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Mission and VisionMission and Vision

% Health Products and Food Branch's Mandate is to take 
an integrated approach of the management to the 
risks and benefits to health related to health products 
and food by:

Minimizing health risk factors to Canadians while 
maximizing the safety provided by the regulatory system for 
health products and food; and, 

Promoting conditions that enable Canadians to make 
healthy choices and providing information so that they can 
make informed decisions about their health.
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Therapeutic Products DirectorateTherapeutic Products Directorate
Strategic Framework and ObjectivesStrategic Framework and Objectives

%% To ensure Canadians have timely access to safe, To ensure Canadians have timely access to safe, 
effective, high quality therapeutic products;effective, high quality therapeutic products;

%% Are not put at undue risk by the use of therapeutic Are not put at undue risk by the use of therapeutic 
products available on the Canadian market; andproducts available on the Canadian market; and

%% Receive appropriate information about the risks and Receive appropriate information about the risks and 
benefits of those therapeutic productsbenefits of those therapeutic products
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Format and Legal RequirementsFormat and Legal Requirements

%% Format revised to meet users needsFormat revised to meet users needs

%% Legal Requirements:Legal Requirements:

Section 9 of the Food and Drugs ActSection 9 of the Food and Drugs Act

Section C.01.004Section C.01.004
Requires Adequate Directions for UseRequires Adequate Directions for Use
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Adequate Directions for UseAdequate Directions for Use

%% Indications for UseIndications for Use

%% Dosage and AdministrationDosage and Administration

%% Contraindications, Warnings/Precautions, Contraindications, Warnings/Precautions, 
SideSide--EffectsEffects

%% Labels, Package Inserts, Product MonographsLabels, Package Inserts, Product Monographs
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History of Product MonographsHistory of Product Monographs

%% 1968:1968: First use of Product MonographsFirst use of Product Monographs

%% 1976:1976: First Guidance Document on Format First Guidance Document on Format 
and Content of Product Monographand Content of Product Monograph

%% 1989: 1989: First Major Revision of GuidelineFirst Major Revision of Guideline

%% 2003:2003: Second Major Revision of Guideline Second Major Revision of Guideline 
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History of ProjectHistory of Project

%% 1998:1998: Study on new template with Study on new template with 
Health Care ProvidersHealth Care Providers

%% Winter 2000:Winter 2000: Workshop with Patient Advocacy Workshop with Patient Advocacy 
GroupsGroups

%% Fall 2000:Fall 2000: Stakeholders Workshop on Stakeholders Workshop on 
Format / Content / DisseminationFormat / Content / Dissemination
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History of Project History of Project … continued… continued

%% Fall 2001:Fall 2001: Consumer Focus Groups on Consumer Focus Groups on 
Format, Content, and Format of Format, Content, and Format of 
Part IIIPart III

%% May 2002: May 2002: Validation Exercise with IndustryValidation Exercise with Industry

%% Fall 2002:Fall 2002: Final Stakeholders ConsultationFinal Stakeholders Consultation
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Project ObjectivesProject Objectives

%% Revise the format and presentation to meet user Revise the format and presentation to meet user 
needsneeds

%% Adopt a standard format Adopt a standard format 

%% Revise the guidelinesRevise the guidelines

%% Make Product Monograph available to the publicMake Product Monograph available to the public
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The Commitment:The Commitment:

Key Business Transformation StrategyKey Business Transformation Strategy

Speech from the Throne Speech from the Throne -- 20022002
As part of its focus on Smart Regulation, the government …. (wilAs part of its focus on Smart Regulation, the government …. (will) speed up l) speed up 
the regulatory process for drug approvals to ensure  Canadians hthe regulatory process for drug approvals to ensure  Canadians have faster ave faster 
access to the safe drugs they need.”access to the safe drugs they need.”

Budget Budget -- 20032003
Provide $190 million over 5 years “to improve the timeliness of Provide $190 million over 5 years “to improve the timeliness of Health Health 
Canada’s regulatory processes with respect to human drugs Canada’s regulatory processes with respect to human drugs –– while while 
preserving the principle that safety is of paramount concern.”preserving the principle that safety is of paramount concern.”
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Health Canada’s Response:Health Canada’s Response:
The Therapeutics Access Strategy

In the near term, improve regulatoryIn the near term, improve regulatory

performance around timeliness andperformance around timeliness and

transparency, benchmarked againsttransparency, benchmarked against

leading international practicesleading international practices
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The InitiativesThe Initiatives

Project ManagementProject Management

Good Review PracticesGood Review Practices

International CooperationInternational Cooperation

TransparencyTransparency

EE--ReviewReview

Regulatory PolicyRegulatory Policy

Expert Advisory CapacityExpert Advisory Capacity
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Transforming the way we do business:Transforming the way we do business:

%% Business Mantra:Business Mantra:
Effective and efficient practices for science and Effective and efficient practices for science and 
review process managementreview process management
Commitment to performance targets and Commitment to performance targets and 
continuous improvementcontinuous improvement

%% Organizational Transformation:Organizational Transformation:
Culture changeCulture change
The submission is the projectThe submission is the project
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Transforming the way we do business:Transforming the way we do business:
%% Business Mantra:Business Mantra:

Effective and efficient practices for science and Effective and efficient practices for science and 
review process managementreview process management

Commitment to performance targets and Commitment to performance targets and 
continuous improvementcontinuous improvement

%% Organizational Transformation:Organizational Transformation:
Culture changeCulture change

The submission is the projectThe submission is the project
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Revised FormatRevised Format

%% Part I Part I -- Information for the Health Professional Information for the Health Professional 

%% Part II Part II -- Scientific InformationScientific Information

%% Part III Part III -- Information for the Consumer Information for the Consumer 
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Table of ContentsTable of Contents

Part I Part I –– Information for the Health ProfessionalInformation for the Health Professional
•• Summary of Product InformationSummary of Product Information
•• IndicationsIndications
•• ContraindicationsContraindications
•• Warnings and PrecautionsWarnings and Precautions
•• Adverse ReactionsAdverse Reactions
•• Drug InteractionsDrug Interactions
•• Dosage and AdministrationDosage and Administration
•• OverdosageOverdosage
•• Action and Clinical PharmacologyAction and Clinical Pharmacology
•• Storage and StabilityStorage and Stability
•• Special Handling InstructionsSpecial Handling Instructions
•• Dosage Forms, Composition and PackagingDosage Forms, Composition and Packaging
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Tablet of ContentsTablet of Contents

Part II Part II –– Scientific InformationScientific Information
•• Pharmaceutical InformationPharmaceutical Information
•• Clinical TrialsClinical Trials
•• Detailed PharmacologyDetailed Pharmacology
•• MicrobiologyMicrobiology
•• ToxicologyToxicology
•• ReferencesReferences

Part III Part III –– Consumer InformationConsumer Information
•• Derived from Parts I and IIDerived from Parts I and II
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Part I of Product MonographPart I of Product Monograph

%% Health Professional InformationHealth Professional Information

Summary of Product InformationSummary of Product Information
Table Format Table Format –– Active Substance, Dosage Forms, Active Substance, Dosage Forms, 

Strength, Nonmedicinal Ingredients (NMI’s)Strength, Nonmedicinal Ingredients (NMI’s)

Indications and Clinical UseIndications and Clinical Use
Point Form with Brief DiscussionPoint Form with Brief Discussion

Population subsets Population subsets –– Geriatrics / PaediatricsGeriatrics / Paediatrics
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Part I of Product Monograph Part I of Product Monograph … continued… continued

ContraindicationsContraindications
Point FormPoint Form

Warnings and PrecautionsWarnings and Precautions
Single SectionSingle Section

Boxed Information to Highlight Most Serious Warnings / Boxed Information to Highlight Most Serious Warnings / 
PrecautionsPrecautions

Specific Subheadings for Particular Organ Systems Specific Subheadings for Particular Organ Systems 
and Subpopulationsand Subpopulations
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Part I of Product Monograph Part I of Product Monograph … continued… continued

Adverse ReactionsAdverse Reactions

Overview NarrativeOverview Narrative

Clinical Trial Adverse Drug Reactions Clinical Trial Adverse Drug Reactions –– Table FormatTable Format
–– Show Relative Frequency Drug / Placebo / Active ControlShow Relative Frequency Drug / Placebo / Active Control

PostPost--market Adverse Drug Reactionsmarket Adverse Drug Reactions
–– Canadian and InternationalCanadian and International

–– Table or Narrative Based on VolumeTable or Narrative Based on Volume

Common TerminologyCommon Terminology
MEDDRA and CIOMS for Frequency GroupingsMEDDRA and CIOMS for Frequency Groupings
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Part I of Product Monograph Part I of Product Monograph … continued… continued

InteractionsInteractions

Drug/Drug, Drug/Herbs, Drug/Food, Drug/Laboratory Drug/Drug, Drug/Herbs, Drug/Food, Drug/Laboratory 
TestsTests

Box to Highlight Serious InteractionsBox to Highlight Serious Interactions

Overview Overview –– NarrativeNarrative

Listing Listing –– Table FormatTable Format
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Part I of Product Monograph Part I of Product Monograph … continued… continued

Dosage and AdministrationDosage and Administration

Dosage Considerations Dosage Considerations –– Point FormPoint Form

Dosage Recommendations Dosage Recommendations per seper se

Missed Dose InformationMissed Dose Information

Preparation and Administration InstructionsPreparation and Administration Instructions
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Part I of Product Monograph Part I of Product Monograph … continued… continued

OverdosageOverdosage

Description of signs and symptomsDescription of signs and symptoms

Current Recommendations (e.g., antidotes / Current Recommendations (e.g., antidotes / 
interventions)interventions)

Human Lethal Dose (if known) maximum dose reported Human Lethal Dose (if known) maximum dose reported 
with recoverywith recovery

Unnecessary or Unsuitable ProceduresUnnecessary or Unsuitable Procedures
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Overdosage Overdosage (continued…)(continued…)

%% Workshop Workshop –– February 10, 2004February 10, 2004

%% CMAJ Article CMAJ Article –– October 2002 (2001 CPS)October 2002 (2001 CPS)

%% Industry / PCC / Consumer / HCP / Industry / PCC / Consumer / HCP / Emerg Emerg on Don D

%% Goal Goal –– How do we work together to remedy the How do we work together to remedy the 
problemproblem
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Overdosage Overdosage (continued…)(continued…)

%% CPS 2004 CPS 2004 –– Includes O.D. plus reference to PCCIncludes O.D. plus reference to PCC

%% CPS 2004 CPS 2004 –– General Monographs revisedGeneral Monographs revised

%% No No Concensus Concensus on Deleting O.D. Information from on Deleting O.D. Information from 
Product MonographProduct Monograph
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Overdosage Overdosage (continued…)(continued…)

Recommendations before or at workshopRecommendations before or at workshop

Delete Delete overdosage overdosage information from Product Monograph and information from Product Monograph and 
CPSCPS

Replace O.D. with consult PCCReplace O.D. with consult PCC

Retain signs and symptoms, delete treatment and refer to PCCRetain signs and symptoms, delete treatment and refer to PCC

Separate O.D. Section in CPSSeparate O.D. Section in CPS

Expert Panel to Health Canada to review O.D. informationExpert Panel to Health Canada to review O.D. information
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Part II of Product MonographPart II of Product Monograph

%% Scientific InformationScientific Information

Clinical Trials Clinical Trials –– New SectionNew Section

Pivotal Trials Pivotal Trials –– Table FormatTable Format

Study Demographics and Trial DesignStudy Demographics and Trial Design

Study Results Study Results –– Statistical and Clinical SignificanceStatistical and Clinical Significance

Dosage Ranges and Study DurationDosage Ranges and Study Duration

Pivotal Bioavailability StudiesPivotal Bioavailability Studies
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Part II of Product Monograph Part II of Product Monograph … continued… continued

Detailed PharmacologyDetailed Pharmacology

Animal and human Data Animal and human Data –– In vitroIn vitro / / In vivoIn vivo SubsectionsSubsections

Pharmacodynamics / PharmacokineticsPharmacodynamics / Pharmacokinetics

MicrobiologyMicrobiology

Pharmaceutical InformationPharmaceutical Information

ToxicologyToxicology

ReferencesReferences
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Consumer Information Consumer Information –– Part IIIPart III

Information derived from Parts I and II that Information derived from Parts I and II that 
helps the consumer understand what the helps the consumer understand what the 
medication is, how to use it and what the medication is, how to use it and what the 
potential side effects arepotential side effects are

Presented in a language and format that is Presented in a language and format that is 
appropriate to a consumer audienceappropriate to a consumer audience
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Consumer Information Consumer Information –– Part IIIPart III

Consumer focus group testing on Part III Consumer focus group testing on Part III 
conducted in August/September 2001 conducted in August/September 2001 –– 16 16 
sessions, 6 locations, both official languages, sessions, 6 locations, both official languages, 
various segments of the populationvarious segments of the population

Strong support for Health Canada’s Strong support for Health Canada’s 
involvement in the development and approval involvement in the development and approval 
of consumer informationof consumer information
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Consumer Information Consumer Information –– Part IIIPart III

%% Consensus that consumer information is Consensus that consumer information is 
extremely importantextremely important

%% Consistency with respect to type of information Consistency with respect to type of information 
that should be includedthat should be included

%% Consistency with respect to how the Consistency with respect to how the 
information should be presentedinformation should be presented
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Consumer Information Consumer Information –– Part IIIPart III

%% Consensus that consumer information is Consensus that consumer information is 
extremely importantextremely important

For all prescription drugsFor all prescription drugs

Most important information up frontMost important information up front
(box warning)(box warning)

Where to get more informationWhere to get more information
(full product monograph)(full product monograph)
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Consumer Information Consumer Information –– Part IIIPart III

%% Consistency with respect to type of information Consistency with respect to type of information 
that should be included:that should be included:

•• How best to use the medicationHow best to use the medication
•• Possible side effectsPossible side effects
•• Purpose of the medicationPurpose of the medication
•• List of ingredientsList of ingredients

•• Dosage information Dosage information 
•• Contact for additional informationContact for additional information
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Consumer Information Consumer Information –– Part IIIPart III

%% Consistency with respect to how the information should be Consistency with respect to how the information should be 
presented:presented:

•• Clear and easy to understandClear and easy to understand
•• Easy to scanEasy to scan
•• Use of point form and bulletsUse of point form and bullets
•• Large enough fontLarge enough font
•• Use of bolding, underlining and Use of bolding, underlining and 

other highlightsother highlights

•• Standard format so people know Standard format so people know 
where to look for specific where to look for specific 
informationinformation
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Next StepsNext Steps

%% Posting of Guidance Posting of Guidance –– Fall 2003Fall 2003

%% Training of Health Canada Reviewers Training of Health Canada Reviewers –– Fall/Winter Fall/Winter 
2003, Spring 20042003, Spring 2004

%% Voluntary Implementation Voluntary Implementation –– Fall 2003Fall 2003
NDS / SNDS / NDS / SNDS / NCsNCs

%% Mandatory Implementation Mandatory Implementation –– October 2004October 2004
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DisseminationDissemination

%% Interim Proposal Interim Proposal –– Fall 2002Fall 2002

%% Distribution Upon RequestDistribution Upon Request

%% Responses  AnalyzedResponses  Analyzed



Health   Santé
Canada  Canada

Health Products and Food Branch
Direction générale des produits de santé et des aliments

Dissemination Dissemination … continued… continued

%% Agreement on Distribution at time of MarketingAgreement on Distribution at time of Marketing

%% New Communication / Consultation on related New Communication / Consultation on related 
IssuesIssues

%% Release of Updated Product MonographsRelease of Updated Product Monographs

%% Internal Pilot ProjectInternal Pilot Project
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www.www.hchc--sc.sc.gcgc.ca/.ca/hpbhpb--dgpsdgps//therapeuttherapeut//htmlenghtmleng/consult_monograph.html/consult_monograph.html
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