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Introduction

Approeyvalloff a drtig onl the, Canadian market IS onk

= the evidence of its efficacy.
peb Vs active comparator (std medicall practice)

s the hypethesis of its safety.

Marketing of a arug Is enly: the DegInNING Of Its' safety,
assessment
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Pharmacoyvigilance

Jiools /. Stakeholders

s Spontaneous adverse event (AE) reporting
MAHs (PSURS, - Periodic Safiety: Update Reports)
nealthr care providers (IHCPs)

PUBIIC

Internationall databases (WHHO, US-FDA, HC)

s Scientific literature
(case reports, case series, cohort studies)
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Canadian Adverse Drugl Reaction Moenitering Pregram

CARDMP

only: domestic ‘events” (clinical vs WHO definitions)

Rate of reporting:. +++ confounders, &

durationi on| the Canadian market

level of awareness

share of the market

drugl given: ter patients withadv:dz or +++ co-morbidities
2nd line Tx (has toeifail 1st line to qualify)

under-reporting not necessarily:uniferm amg drugs

sub-poep at risk (2, elderly, diabetics)

background noise
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CARDMP' data

Caveat

Poes it fit: with' other Sources off datal ?

s MAHFSE (PSURS)

s [iterature

" elc

PUIPOSES:

s Signallgeneration

= monitering off the domestic; situation
trends in reporting
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ADR Reports

Processing

s adv event > adv rxn
= 1N blinded clinicalitrials, 5% of: people on: pch

= adv rxn # side effiects (type A vs type B ADRs)

Causality algoritam
= WHO (definite, probable, pessible, unlikely, unassessible)
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ADR Reports

Cornerstones:

s Description / glty: of the report
id of the reporter /[ id of the pt
dose, duration ofi Tix, dates of start of T, date off ADR

s [likelineod (Includes dififerential diagnosis)
background nNoIse

= Seriousness
WHO), EDA, Food & Drugs Reg's
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Signall Identification

Signal generation firom: difif SoUKCes:

s CARDVP

s regulatery: agencies; (international data)

s scientific literature

s pre-marketing directorate (NPD) /. Clinical Trials
s [ndustry: (PSURS)

[From collation off data: Is there a signal 22
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Signall Prioritization

Standard Operating Procedure
5| Major Vs mINGKr Criteria

IHIgh, meditmj or IowW: prierity.
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Signall Processing

Identification: ofia sk factor:

s co-med's (P / PKinteractions)

= duration of expesure

s dose (O/D)

s dde, gender, vulnerable sub-poprs
s genetics, (family’ clusters)

s Underving dz

Identification off a RE makes a risk mitigatable
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Signal Processing (contd)

Precessing = = > Recommendations
s/ [abeling) echanges
5| [ISk' cOommunications

s contact MAH for' safety data

International collaboration

= MOU (Memorandum off inderstanding)
signals, pending| regulatory: actions

s PSURS| (Periodic Safety: Update Reports)

MAH must declare; i any: regulatory’ action has been taken
anywhere around the werld against their product:
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Signal Assessment

Is the risk aceceptable: ?

s Unacceptable benefit /- risk ratio
consider risk of not treating underlying dz

= available alternative Tx fior Iess risk

iming: depends on the health hazard
a Venry rale; Very Seriousievents
= Very: common, VEry: NON-SPECIfic events
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Risk Communications

MO regulatory: authority: torfiorce a MAH terIssue; a
fISK cCOMMURICAtIoN

INVPEs

= Dear Health Care Professional Letter
targeted
wide distribution

s Dear Pharmacist / Retailer LLetter
recall isstes

a Public Advisory: (web pesting)
Q&A

POSItion statement:
s Note to hospitals
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Diabetic Population

Viulnerable pepulation: 72 risk off serious AE’s

s Underlying disease (complications /. co-morbidities)
RIghr background neIse for adverse events

s POlYPRArMacy
fisk for driig-hest + drug-drug Interactions
diffiiculty: for identification off culprit drug

= Nemodialysis (abrupt velume shiiits, E= abN)
5 7 risk off infections: +++ need-for ABIX

s pediatric / elderly’ /- pregnant segments

s 7 prevalence in Canada
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Diabetic Population (contd)

Difficulty to)reach: ®

s coordination oif multiplerhealth care providers
follow-uprby: fam; MID/sivs endocrinolegists
ambulatory: care Vs hospitall settings

s [Imits, off communication; teols: puklic' advisores
pediatric Vs elderly’ segments == access 77

Signal prioritization: Major CrHtEron for Migh
PrIOKILY,
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Diabetic Population (contd)

Poor glty data /" cComplex cases

sl decision by healthr care provider
individualized: benefiit-risk assessment

= decision by regulator

Intensified monitorng
s International collaberation
s Interaction with pharmaceutical companies

strengthening ofi labelling =>makinglinio: available
[aISINg awareness for risk =>stimulating reporting
fisk communications
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