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The Protecting Canadians from Unsafe Drugs Act
(Vanessa’s Law) aims to improve the quality and increase the quantity of
serious adverse drug reactions (ADRs) and medical device incidents (MDls)
reported to Health Canada. The collaborative project aims to ensure
hospitals in BC are well-positioned to comply with the requirements.

INTERVENTIONS

Online education module
on LearningHub and iLearn
developed with
stakeholder input

Revised ADR report form,
new MDI report form,
new toll-free telephone
reporting number

WHAT IS VANESSA'S LAW?
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amendments to the Food
and Drugs Act that give

Protecting Canadians mandatory reporting

from Unsafe Drugs

Act, which received Health Canada more power Vanessa’s Law,
royal assent in 2014 to protect Canadians from ffective Decemb
unsafe products 16, 2019

See course
evaluation
below
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ONLINE COURSE
EVALUATION

Over 2,100 completions

Very informative and
relevant to my
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and keep up the good
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o BC Patient Safety & Learning System
(BCPSLS) is BC’s province-wide, web-based,
patient safety incident reporting system

British Columbia

Patient Safety

& Learning System

Web page on bcpslscentral.ca
with downloadable resources

Suspect an

Adverse Drug Reaction?

P Reportitin PSLS!

Hospitals are now required to report serious adverse drug reactions (ADRs) to
Health Canada within 30 days of event documentation within the hospital.

In BC, this is done through PSLS.

What is a serious ADR? ‘

A serious ADR is defined as a noxious,

unintended response to a drug at any dose that:

» required inpatient hospitalization or prolonged existing hospitalization
« caused congenital malformation

« resulted in persistent or significant disability or incapacity

« was life-threatening or resulted in death

« led to other important medical event (use professional judgement)

BCPSLS Central Office ’ H ow to re p O rt

staff will review,
de-identify, and
submit your report « Select the ADR report form on the PSLS landing page
« Complete as much information as you can
= Focus on what happened to the patient, including

how they responded to intervention, if applicable

to Health Canada
within the 30-day

deadline

o

For more information, visit bcpslscentral.cafvanessas-law

« Include drug DIN, brand name, or common name
and manufacturer
= Update the patient record where appropriate

« If you can't get to a computer, report by phone

at 1877 789 PSLS (7757)

or contact your health authority's PSLS Coordinator

ADRs reported in PSLS
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80 -

70

60

50

40

30

20

10 — — S — —— —

Sept 2019 Oct 2019 Nov 2019 Dec 2019

CHALLENGES

Jan 2020

« MDI component required redesign of

BCPSLS and health authority processes

e |terative learning process inherent with

new, federal regulations
e Expansive language of government

regulations vs. best practices for eLearning

BC's collaborative approach to advancing Vanessa's Law

BACKGROUND

e Vanessa’s Law regulations came into
effect on December 16, 2019, requiring
hospitals to report serious ADRs and MDls
to Health Canada within 30 days of event
documentation by the hospital

BCPSLS Central Office partnered with Health Canada, Ministry of Health, and health authorities to determine scope
of work and convene steering committee and working groups with provincial, multidisciplinary representation

Guest blog stories, newsletters,
and resources shared via
professional organizations and

colleges
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New federal reporting requirements for serious adverse drug
eactions and medical device incidents

T BCCNP Oct 22, 2019

BC Patient Safety & Learning System (PSLS) has been working with Health Canada, the Ministry
of Health and BC's health authorities to promote reporting and support hospitals in their
eeeeeeee compliance with upcoming regulations associated with Vanessa's Law—officially known as
BCCNP the Protecting Canadians from Unsafe Drugs Act.

On Dec. 16, 2019, federal regulations will come into force requiring all hospitals in Canada to
fety report serious adverse drug reactions (ADRs) and medical device incidents (MDIs) to Health b
Canada within 30 days of the incident. In BC, PSLS will facilitate the reporting process by

Canada.

PSLS is available to all nurses working in a BC health authority. A webpage with downl
resources is currently available from PSLS. In the next few weeks, PSLS will also be |
15-minute eLearning module on LearningHub. We encourage all nurses working in h
complete the module.
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HOW TO APPLY FOR REGISTRATION NURSING STANDARDS OFFICE HOURS

» licensed practical nurse (LPN) Our standard section breaks out the standards We are open Monday to Friday from 8

for each nursing designation. Take a look. until 4:30 p.m., except statutory holidays®
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RESULTS

Role of reporter
ADRs reported Jan 2019 - Jan 2020
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Products, supplies

@ Nurses 100
. Pharmacists 79
O Physicians 15
. Students 4

NEXT STEPS

Non-

Kim Steger
Communications
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BCPSLS

Caitlin Campbell
Health Information
Specialist

BCPSLS

e Vanessa’s Law regulations
presented an opportunity for
BCPSLS to lead implementation
of mandatory reporting across
the province

Dashboards created for
leaders to track and trend ADR
and MDI reporting in their

dareas

2222222

Type of device

Incidents involving device
malfunction/failure Nov 2019 - Jan 2020

Biomedical

biomedical

Other

Implants

e Regular monitoring of reporting volumes

and course evaluations

o Targeted campaigns for underreporting

areas if needed

o Feedback to prescribers about products

they report on
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