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THE PUBLIC HEALTH AGENCY OF CANADA'S BIOSECURITY

PROGRAM PROTECTS CANADIANS FROM THE HEALTH AND SAFETY
RISKS ASSOCIATED WITH THE USE OF HUMAN AND INDIGENOUS
TERRESTRIAL ANIMAL PATHOGENS AND SELECT BIOLOGICAL TOXINS.

OUR MISSION

To deliver a strong and comprehensive
safety and security regime that prevents,
detects and responds to the risks
associated with the use of pathogens
and toxins, and fosters an enhanced
national biosafety culture.

HOW WE WORK

Organizations across a wide range of sectors use
pathogens(microorganisms, nucleic acids or
proteins capable of causing disease in humans
or animals)and toxins (poisonous substances
produced by or derived from microorganisms) for
many different purposes: teaching and research
at academic institutions, disease diagnosis at
hospitals and public health facilities, vaccine
development in the pharmaceutical industry,
quality control in the food industry, and more.

Our program upholds Canada’s standards for

the safe, secure use of pathogens and toxins by
administering and enforcing the Human Pathogens
and Toxins Act (HPTA)and Human Pathogens and
Toxins Regulations (HPTR), as well as certain provi-
sions of the Health of Animals Act (HAA) and Health
of Animals Regulations (HAR) related to importing
indigenous terrestrial animal pathogens.

Our mandate has two sides: to strengthen biosafety
(preventing unintentional exposures to or releases
of pathogens and toxins)and promote biosecurity
(preventing the loss, theft or misuse of pathogens
and toxins).

To achieve that mandate, we set clear expectations
and provide guidance to help requlated parties
comply with regulatory requirements. We also
monitor and verify compliance to determine
whether the activities being conducted with
pathogens and toxins in labs across Canada are
performed in a safe manner and do not pose a

risk to national security.
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Our comprehensive, national approach to
regulating pathogens and toxins includes:

®  |ssuing Pathogen and Toxin Licences

®  |ssuing HPTA Security Clearances for
individuals accessing high-risk pathogens

= Monitoring, verifying and enforcing compliance
through inspections, document reviews and
border surveillance activities

®  Monitoring laboratory incident and
exposure notifications

®m  Conducting pathogen risk assessments
= Developing standards, guidance and resources

= Conducting stakeholder outreach and engagement

We support the advancement of global health
priorities in biosafety and biosecurity, working
collaboratively with international partners

to protect Canadians from pathogen-and toxin-
related risks emerging outside Canada. In addition,
we offer guidance and tools to state parties
around the world to help build their biosafety
and biosecurity capacity so they can fulfil their
obligations including the Biological and Toxins
Weapons Convention (BTWC)and United Nations
Security Council Resolution (UNSCR) 1540.



REGULATORY AUTHORIZATIONS

Since the HPTA and HPTR came fully into effect in December 2015, we have issued hundreds

of Pathogen and Toxin Licences and HPTA Security Clearances to regulated parties: Which activities need a licence?
i distribution by Risk G Ve HPTA Conducting a controlled activity with a Risk Group 2 or higher human
986 Fle%ezn(:is Istri utu;gzysés roup: 439 thlve_ ol pathogen or a Schedule 1toxin in Canada requires a Pathogen and
SSBA Toxin: 3 RGA. 2 ( ecufrlr;y Ei‘;a;g]egs) Toxin Licence, with some exemptions and exclusions as defined in
oxin: ’ asorrarch ot the Human Pathogens and Toxins Act and associated Regulations.
Controlled Activities:
500 = Possessing, handling or using,
400 = Producing,
Ot3r?er m  Storing,
500 Government 30 -

Permitting access to,

Environmental

34 Health -
200 PUblic = Transferring,

Health 27 . .

100 Vet/Animal = |mporting or exporting,
Health = Releasing or abandoning,
0
464 192 201 129 0 = Disposing of human
Industry Hospital Academic Government Citizen .
Level Science pathogens or toxins

Pathogens are classified

into four risk groups (RG). RGI RGZ RGS R64
The higher the risk, the more

stringent the biosafety and O O O 0)

0

biosecurity requirements. G_B E_D E_D GfBDD

The HPTA applies to all Individual risk: LOW Individual risk: MODERATE Individual risk: HIGH Individual risk: HIGH
persons/facilities in Canada Community risk: LOW Community risk: LOW Community risk: LOW Community risk: HIGH
conducting controlled Lactobacillus spp. Salmonella spp., Mycobacterium tuberculosis, Ebolavirus, Marburgvirus
activities with RG2, RG3 Hepatitis A virus severe acute respiratory

or RG4 human pathogens syndrome (SARS) virus

and select toxins.
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2018-19 RESULTS:
Regulatory Oversight

We take a risk-based approach to licensing and compliance monitoring,
verification and enforcement. That means as the risks inherent in activities
involving pathogens and toxins increase, the requirements placed on our
requlated parties — and our processes for addressing compliance-related
issues — become more stringent.

aliaiae
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We use the best available evidence and science to determine the biosafety and biosecurity requirements for the controlled activities

conducted by our requlated parties. That allows us to prioritize inspections and other compliance monitoring and verification

activities in a way that is commensurate with risk, and take proportionate enforcement actions when needed.

PATHOGEN AND TOXIN LICENCES

We issue Pathogen and Toxin Licences to organizations that work with
pathogens or select biological toxins in Canada. A licence is the document
that authorizes the conduct of controlled activities under the Human
Pathogens and Toxins Act (HPTA). It also serves as a permit that authorizes
the importation and subsequent transfer of indigenous terrestrial animal
pathogens under the Health of Animals Act (HAA). Each licence has specific
conditions based on the risk group (RG) classification of the pathogens or
status of the toxins involved as well as the nature of the work being done.

licence applications processed (including new applications,
renewals, amendments and cancellations)in 2018-19

346

Pathogen and Toxin Licence applications processed per quarter

= Q1(April-dune 2018): 91
@ = (02 (July-Sep. 2018): 76
/’ m (3(Oct.-Dec. 2018): 85

= (4 (Jan.-March 2019): 94

Service delivery standard (RG2 licences)

TARGET RESULT
Issuance of Pathogen and Toxin Licences within 80% 99%
80 business days from receipt of a completed
application

PHAC BIOSECURITY PROGRAM

HPTA SECURITY CLEARANCES

Every person who works with or has access

to security sensitive biological agents (SSBAs) requires an HPTA Security
Clearance. SSBAs are a subset of RG3 and RG4 pathogens and regulated
toxins above a “trigger quantity” that pose an increased biosecurity risk due to
their potential for use as biological weapons.

B2 HPTA Security Clearances issued in 2018-19

HPTA Security Clearances issued per quarter
m Q1(April-dune 2018): 14
02 (July-Sep. 2018): 10
03(0ct.-Dec. 2018): 9
Q4(Jan.-March 2019): 19

Service delivery standard

TARGET RESULT
Acknowledgment of receipt of a completed 80% 59%
HPTA Security Clearance application within
five business days
Issuance of HPTA Security Clearances within 80% 53%
80 business days from receipt of a completed
application

Although we did not meet our service standards over the entire fiscal year,
we did achieve our targets toward the end of the year. The significant

improvements seen in early 2019 were driven by a root-cause analysis that
helped us find ways to make our quality-control processes more efficient.
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COMPLIANCE MONITORING,
VERIFICATION AND ENFORCEMENT

INSPECTIONS

Inspections are done to verify requlated parties’ compliance with the
mandatory requirements of the HPTA, Human Pathogens and Toxins
Requlations (HPTR) and Health of Animals Regulations (HAR), as well as
all applicable requirements of the Canadian Biosafety Standard (CBS).

78 licencesinspectedin 2018-19

Licences inspected

55
50

46 (TARGET)
40
30
21
20 20 (TARGET)
10
0 2
RG2 SSBA Toxins RG3 RG4
Exceeded Met Exceeded Met

Expectations Expectations

Annual inspection targets

Expectations

2 (TARGET)

Expectations

ACTIVE LICENCES END OF 2017-18* TARGET RESULT
RG2 913 5% 46 55
SSBA Toxins 2 33% o** N/A
RG3 62 33% 20 21
RG4 2 100% 2 2

*Annual inspection targets are established using the total number of licences at the end

of the preceding fiscal year.

**Existing SSBA Toxin licences have previously been inspected within their licence terms.
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The frequency of inspection is determined by the risks associated with
pathogens or toxins, which correspond to a type of licence. Because RG3,
SSBA and RG4 pathogens and toxins pose higher risk, facilities working with
them must be inspected at least once during the term of their licence. That
means RG3/SSBA licences are inspected once every three years and RG4
licences are inspected annually. As the activities authorized by an RG2
licence pose lower relative risk, a percentage are inspected each year —

5% for 2018-19. Inspections are determined by an algorithm that

prioritizes site selection based on several risk criteria.

Inspection findings

468

deficiencies with applicable Canadian Biosafety Standard

requirements identified by inspectors in 2018-19

RG2

RG3

Records and documentation
Example: Inadequate inventory of pathogens and toxins in long-term storage

Training
Example: No annual refresher training
on emergency response procedures

Work practices
Example: No verification of the integrity
of primary containment devices

Surface finishes and casework
Example: Inadequate replacement,
removal or repair of worn-down
surfaces and materials

Performance and verification tests
Example: Integrity of primary
containment devices not tested
in accordance with procedures

non-compliances with HPTA/HPTR requirements

noted by inspectors in 2018-19
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DOCUMENT REVIEWS
Plan for Administrative Oversight

Alllicence applicants looking to conduct scientific research with pathogens
and toxins must submit a Plan for Administrative Oversight (PAQ) describing
how biosafety and biosecurity risks will be managed.

157 PAOs with acompliant rating since 2016

PAO REVIEW TARGETS TARGET RESULT
Percentage of AOs with 95% of all PAOs | 50% of all PAOs
acompliant rating by March 2020 | as of March 2019

We are getting closer to achieving our 2020 PAQ target, with the number of
assessed and compliant PAGs increasing from just 2% in 2016-17 to 40% in
2017-18 and now 50% in 2018-19.

Biosecurity plans

All facilities require a biosecurity plan that outlines the security measures
in place to prevent the loss, theft, misuse, diversion or intentional release
of pathogens and toxins.

ANNUAL BIOSECURITY LICENCES REVIEWS
PLAN REVIEWS ASSESSED
Plans reviewed 19 24

Compliance document reviews

For any licensed organization, we can request documents with a focus on
areas inspections have identified with more non-compliances and/or potential
for risk, such as pathogen inventories or decontamination practices. The
information included in those documents can help us establish a compliance
history for that organization.

ANNUAL DOCUMENT REVIEWS LICENCES REVIEWS
ASSESSED
Documents reviewed 20 4]
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ENFORCEMENT AND OVERALL COMPLIANCE

We approach compliance and enforcement in a progressive manner: our
primary objective is to manage risk and guide the requlated party toward
compliance through a graduated continuum of enforcement activities.
However, some situations may be more appropriately addressed with
stronger, more immediate actions. We consider several factors when
selecting the most appropriate enforcement activity to address non-
compliance. For more information, please see PHAC's Regulatory
Compliance and Enforcement Framework.

We monitor and report on how licensed laboratories implement required
corrective actions identified through the program's compliance monitoring
and verification activities.

TARGET RESULT

Percentage of compliance issues in 85% 88%
Canadian laboratories successfully
responded to within established timelines

If an organization fails to implement required corrective actions within
established timelines or otherwise not meet its requlatory requirements or
licence conditions, we may take additional enforcement action, including but
not limited to Notices of Non-Compliance and Inspector Orders issued under
the Act. In 2018-19, we issued 39 Notices of Non-Compliance and 2 Orders.

PATHOGEN RISK ASSESSMENTS

Pathogen risk assessments (PRAs) evaluate the risks associated

with pathogens that are uncharacterized or may have been modified.
These assessments help us determine if a pathogen does or does not
fallunder HPTA requirements. They also help determine the appropriate
risk group classification for a pathogen, which informs licensing as well
as risk-mitigation strategies.

159 PRAscompletedin 2018-19
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LABORATORY INCIDENT REPORTING

Licensed facilities are required to report three types of incidents to the
Laboratory Incident Notification Canada (LINC) surveillance system:

Exposure incidents including those that have caused disease (confirmed
laboratory-acquired infection) or may have caused disease (suspected
laboratory-acquired infection)

Non-exposure incidents including inadvertent possession, production
or release, or the loss, theft or inadvertent release of a pathogen or toxin,
including SSBAs

COMPLIANCE PROMOTION

We aim to provide our reqgulated parties and stakeholders with a range of tools, resouces™*, and guidance to support them
in identifying and mitigating biosafety and biosecurity risks, and fulfilling their obligations under the HPTA and HPTR.

new training courses added
to e-learning portal

2 4

quarterly
newsletters

biosafety and biosecurity e-blasts
161193 training course completions 8

Pathogen Safety Data Sheet new
2'907 mobile app downloads 5 webinars

Canadian Biosafety Standard
mobile app downloads

696 1,445

PHAC BIOSECURITY PROGRAM

m  Otherreports including changes affecting containment, exemption
from a risk group (risk group reduction) or the prohibition of a holder
of an HPTA Security Clearance from accessing a part of the facility

This allows for near-real-time detection of trends and patterns in lab
incidents, which we use to identify risk factors and address emerging
public health and safety risks.

235 incident notifications received in 2018-19

For more information on incident notifications,
please see the 2018 LINC annual report.

new biosafety
quidelines/directives

3
2

Pre-licensing
inspections

booths at conferences
(Biosafety Symposium,
Canada-Wide Science Fair)

total webinar
participants
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MAXIMIZING

IMPACT

IN COMPLIANCE
. MONITORING AND
VERIFICATION

(-

MORE PRECISE

CRITERIA FOR

A More Efficient Risk-based
Inspection Approach

More than 900 organizations across Canada hold RG2 licences. To deploy
inspectors effectively and focus on the facilities where compliance
monitoring is needed most, we updated the risk-based approach we

use to select and prioritize the RG2 sites to be inspected.
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_ IN COMPLIANCE MONITORING AND VERIFICATION

Eachyear's RG2 inspection sites are determined
by an algorithm that considers a variety of risk
factors, including an organization’s compliance
history and the robustness of its biosafety and
biosecurity program. In keeping with our culture of
continuous improvement, in early 2019 we under-
took a planned evaluation of our site-selection
process, including the criteria used to rank an
organization’s level of risk.

To create more precise criteria on which to
evaluate risk, we cross-referenced informa-
tion from inspections conducted between
December 2015 and January 2019 against

other compliance-related data. Comparing the
actual deficiencies we observed during those
inspections against the original risk ranking
assigned to each organization, we modified the
weighting of our site-selection criteria. We also
added a new criterion related to the role of a
facility’s biological safety officer. With these new
criteria, we can better determine when and why
a particular facility should be inspected.

Approved in March 2019, the new site-selection
criteria for RG2 inspections were implemented
officially for the start of the 2018-20 inspection
schedule. Going forward, we will be able to more
precisely prioritize facilities whose profile could
present a higher risk to both individual and public
health, while making the best possible use of our
inspection resources.

Innovationin
assessing compliance

Another way we brought efficiency to our
risk-based approach in 2018-19 was by piloting
adocument review process for RG2 licences.
We specifically targeted a subset of the
RG2-licensed organizations with no existing
compliance history, reviewing their documenta-
tion related to pathogen and toxin inventories as
well as containment, decontamination and other
work practices. This pilot allowed us to gain a
baseline compliance history for these organiz-
ations without having to expend resources for
on-site inspections. It also helped us establish

a baseline level of awareness of our program
among these regulated parties and further pro-
mote biosafety and biosecurity best practices.

Using national data to
identify lab safety risks

When five exposure incidents involving
Matrix-Assisted Laser Desorption/lonization-
Time Of Flight (MALDI-TOF) mass spectrometry
(MS) devices were reported to us over a nine-
month period through the Laboratory Incident
Notification Canada (LINC) system, we launched
a national investigation to determine the cause
and how to prevent similar incidents from
happening in the future. Our study revealed the
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MALDI-TOF MS had the potential to misidentify
dangerous pathogens, which could lead to
exposure risks for lab personnel. The results

of our investigation were published in the May
2018 issue of the Canada Communicable Disease
Report, providing the labs using these devices
with the baseline data needed to inform their
mitigation strategies. Using the lessons learned
from the study, we engaged with the device
manufacturers to improve how the devices are
used in practice. This will help enhance biosafety
at a national level by ultimately reducing expos-
ure incidents.

Equipping our
inspectors to excel

Well-trained, equipped and knowledgeable
inspectors are key to promoting and facilitating
biosafety in labs across Canada. We continued
to enhance our inspectors’ training and tools in
2018-19, including updating our training policy,
adding new training courses and changing

the training schedule to better align with how
inspectors are designated. On the technology
front, we piloted the use of tablet devices

so inspectors could capture their findings
electronically. This has improved consistency
and shortened times to generate reports by
reducing the need to scan or retype documents
post-inspection.



_ IN COMPLIANCE MONITORING AND VERIFICATION

BSOs are a big deal

Biological safety officers (BSOs) oversee
biosafety and biosecurity at labs across the
country. They facilitate regulatory compliance
by verifying their organizations’ licence applica-
tions, communicating with PHAC, and promoting
and monitoring compliance. We work closely
with them to disseminate best practices —and
because they are so important to biosafety, we
need to know whenever a regulated party’s BSO
changes (within 30 days of any change).

866 BSOs across Canada
BSO DISTRIBUTION BY PROVINCE 04
Alberta 66
British Columbia 94
Manitoba 33
New Brunswick 28
Newfoundland and Labrador 14
Northwest Territories 2
Nova Scotia 21
Nunavut 1
Ontario 288
Prince Edward Island il
Quebec 281
Saskatchewan 26
Yukon 1
Total 866
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MAXIMIZING
IMPACT

IN PROGRAM
ADMINISTRATION
AND SERVICE
DELIVERY

PREPARING FOR
The Peak

In early 2016, after the HPTR came fully into effect, our team processed

the licence applications and documentation of more than 860 requlated
parties. The majority of the licences issued at that time carried a five-year
term, meaning most will need to be renewed in 2021 — a considerable influx
of licensing activity to manage over a short period of time. Applying lessons
learned in 2016, we took proactive steps to ensure that the coming “peak” of

renewals will be managed in a smart, strategic and efficient way.

%

A

’
y

. 2 4
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MAXIMIZING IMPACT |IN PROGRAM ADMINISTRATION AND SERVICE DELIVERY

As a first step, we analyzed licence application
data from 2016, looking for trends that could shed
light on how the 2021 renewal peak might unfold.
Based on that analysis, we made improvements to
how and when regulated parties receive auto-
mated renewal notifications, and developed a new
communications plan (including newsletters and
awebinar dedicated to licence renewals) to better
inform regulated parties about the process. We
also improved our web-based licence application
system: if there are no changes to the licensed
activities or the information on the licence, a
renewal can be submitted with just a few clicks,
greatly reducing the administrative burden placed
on our regulated parties.

Roughly 30 reduced-term RG2 HPTA licences
came up for renewal in 2018, giving us the perfect
opportunity to test these new approaches. During
the pilot, we noticed some requlated parties were
submitting new applications instead of renewals,
which are more complex and take longer to pro-
cess. Inresponse, we created clearer instructions
for the renewal notices, further streamlining and
accelerating the renewal process.

Thanks to these and other modifications to our
systems and protocols, not one licence lapsed
during the pilot. That strong result positions us
well for the next phase of the pilot in summer 2019,
when RG3 licence renewals will be processed —
and for the peak still to come.

Process refinements
to improve regulatory
compliance

We keep track of how our requlated parties
implement required corrective actions identified
through the program’'s compliance monitoring
and verification activities. Following a detailed
analysis of the previous year’s compliance data,
we made several changes that led to 88 percent
of corrective actions being implemented by
deadline, exceeding our 85 percent target and
marking a 6 percent improvement from 2017-18.
Among these changes were simple fixes like
factoring long weekends and holidays into our
deadlines, emphasizing the importance of due
dates in post-inspection closing meetings, and
sending automated reminder emails to requlated
parties 15 days ahead of their due dates.

More answers, fewer calls

When requlated parties can quickly access
information about pathogens and toxins,

they are more likely to comply with regulatory
requirements. In July 2018 we launched
ePATHogen, a publicly searchable database of
nearly 8,000 pathogens and toxins. ePATHogen
lists the associated human and animal risk
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groups for each pathogen/toxin, along with
details on containment considerations and
reqgulatory authorities. Having this kind of infor-
mation at their fingertips allows stakeholders

to easily determine if they require a Pathogen
and Toxin Licence, without having to call us

for support. Since the launch of ePATHogen,
monthly inquiries about risk group classifications
have declined by 40 percent — allowing our team
to focus on handling more complex inquiries.

Reducing
Administrative Burden

Requlated parties use the Biosecurity Portal,

a centralized electronic system, to apply for
licences and communicate reportable incidents
to us. Based on user feedback, in 2018-19, we
made a number of changes to the portal to
streamline and accelerate the licensing process.
For example, we now allow regulated parties

to change licence-holder information directly
through the portal without having to request a
form from our team (which would then need to
be filled in, scanned and sent back by email) —
saving a significant amount of time and effort
for all involved.



MAXIMIZING
IMPACT

IN COMPLIANCE
PROMOTION

A TWO-WAY DIALOGUE
On Biosecurity

Ongoing engagement with stakeholders is one of our most effective
tools for promoting compliance and encouraging a strong culture of
biosafety and biosecurity. While biosafety standards and requirements
are generally well understood, through our interactions with our
requlated parties, we noted a lack of familiarity with those related to
biosecurity. Listening to their needs, in 2018-19 we introduced a suite
of new guidance documents and training sessions to facilitate meeting
their biosecurity requirements.
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MAXIMIZING IMPACT N COMPLIANCE PROMOTION

The topics focused onin our stakeholder engagement
are based largely on the feedback received in the
field by inspectors and following our webinars

and other outreach activities. Through these
interactions, we became aware that while many
regulated parties are well trained on protecting
their own safety in the lab, far fewer have a solid
grasp on the principles of biosecurity. To meet
this pressing need, we delivered a webinar* titled
Biosecurity Awareness in February 2019 (and again
in March). This webinar helped regulated parties
better understand what biosecurity is, what's at
stake when a pathogen or toxin is stolen or lost,
and the steps they can take to mitigate biosecurity
risks. In addition, we took part in a regulatory panel
at the 2018 Canadian Biosafety Symposium, giving
attendees the opportunity to ask questions about
this important issue.

Buring our inspections, we also saw that regulated
parties were having difficulty completing their
biosecurity plans. Because these plans are

so critical — they outline the measures they

have put in place to prevent pathogens and
toxins from being lost, stolen or misused —we
released additional and clearer guidance on that
topic. That included publishing a new Canadian
Biosafety Guideline, Conducting a Biosecurity Risk
Assessment, in July 2018 on how to identify and
address biosecurity weaknesses.

* We delivered many more webinars throughout the year on a wide range of topics, including: What to Expect
When You Are Inspected, Reporting Under the HPTA/HPTR, Licence Renewal, and Local Risk Assessment.

Testing new guidelines with
the research community

In 2018-19, we began development of a new
Canadian Biosafety Guideline to help life science
researchers identify, assess and mitigate “dual-
use”risks in their labs. A pathogen or toxin with
“dual-use potential” could be used for legitimate
scientific applications or intentionally misused
as a biological weapon. In the life sciences, any
asset related to biological material, including
knowledge, technologies or products, could
have dual-use potential. To make sure the new
guidelines are clear, easily understood and meet
the needs of their intended users, we posted the
draft online for a period of five months in 2018

to solicit feedback. The input we received from
life science researchers, biosafety/biosecurity
professionals, holders of Pathogen and Toxin
Licences, and the general public will help inform
the final version of the guidelines.
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Making sure our
stakeholders are heard

Qur program has always relied on a broad range
of engagement channels: webinars, online
courses, guidelines, newsletter articles, e-blasts,
workshops, kiosks at conferences and events,
and more. To make those interactions as strong
as possible, we developed a new Stakeholder
Engagement Strategy in March 2019 that formal-
izes how we reach out to our stakeholders. The
strategy puts in place a continuous, structured
mechanism for collecting sector-based intelligence
and feedback from requlated parties. It also
establishes a governance framework for using
the collected data to better plan and prioritize
future outreach and engagement activities.

The result is a three-year forward plan of
engagement activities that will be updated
semi-annually, taking into account stakeholder
feedback and our own operational lessons
learned. For example, if we hear regulated
parties are having difficulty using one of our
tools, we'll adjust the plan accordingly and
make informed decisions about which outreach
activities will have the most impact.



MAXIMIZING IMPACT N COMPLIANCE PROMOTION

Tools to help regulated
parties prepare
for inspection

Knowledge and compliance go hand in hand. By
downloading the CBS Biosafety App — available for
free as either a desktop or mobile app — requlated
parties can quickly and easily see which require-
ments of the Canadian Biosafety Standard apply
to their labs. They can then develop customized
checklists to support their own internal audits or
to help better prepare for visits from our inspect-
ors. Plus, the app provides access to the Canadian
Biosafety Handbook and related guidelines and
directives, and allows users to search keywords
across these products.

v-‘

Supporting government-wide
openness and transparency

The Government of Canada is committed to
making more data and information available

to Canadians than ever before. Our Regulatory
Openness and Transparency Framework (ROTF)
Action Plan 2017-20 is our contribution to that
goal, outlining on a year-by-year basis the steps
we will take to improve public access to timely,
useful and relevant health, safety and scientific
information. ROTF activities in 2018-19 were
rooted in three pillars: “inform and engage”,
‘enable” and “enforce”. Our focus was largely
based on the action plan’s "enable” pillar, providing
regulated parties with the information they need
to fulfill their regulatory responsibilities.

That included making public our pathogen

risk assessment methodology and publishing
the ePATHogen online database.
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Life science research
outside of regulated labs

Not all life sciences laboratories work with
pathogens and toxins that are regulated
under the HPTA/HPTR. We actively engage
with these labs to raise awareness about
the regulations and the resources they can
access to help them work safely. We also
encourage them to keep their work limited
to non-regulated pathogens and toxins,
which helps them maintain biosafety and
biosecurity while avoiding having to take

on extra regulatory burden. We frequently
work with the do-it-yourself (DIY) biology
community to foster safe innovation in com-
munity laboratories. Plus, as a member of the
National Ethics and Safety Committee of the
Canadian-Wide Science Fair, we are able to
raise students’awareness of biosafety and
biosecurity and help them stay safe as they
work with microorganisms in their projects.



MAXIMIZING
IMPACT

IN INTRAGOVERNMENTAL
- COLLABORATION

SHARING SYSTEMS
AND DATA

Across the Whole

of Government

The Government of Canada’s “one enterprise” approach
aims to better align initiatives, systems and solutions
across federal departments and agencies. That includes
sharing IT infrastructure and tools to meet common needs.
In 2018-19, we played our part by working more closely with
partners across the Health Portfolio, including sharing
access to our case-management system.
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_ IN INTRAGOVERNMENTAL COLLABORATION

We rel_y onour case—mahégement system to adm|n_|ster Ilcen§|ng and The regulatory ecosystem

compliance-related activities — and have been actively updating and

improving the electronic system since its launch in December 2015. The Our program is just one part of a broader ecosystem of federal regulators
lessons we have learned along the way are now being leveraged by other and enforcement agencies, all of which have a role to play in maintaining
health-focused agencies across the Government of Canada. Canada's biosafety and biosecurity. Some of the other agencies and

departments we work with include:

For example, many of our requlated parties are also regulated by the Canadian
Food Inspection Agency (CFIA), which requlates the import and transfer of
certain animal pathogens and toxins. In many cases, both agencies need

to collect the same basic organizational details from requlated parties. In
2018-19, we entered into an agreement to give CFIA staff joint access to

our case-management system. It now serves as a central repository for that
common data, which helps make both our program and CFIA mare efficient
and demonstrated good value for money in eliminating the need for two

Canada Border
Services Agency

Canadian Food
Inspection Agency

Health Royal Canadian
separate systems. Futher, Health Canada’s Controlled Substances and CanEds Mauried Pollice
Cannabis Branch was able to leverage the system to meet their needs
and support implementation of the new Cannabis Act in the fall of 2018.

Transport Canadian Security

Canada Intelligence Service

Global Affairs
Canada

Treasury Board
Secretariat

B [ & B

Environment and
Climate Change
Canada

\ y
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Aligning pathogen oversight
across the agri-food sector

Our case-management system is not the only way we've become more closely
aligned with CFIA. Canadian agri-food researchers have noted misalignment
and duplication between the regulatory regimes for human and animal patho-
gen oversight (PHAC and CFIA, respectively). This makes it burdensome for
them to comply with their requlatory obligations and could even deter them
from conducting innovative research in Canada. To address these issues, we
have been working with CFIA and other departments to explore how federal
regulations can be better aligned and to consider risk-based exemptions for
researchers facing duplicative requirements. The aim is to develop a regula-
tory review roadmap for the agri-food and aquaculture sector by December
2020, which will help minimize regulatory burden and bottlenecks while
continuing to maintain appropriate health safequards.

PHAC BIOSECURITY PROGRAM
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Two inspection bodies,
one voice

PHAC is home to two inspection bodies: our Biosecurity Program and the
Travelling Public Program (TPP), which aims to reduce the public health risks
associated with food, water and sanitation on planes, trains, ships and other
modes of transportation. In 2018-19, staff from both groups participated in and
observed each other’s inspections and shared best practices. Systems and
processes in both programs were then updated and aligned, including training
practices, compliance and enforcement policies, standard operating proced-
ures, and even the apparel worn by inspectors — resulting in a more unified
approach for all inspectors representing the Centre for Biosecurity.
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MAXIMIZING
IMPACT

IN INTERNATIONAL
ENGAGEMENT AND

CAPACITY-BUILDING MAKING THE WORLD
A Safer Place

Canada has long been respected as a global leader in biosafety

and biosecurity. That position comes with great responsibility —
and by sharing our own tools and processes with regulatory
authorities in other countries, we can help make the world

safer and more secure today and for the long term.
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MAXIMIZING IMPACT N INTERNATIONAL ENGAGEMENT AND CAPACITY-BUILDING

Building international capacity for biosafety and
biosecurity reduces the risk of global incidents
that could affect Canada domestically, such as the
need to manage an infectious disease outbreak.
As alead country in the Global Health Security
Agenda(GHSA) Action Package Prevent 3(APP3)
program, we leveraged our strong global reputation
to develop a new version of our Analytical Approach
to Biosafety and Biosecurity policy tool in 2018-19.
This modular, scalable policy toolkit provides
practical, step-by-step guidance to help other
countries independently establish or strengthen
their national policies and oversight frameworks
for pathogen biosafety and biosecurity.

Using the feedback collected during consultations
held in 2017-18, including pilot workshops in Mali,
Sierra Leone, Laos and Trinidad & Tobago, we
finalized the second edition of the Analytical
Approach tool. Published in September 2019

with an improved methodology, this version of the
tool will be heavily marketed and promoted — and
shared broadly with our international partners and
other reqgulators.

Through this tool, Canada is able to strategically
influence the development of high-impact bio-
safety and biosecurity programs and policies all
over the world. In doing so, we are directly con-
tributing to the achievement of the United Nations
Sustainable Development Goal 3, Good Health and
Wellbeing. One of the many focus areas for this
goal is strengthening the capacity of all countries
for early warning, risk reduction and management
of national and global health risks. Our four pilot
countries will also help spread best practices
throughout their own regions, further increasing
global capacity to sustainably manage biosafety
and biosecurity risks.
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Keeping an eye on
emerging technologies

Science is about innovation —and technologies
and methodologies in the life sciences are
advancing at an increasingly rapid pace
around the world. Although many of these
technologies have the potential to greatly
improve human life, they might also come
with risks and consequences that are not yet
well understood. Our attendance at meetings,
conferences and the annual International
Genetically Engineered Machine (iGEM)
Competition (where teams of undergraduate
students test novel synthetic biological sys-
tems in living cells) gives us the opportunity
to monitor emerging technologies, influence
responsible research and network with
technology experts.



MAXIMIZING IMPACT IN INTERNATIONAL ENGAGEMENT AND CAPACITY-BUILDING

Keeping up the global
fight against polio

In the move toward a polio-free world, effective
containment of the poliovirus to a minimum
number of labs is critical. Strengthening existing
containment requirements and reducing the
number of containment facilities around the world
helps reduce the risk of the disease re-emerging.
As Canada's national authority for containment,
we continued to meet our international commit-
ments, which include implementing the World
Health Organization (WHO) Global Polio Eradication
Initiative’s Global Action Plan (GAPIII). We are proud
to report that, as a result of our targeted outreach
and engagement with regulated parties, the
number of Canadian labs working with poliovirus
has gone from 23 in 2009 to just five in 2018-19.

To meet Canada's WHO reporting requirements
and establish our country’s inventory of potentially
infectious poliovirus material, we distributed three
surveys to stakeholders throughout the year. We
also contributed to the GAPIII 2019-23 strategic
plan and provided key insights to the WHO on
GAPIIl polio containment requirements.

Our draft cost analysis for implementing GAPIII
containment requirements is considered the
‘gold standard” and has helped other countries
understand the financial and resource costs
involved. In addition, we participated in numerous
international meetings to promote sustainable
containment requirements to facilitate the con-
tinued protection of Canadians and people around
the world.

High marks from
international evaluators

The Joint External Evaluation (JEE) was developed
by the WHO and GHSA in 2016 to assess coun-
tries’ ability to prevent, detect and respond to
public health risks under the International Health
Regulations. Canada’s evaluation took place in
June 2018, part of which looked at our country’s
progress toward whole-of-government oversight
for biosafety and biosecurity. Canada obtained the
highest possible score in this area, with evalu-
ators remarking on the strength of our licensing
regime and legislation. Canada also scored 4/5 on
biosafety and biosecurity training and practices,
with areas for improvement identified that we are
now acting upon. These high marks put Canada

in an excellent position to influence biosafety and
biosecurity around the world — for example, as a
partner to regulators in regions with lower JEE
scores, whose regimes we could help improve.
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A champion of international
regulatory collaboration

PHAC is the secretariat for the International
Experts Groups of Biosafety and Biosecurity
Regulators (IEGBBR), an assembly of requlatory
authorities from 11 countries with strong oversight
systems for biosafety and biosecurity. The IEGBBR
holds face-to-face meetings every 18 months to
two years, and the seventh such meeting took
place in Ottawa in September 2018. One of the
main focuses of this meeting was do-it-yourself
(DIY) biology. DIY researchers presented on new
technologies and trends as well as the challenges
they face related to biosafety and biosecurity —
underscoring the continued importance of building
international capacity in those areas. Through

the discussions that followed, IEGBBR members
gained a better understanding of different national
perspectives (including the needs of developing
versus developed countries), fostering requlatory
convergence and a path to strengthened
biosecurity and biosafety capacities.



Making evidence-based decisions to maximize efficiency was core to our work
in 2018-19 and reflects our mindset of continuous improvement.

By being a responsive, modern regulator, we are better able to support our regulated
community become or remain compliant with biosafety and biosecurity standards.
Through compliance promotion and enforcement we can foster a culture of innovation
while protecting the health and safety of Canadians.




