data

[ | -
Toddlers COVID-19 Casef

(6 months
to <2 years)

B Any Solicited Systemic AE&

T B Severe COVID-192

B Severe Solicited Systemic AE*
Infants

(2to
4/5 years)

Children
(5/6 to
11 years)

Adolescents
(12to
15/17 years)

0 10 20 30 40 50
Reduction in case rates (benefit) or increase in AE rates (risks) (%)

£ Used perprotocol case definitions; analyses of vaccine efficacy based on CDC case definition may also be available.

& For this analysis, solicited local events were not considered. Given the large increases in frequency of local events

(namely pain at injection site) with the vaccine, this will substantially underestimate overall frequency of solicited AEs.

When rates d participants with AEs were not reported, the estimate provided is the maximum difference in rate of a single

systemic AE between vaccine and placebo arms. Note that values do not reflect cumulative toxicity across multiple doses

or multiple AEs in the sane participant, i.e. they likely underestimate total burden associated with the intervention.

~ According to definition for adults; Pfizer trial analysis for younger age groups (6 months to 4 years) used a modified

definition of severe COVIB19. Severe cases only meeting the modified definition were not considered.

* Solicited systemic AEs that prevented daily activity or worse. When rates of participants with severe solicited systemic

AEs were not reported, the estimate provided is the maximum difference in rate of a single solicited systemic severe AE

between vaccine and placebo arms. Note that values do not reflect cumulative rate of events across multiple doses or

multiple AEs in the same participant, i.e. they likely underestimate total burden associated with the intervention.
srwoctHaGeqUT WAHeH IT WYUWIl ¢ qlt WG Wel W qRGcqUT Wnl YO We WAHe! WGaY

See Appendix 8 for source documents.



Chapter 8: Vaccines

Appendix 4

There is a lack of reliable data showing that COVAIDO vaccines protect children from severe
COVID19.

1 Naturally acquired immunity is the gold standard for immunity and was the
benchmark used to demonstrate COVIB19 vaccine activity.?2

1 None of the registration trials in children comparing the COVH29 vaccines to
placebo were designed to assess protection from severe COVIDI.28

1 Although several real-world analyses have reported reductions in the risk of
hospitalization in adolescents and children following vaccination, absolute benefits
are small.84

1 Results from realworld analyses should be interpreted with caution as reported
hospitalizations are notalways due to COVIDP19, and it is difficult to control for bias
arising from the increased testing of the unvaccinated (Figure A4.1%.

1 Numerous studies have shown that naturally acquired immunity provides sustained
protection against infection and superior protection against severe COVH29

compared to vaccination (Figure A4.2¥¢

Figure A4.1. Alberta Public Health Guidance Required More Testing of Vaccinated Compared to
Unvaccinated. %’

Public Health Disease Management Guidance (PHDMG) June 28, 2021

PHDMG June 2021 The following individuals are eligible for testing: 1) any
person exhibiting symptoms listed in Table 2a: Symptom List for COVID-

Table 7a: Management of Inmunized Close Contacts
ization

Exposure
Fully Immunized
-more than 14 days

No

If NO test done ORif
tested & result is

NO quarantine required

19 Testing. 2) close contacts of confirmed and probable COVID-19 cases.
NOTE: Testing is not recommended for close contacts who are fully
immunized and are asymptomatic. For more information refer to Section 7:

after receiving the negative . g
second dose of a two- ftested & resultis Manage as a confirmed case Management of Close Contacts Immunized Against COVID-19
dose vaccine series OR positive of COVID-19

one dose in a one-dose
vaccine sefies

Yes

1f NO test done

Manage as a probable case,
Continue to isolate**

|
Begin to Test immediately | Resultis negative Strongly recommended to stay : i e
s aftor symptom g ot PHPMG Segltember 2021 1) Testing upon admission to a congregate living
onset others until symptoms resolve. facility e.g., licensed supportive living (including lodges and group homes),
NO quarantine required long-term care (nursing homes and auxiliary hospital) and hospices is NOT
FRegulsls positive gﬂfacﬂgg;gf‘; confirmed case: required for all new residents who are asymptomatic and fully immunized
Partially Immunized No Yes I NO test done Complete quarantine for 10 unless they have been identified as a close contact. 2) Residents who are
-more than 14 days Iftested BEFORE day 7 | days from last day of exposure : f : . )
“fer receiving one Beginto Test oniday Tor | & rovut ko nocate asymptomatic and fully immunized and have not been identified as a close
dose in a two-dose quarantine | laterafter exposure ['Iftested on day 7 or later | Quarantine ited after negative contact also do NOT require testing upon return to these settings post-
vaccine series & result is negative test result received AT . 9 o
TFiested af any Gme and | Manage as a confirmed case hospitalization fo.r npn—pO\(lD—19 ilinesses. 3) Testing upon admlsgmn or
result s positive of COVID-19 return from hospitalization is recommended for any resident who is
Yes Yes NO test done Manage as a probable case, " . o
Continue to isolate** symptomatic, not fully immunized or has had a known exposure.
Begin to Test immediately [ If tested BEFORE day 7 | Complete quarantine for 10

isolate”

after symptom
onset

&result is negative

days from last day of
exposure™™

TN tested on day 7 or later
&resultIs negative

Quarantine lifted after negative
test result received AND

Strongly recommended to stay
at home and limit contact with
others until symptoms resolve.

I tested at any time &
resultis positive

Manage as a confirmed case
of COVID-19

“This includes symptoms outlined in Table Za: Symptom List for COVID-18 Testing

“Isolate for 10 days from onset of symptoms or until symptoms have improved AND afebrile for 24 hours, without the use of fever-reducing
medications, whichever is fonger
"I tested again on day 7 or later, quarantine can be liited after receipt of negative result.

PHDMG February 2022 - 6) Asymptomatic HCWs working in an auxiliary
hospital, nursing home, designated supportive living or hospice setting,
who are identified as a close contact may have additional screening
requirements, such as rapid testing prior to each shift, based on their
immunization status. Refer to the COVID-19 Licensed Supportive Living
Daily Checklist and see applicable CMOH order.
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Appendix 5

There is now considerable evidence that the COVID9 mRNAbased vaccines are

associated with short-term harm.

1 COVID19 vaccines are associated with up to a 40% increase in adverse events and
up to a 12% increase in severe systemic adverse events in children following
vaccination (Appendix 1)

1 Longterm trial follow-up in children is unavailable, the best available safety data
comes from the CDC Vsafe program which showed that 33% of those enrolled had
adverse health impacts;12% were unable to perform daily activities, 13% missed
work or school, and 8% required medical care (Figure A5.2%

1 A CDC Vsafe analysis assessing the safety of boosters following vaccination found
that 20% of adolescents were unable to perform daily activities following vaccination

and 1% required medical care (Figure A5.2¥°

Figure A5.1. +9 WT ¢t 6 HY ¢ | T Ubafe datdl 8r? @OVID-® évaccine adverse health
impacts (accessed April 5, 2024).2%°

VA Yereye| 13% missed ¥ 8% sought 10,108,273
(Official CDC Data) work or medical Total Individual Users

Adve.  school care 5 Zones 3,353,110 33% had
ous bol Individuals Impacted health

6,458,751 impacts

Health Impacts Reported

ICAN

Impact Category

Al
Individuals Impacted

Vaccine Brand Race and Sex Adverse Health Impact by Vaccine Brand

Female  Male  Other ®Unknown

3 brands
J&J 0.2M — 00M

Time Zone

Search

™ M
Individuals Impacted
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Figure A5.2. Adverse reactions and health impacts reported* among persons aged 127117 years
(N = 3,274) who received a homologous PfizerBioNTech COVID-19 vaccine booster, by vaccine
dosey United States, December 9, 2021 tFebruary 20, 20222

100
a0 -
a0 = O Dose
— B Dose 2
204 | Booster
o 04 _
=g
-
g sS04
o
§ 20%
40
severe
30 4
COVID-19
7 with
104 |—| |—| booster
0 —1 7
Any local Any Any Unable to Unable to go Heeded
injection site Systemic health peerform daily 1o schaal medical
reaction reaction Impact activities o wark care

Reaction or health impact

* Registrants aged =15 years must be enrolled by a parent or guardian. The odds of reporting an event after dose 2
and booster dose were compared for registrants who completed at least one v-safe health check-in survey on days 0-
7 after each vaccination using a multivariable generalized estimating equations model. This moedel adjusted for
demographic variables and accounted for repeated measures among doses reported by each registrant (needed
medical care was not adjusted due to small numbers); p <0.05 was considered statistically significant. All dose 2 and
booster dose comparisons were statistically significant, except any systemic reacticn and needed medical care.
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Appendix 6

There is a weldocumented link between mMRNA Covidraccines and myocarditis in males

(12 to 24 years old).

1 Nordic countries have restricted use of vaccines in childrenreferencing a large
Nordic population-based study which showed that the 28day risk of irpatient
myocarditis was higher in the vaccinated compared with the unvaccinated. For
males 16 to 24 years the risk of myocarditis was 5x higher following 2 doses of Pfizer,
14x higher following 2 doses of Moderna and 36x higher with a Pfizer followed by a
Moderna vaccine (Table A6.13*

1 An Ontario study found that 1 in 5,139 male adolescents will get myocarditis
following a primary series?3

1 A Thai studyof 301 students carefully monitored for heart damagefound that 214
students (71.4%) had elevated troponirT levels, a sign of cardiac damage, following
full vaccination.?%

1 A US, Lancetpublished study8 assessing the longterm health quality of life effects
of adolescents and young adults diagnosed with myocarditis following vaccination
found that they were unable to complete their usual activities (21%), had pain (20%),
and had anxiety or depression (46%) in the 90 days following their diagnosis (Figure
AB.1)2%

1 Norway, Finland, Denmark, Sweden, and UK have limited use of COVID vaccines

in children.?%¢
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Table A6.1. Myocarditis Within 28 Days After a Dose of SARSCoV-2 Vaccine in males 16 to 24
years.®’

Crude
incidence
Follow-up, rate per
1000 1000 No. of excess events
No.of person- person-years in 28 d per 100 000
Subgroup, exposure® events® years of follow-up® IRR (95% Cl) vaccinees (95% Cl)
Males, ages 16-24 y
Unvaccinated 149 794.6 0.188 1 [Reference] 0 [Reference]
AZD1222 0 0.70 ND ND ND
AZD1222/AZD1222 0 0.10 ND ND ND
BNT162b2 24 63.9 0.376 2.16 (1.40to0 3.33) 1.55(0.70t0 2.39) 36x
BNT162b2/BNT162b2 37 415 0.891 5.31(3.68t07.68) 5.55(3.70t0 7.39) gljeater
BNT162b2/mRNA-1273 1 46 3.687 35.62 (18.87 to 27.49 (14.41 t0 40.56) JNRA
67.25) myocar
mRNA-1273 <5 11.5 ND 2.90(1.05t07.97) 1.75(-0.20t0 3.71) ditis
mRNA-1273/mRNA-1273 15 5.8 2.584 13.83 (8.08 t0 23.68) 18.39(9.05t027.72)

Figure A6.1. Selfassessment of health -related quality of life among patients with myocarditis
after mMRNA COVID-19 vaccination .2%
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Appendix 7

The longterm safety of COVID-19 vaccines is undetermined in minors.

1 The precautionary principle requires that an intervention be resisted if there is
uncertainty regarding safety?*°

1 According to FDA guidance for industry, mRNA vaccines are human gene therapy
products, which should undergo up to 15 years of safety monitoring prior to
widespread use (Figure A7.13

1 Development of COVID19 vaccines began in 2020, therefore safety data for all age
groups is limited to less than 4 years.

1 Registration trials in children2530 were small and provided approximately 2 months

of safety data for the COVIBL9 vaccines compared to placebo3*

Figure A7.1. FDA Guidance for Industry - Long Term Follow-Up After Administration of Human
Gene Therapy Products.3%

Human gene therapy product: FDA generally considers human gene therapy products to
include all products that mediate their effects by transcription or translation of transferred genetic
material or by specifically altering host (human) genetic sequences. Some examples of gene
therapy products include nucleic acids (e.g., plasmids, in vitro transcribed ribonucleic acid
(RNA)), genetically modified microorganisms (e.g., viruses, bacteria, fungi), engineered site-
specific nucleases used for human genome editing,'® and ex vivo genetically modified human
cells. Gene therapy products meet the definition of “biological product™ in section 351(i) of the
Public Health Service (PHS) Act (42 U.S.C. 262(i)) when such products are applicable to the
prevention, treatment, or cure of a disease or condition of human beings. ”

Taking these discussions into consideration, we provided detailed recommendations in
the 2006 Delayed Adverse Events guidance document on the duration and design of
LTFU observations (Ref. 1). The Agency advised sponsors to observe subjects for
delayed adverse events for as long as 15 years following exposure to the investigational
GT product, specifying that the LTFU observation should include a minimum of five
years of annual examinations, followed by ten years of annual queries of study subjects,
either in person or by questionnaire.
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Appendix 8
Source documents from Tables and Figures in Appendix 1

Adolescents (12 to 15/17 years)

COVIDT G K9 ¢t 1Jt e HOn DTp,Qlﬂ(‘aO%EIJz JI IJKO9 §éf ?
Source: Frenck NEJM 2021

Ele S3). No CESE;EDT_ sevére Cmid—lg were Dbs;efved
in this age cohort.

Ul OEYUGRHERQUT IOE! + qUORHIO E+etO3 IOXZ a4 TX3 IOEII2 I WIOEY i RH
Source: Ali NEJM 2021 (Supplementary Appendix)

Table S8: Frequency of Solicited Local and Systemic Adverse Reactions Within 7 Days After
First and Second Injections by Grade — Participants 12 to <18 Years of Age and Participants 18
to 25 Years of Age

Injection 1" Injection 2'
Study Study Study Study Study Study Study Study
P203 P301 P203 P301 P203 P301 P203 P301
12 to <18 18 to =25 12 to <18 18 to =25 12to <18 18 to =25 12to <18 18 to =25
Event Years Years Years Years Years Years Years Years
mRNA- mRNA- Placebo Placebo RN MRNA- Placebo Placebo
1273 1273 N=1238 N =900 — 1273 N =1220 N =839
N = 2482 N=2878 n (%) n (%) N = 2478 N=819 n (%) n (%)
(%) n (%) o ° n (%) n (%) o o
Any systemic AR, 2482 878 1,238 900 2478 819 1,220 839
n
Any, n (%) 1,701 578 687 (55.5) | 486 (54.0) 2,134 702 (85.7) | 561 (46.0) | 343 (40.9)
(68.5) (65.8) (86.1)
Grade 3, n (%) 108 (4.4) 46 (5.2) 36 (2.9) 26(2.9) 340 (13.70) 177 (21.6) 25 20) 23(2.7)
Grade 4, n (%) 0 1] 0 0 3(0.1) 1] 1¢<0.1) 0

Children (5/6 to 11 years)

COVIDT G K9 ¢t 1Jt e HOn }OY,u,Ylﬂ"(‘aa%E 211 IJKO9 §éf ?
Source: Walter NEJM 2022

90.7% (95% CI, 67.4 to 98.3) (Fig. 3). No cases of
severe Covid-19 or MIS-C were reported.

Any Solicited Systemic Afe 103 IOY Y X3 IOEIJ2 Ul DIOEY O RARqUT IOE! t qJG RAK En
Source: Creech NEJM 2022 (Supplementary Appendix)


https://www.nejm.org/doi/full/10.1056/NEJMoa2107456
https://www.nejm.org/doi/suppl/10.1056/NEJMoa2109522/suppl_file/nejmoa2109522_appendix.pdf
https://www.nejm.org/doi/full/10.1056/NEJMoa2116298
https://www.nejm.org/doi/suppl/10.1056/NEJMoa2203315/suppl_file/nejmoa2203315_appendix.pdf
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Table S18. Solicited Systemic Adverse Reactions Within 7 Days After First and Second
Injection by Grade: Participants 6-<12 Years and 18-<25 Years of Age (Part 2, Solicited

Safety Set)
Injection 1* Injection 2*
mRNA-1273 Placebo mRNA-1273 Placebo
50 pg 100 pg 50 png 100 pg
Young Adult | Children Young Adult Young Adult
Children >18-<25 6-<12 Young Adult Children >18-<25 Children >18-<25
6-<12 Years Years Years =18-=25 Years | 6-<12 Years Years 6-<12 Years Years

Event n (%) N =3004 N =878 N =993 N =900 N = 2988 N =819 N =969 | N =839
Systemic AR. N1 3004 878 993 200 2088 819 969 839

Any 1740 (57.9) 578 (65.8) 518(52.2) 436 (54.0) 2335 (78.1) 702(85.7) 485 (50.1) 343(40.9)

Grade 3 53(1.8) 46(5.2) 12(12) 26 (29) 364 (122 177 (21.6) 1414 2327

Grade 4 0 0 1.7 0 0 0 0 0

Infants (2 to 4/5 years)

COVIDT &G H9 ¢t 1Jt e HOn }OX,U,QQ"(‘;sOIWE 2131 IJKO9 §éf ?
Source: Anderson NEJM 2022Vlufioz NEJM 2023

Severe cases not reported for either trial.

Any Solicited Systemic Afe 03 IOY Y XK3 IOEIJ2 Ul DIOEYURHRqUT IOE! + q DG RHIO En
Source: Anderson NEJM 2022

Moderna divides 25 years in 2 sub cohorts: & years and 23 years. Used the largest value from the larger cohort£3
years) for simplicity. Alternatively, could do a weighted average across sub cohorts (or other approach) to take into
account both sub cohorts.


https://www.nejm.org/doi/full/10.1056/NEJMoa2209367
https://www.nejm.org/doi/full/10.1056/NEJMoa2211031
https://www.nejm.org/doi/full/10.1056/NEJMoa2209367





















































































