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BACKGROUND

Adverse reactions (ARs) are defined as any undesirable, harmful and unintended
responses related to the use of a health product, which includes drugs, medical
devices and natural health products!

Adverse Drug Reactions (ADRs) form a subcomponent of ARs specific to medications
and are an important element of pharmacovigilance reporting once marketed
medications are regularly used by patients post regulatory approval

Underutilization of ADR reporting systems and underreporting of ADRs are well
documented in the literature*®

In Canada, the MedEffect Program is an initiative coordinated by the Marketed
Health Products Directorate of Health Canada to provide a consistent and universal
reporting system for ARs and a mechanism to compile and analyze information that
can be used to generate recommendations to health care providers, regulators and
consumers’

Currently, little data exist regarding Canadian community pharmacists’ level of

Awareness and Knowledge

Most respondents reported:
— Having some familiarity with the Heath Canada ADR reporting system (77.9%,
n=261)
— " know how to report” ADRs to Health Canada (88.1%, n=295)

However, majority of respondents did not recognize “lack of efficacy” as a reportable
ADR (72.8%, n=244)

Almost all respondents recognized that a minimum amount of information or details
is required to report (90.4%, n=303), but were uncertain of the specific reporting
criteria

— Only 4 essential items are required by Health Canada (Patient identifier, event
description, suspect drug, reporter's contact info)

ADR Reporting Trends and Behaviors

m Almost all respondents reported the practice of pharmaceutical intervention (88.7%,
n=297)
— Only a minority identified and reported ADRs during an intervention (24.9%,
n=/4)

m Majority of respondents would follow up with patients after a new or changed
medication was dispensed (71.3%, n=239)
— Timeframe: Usually within T week to 3 months, or upon renewal
— Method: Usually in person or over the phone
— MD notification: Majority (87.4%, n=209) would notify the responsible MD in
case of ADR

Real-World Scenarios
m Respondents were prompted with afew specific scenarios to support a more complete
analysis on ADR reporting behaviors in routine practice

Table 2: Scenarios for Potential Increase Need to Monitor and Report ADRs

m The effectiveness of this survey as a simple interactive educational intervention was
investigated by evaluating respondents’ abilities to recall information related to ADR
reporting criteria and processes one month after completing the initial survey

— Educational intervention within the initial survey included:
® The correct response with detailed explanation were presented when
respondents selected an incorrect answer
® Fach participant received a brochure on ADR reporting produced by Health
Canada along with their compensation
— A response rate of 39% was reached with 132 of the original 335 evaluable
respondents completing the follow-up survey
— Significant increase in respondents’ awareness and knowledge on reporting
criteria and processes in general, but there continues to be the need to clarify and
educate on the “minimum amount of information required to report” and “methods
of reporting”

CONCLUSIONS

R

2.

Similar to a recent Quebec survey®, community pharmacists in Ontario are exposed
to a large number of ADRs, but require further education and clarification about
Health Canada’s reporting criteria and processes

Awareness for potential ADRs during medication starts, conversions between Brands,
or conversions between Brands and Generics should be heightened and reported

Continuing education can contribute to a significant increase in pharmacists’
awareness and knowledge, hence optimizing patient care and outcomes
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