[bookmark: _WNSectionTitle_3][bookmark: _WNTabType_2]	2015-01-12 5:34 PM
Course Objective
Intro to pharm drug regulation with emphasis on Canadian regulatory activities
Introduced to production, testing, and reg. of variety of pharmaceuticals

Class details
Guest lecturers
Office Hours: 5-5:30pm Mondays and/or after class
No required textbook

Course structure
Module 1: Types of regulated drug products
Three classes
Jan 12, 19, 26
Module 2: Drug Development
Three classes
Feb 2, 9, 23
Module 3: Case Studies
Five classes
March 2, 9, 16, 23, 30
Review
Apr. 13

Student Evaluation
Mandatory attendance, participation marks awarded
Quizzes 30%
3 quizzes comprised of fill in blanks, mcq, short answer q
10% each
Jan 26, Mar 2, Mar 16
Essay 15%
Topic to be assigned based on the course content covered in Module 2
Final exam 50%
Comprised of MCQ, Short and Long Answer questions
Attendance 5%

Module 1: Types of Regulated Drug Products
By the end of this learning activity, student should have broad understanding of the classes and purpose of regulated drug prodcts in Canada
Topics
Food and Drugs Act and Regulations
Brief overview of the drug life cycle
Biologics (eg vaccine, monoclonal antibodies, blood products, cell therapy)
Non-biologic therapeutic drug products (eg Conventional synthetic drugs)
Natural health products
Medical devices
Food

Module 2: Drug Development
By end of learning activity, student should be able to describe phases of drug development and know purpose of GLP, GMP and GCP
Topics
Drug development phases
GLP, GMP, GCP
Production process for biologics, and other non-biologic therapeutics
Specifications
Clinical trials (types of requirements)
Drug approval submission process
Inspection and On-site evaluations
Post-market surveillance
Patented medicines and generic drugs

Module 3: Case studies
By end of learning activity, student should have strong understanding of purpose of drug reg in Canada
Topics:


Lecture 1:
History of Health Canada
1853: cholera outbreak – led to establishment of ad hoc patchwork health boards in NB and Upper Canada to deal with outbreak
Infections spread, resorted to quarantine to avert pandemic
Patchwork health system inadequate
Pre-germ theory era
First system of unified public health, even though it failed
After confederation, Parliament passed:
Quarantine Act – to allow federal officials to inspect arriving ships for sick passengers 
Sick Mariners Act – which provided special medical services 
Between 1867 and 1872 both acts were admined by Dept of Agriculture
1872: Dept of Marine and Fisheres assumed responsibility for sick mariners
1880: Dept of Agriculture created quarantine division and pub’d annaual reports with public health stats
1900: Quarantine division renamed Quarantine and Public Health division
1918: Quarantine and Public Health transferred to Dept of Immigration and Colonization
1919: Dept of Health in Canada formed
Resposibilities included all matters pertaining to public health
Med examinations of immigrants and seamen
Health promo within public service
1928: Dept of Health mandate expanded: began dispensing and administering medical and convalescent care, job retraining, and pensions for returning war verterans 
Renamed Pensions and National Health
After WW2, repatriation of 1000s of CDN soldiers led to major govt reorganizations
create Dept of Veterans Affairs and Dept of National Health and Welfare in 1944
Dept. of National Health and Welfare (1944-1993)
Responsible for everything related to promo and preservation of health, social security, and welfare of Canadians
Research public health issues
Med exams of immigrants and seaman
Admin of hospitals
Supervision of public health aspects of transpo
Health promo within public service
Collection a
…
Post WW2: check slides
1993: create Department of Health (til 2002)
check slides for branches
2002: Establishment of Health Canada
check slides for branches and agencies
focus on Health Products and Food Branch in this course (has the drug regulations in this branch)

Evolution of Canadian Health Acts
1875: Inland Revenue Act – modelled heavily after British Sale of Food and Drugs Act of 1875 
Act to impose license duties on compounders of spirits and amend the Act respecting Inland Revenue to Prevent adulteration of ….
Inland Revenue Act (1875)
Four provisions
1. Workable terminology
2. Established standards through licensing
3. Imposed requirements for proper labelling and advertisement by manufacturers
4. Sanctions to allow government to train inspectors
Eliminated liquor adulteration
Adulteration Act (1884) “An Act to Amend and to Consolidate as Amended the Several Acts…”
adhered to the 4 provisions
Separate regulatory regime for Food, Drugs, and Liquor
Updated definition of “drugs”
Alligned drug manufact standards in Canada with British or US Pharmacopoeia
Further amendments made over years that strengthend the 4 provisions
Established food standards (1894-1913)
eg milk had to be certain percentage
1915: labelling standards strengthened
1918: AA authority switched from Dept of Customs and Inland Revenue to Dept of Trade and Commerce
1919: AA transferred to Drugs Division of Dept of Health
1920: AA was repealed and replaced with Food and Drugs Act
similar to FDA
1908 Opium Act
check slides
1909: Proprietary and Patent Medicine Act
check slides
1919: Ammendement to PPMA
Prohibited unsupportive curative claims
Prohibited other false adverts
1923: revision to PPMA
check slides
1920: Food and Drugs Act
Four consumer protecition principles continue from Indland Revenue Act 1875
Definition of drug “all medicines for interal or external use for man or animal”
check slides
1927: Ammendment to Food and Drugs Act
check slides
1934: Act to amend the Food and Drugs Act
check slides
1936: ….

Food and Drugs Regulations
Regulations expanded following 1936 amendment
check slides

Act vs Regulation
Act: legislation (law). A bill requires royal assent to become Law
Regulation: subordinate legislation. Defines….

History (cont)
1946 Act to amend: ….
1961: Thalidomide-induced phocomelia prompts large scale changes to Canada’s 1953 F&D Act
check slides
Thalidomide bound to E3 ligase protein had critical roles in fetal development (focomelia)
1962: Dept of National Health and Welfare pulled all thalidomide containing drugs from hospitals and pharmacies across Canada
check slides for recommendations
1963: F&D Regulations – NDS
1965-1968: Additional changes to Food and Drugs Directorate
1990s: New Drug Licensing Framework
Each brand name of a drug receives a unique Drug ID Number (DIN) (1992) 
check slides for rest
2014: Protecting Canadians From Unsafe Drugs Act – Amendments to Food and Drugs Act (Bill C-17)
check slides for details

Structure of Food and Drug Regulations
7 parts (A through J [missing some letters])
C is drugs (focus of the class)
check rest of slides

Part C – Drugs
Division 1 – All drugs
1A – Establishment licenses
Division 2 – Good manufacturing practices
Division 3 - Schedule C drugs & radiopharmaceuticals 
Division 4 – Schedule D drugs (biologics)
Division 5 – Drugs for human clinical trials 
Division 6 – Canadian standard drugs
Division 7 – Programs for access to low cost patented medicines
Division 8 – New drugs (modern definition of drugs)
[bookmark: _GoBack]Division 9 – non prescription drugs
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