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OutlineOutline
• Pharmacovigilance Training and Education
• Qualified Person for Pharmacovigilance

– Inspections
• External course(s) versus in-house training

– Computer-Based Training (demonstration)
• Ten years of the PIPA Postgraduate Course
• The future: 

– Distance learning & Scheme Reassessment



Training Training vs. EducationEducation

What is the difference What is the difference ––
is there a practical example?is there a practical example?

























EU Qualified Person for 
Pharmacovigilance

Training & EducationTraining & Education



Volume 9A Role and Responsibilities - EU QPP
EU Qualified Person for Pharmacovigilance

Volume 9A, Draft of 21Dec2005, p. 19, Lines 694 to 696 and 704 to 706.



Volume 9A of the Rules Governing Medicinal 
Products in the European Union

EU Qualified Person for Pharmacovigilance

Volume 9A, Draft of 21Dec2005, p. 20, Lines 719 to 724.



EU QPP Role and Responsibilities - Training
EU Qualified Person for Pharmacovigilance

Volume 9A, Draft of 21Dec2005, p. 20, Lines 751 to 755.



Volume 9A Evaluation of ICSRs - Assessment
EU Qualified Person for Pharmacovigilance

Volume 9A, Draft of 21Dec2005, pp. 94-95, Lines 3179 to 3184.



13. …PV system…relies upon the performance of essential tasks by a number 
of individuals...  …QPPV may rely upon the performance of tasks and 
functions by appropriately qualified and trained individuals.
…QPPV may: 

a) properly assign and/or delegate specific QPPV tasks and functions to 
appropriately qualified and trained individuals acting as 
deputies/alternate QPPVs 

AND

b) may rely upon experienced personnel for the carrying out of 
general pharmacovigilance activities, provided that the QPPV is 
satisfied that the persons and processes are capable of 
performing as required to a proper standard. 

EFPIA Position Paper EFPIA Position Paper -- Role of EU QPP Role of EU QPP 
Discharge of ResponsibilityDischarge of Responsibility



Education and RiskEducation and Risk

MotherMother--inin--law hypothesislaw hypothesis



Volume 9A: Risk MinimisationVolume 9A: Risk Minimisation

Volume 9A, Draft of 21Dec2005, pp. 40-41, Table 3, from Line 1458.



Volume 9A: Education about riskVolume 9A: Education about risk



Inspections – Training Records

• EU QPP’s CV is sent to all Member State 
Competent Authorities (where the 
Company is a MAH) and to the EMEA

• Individual PV staff training records may be 
reviewed by Inspectors and Auditors

Volume 9A, Draft of 21Dec2005, pp. 21, Lines 756 and 757.



External course(s) External course(s) 
versusversus

InIn--house traininghouse training

Build or Buy?Build or Buy?



External CoursesExternal Courses
• Industry Expert Groups

– PIPA (SIGAR), Drug Information Association, EFPIA, 
ABPI, TOPRA, BARQA, ACDM et al.

• Academic Institutions/NGOs
– Universities of Hertfordshire, Cardiff, Surrey, City, 

London School of Hygiene & Tropical Medicine, 
St Bartholomew’s Hospital

– Drug Safety Research Unit, WHO Monitoring Centre

• Regulatory Agencies
– MHRA, EMEA, FDA

• Commercial Organisations



InIn--House TrainingHouse Training

• Inform colleagues of current developments 
(e.g. PV regulations and guidelines, signal 
detection, electronic reporting)

• Subject experts lead training and develop 
other members of the team

• Consultants recruited to supplement in-
house expertise where gaps are identified



ComputerComputer--Based TrainingBased Training

• Discussion with commercial vendors
• Outline plan of training – Course Map

– Start-Up screen and Menus
– Titles and logos
– Introduction
– Main menu

• Modular design
– Modules, Glossary, Acronyms & Hyperlinks



Course Map Pharmacovigilance CBTCourse Map Pharmacovigilance CBT

MODULE 5

COMPANY-SPECIFIC
PROCESSES &
PROCEDURES

START UP

TITLE AND LOGOS

INTRODUCTION

MAIN MENU

MODULE 1

INTRODUCTION 
TO ADRs

MODULE 2

MECHANISMS 
OF ADRs

MODULE 3

BODY SYSTEMS
IN RELATION

TO ADRs

MODULE 4
REPORTING

ADRs
PROCESSES &
PROCEDURES

GLOSSARY OF
TERMINOLOGY

RECOMMENDED READING

LIST OF ACRONYMS



CBT DemonstrationCBT Demonstration

• User Manual and instructions

• Load program

• Overview of Modules

• Tests



Pitfalls for the unwaryPitfalls for the unwary
• Be sure that your training consultant is clearly and 

precisely briefed
– Outline topic and points of focus
– Define scope and essential content
– Agree a timeline and factor in acceptance testing
– Set checks and conduct tests of knowledge

• If using in-house staff to lead training
– Check appropriate accreditation or experience
– Ensure the qualifications/skills are documented



Ten years of the PIPA Ten years of the PIPA 
Postgraduate CoursePostgraduate Course

University of HertfordshireUniversity of Hertfordshire



Course StartCourse Start--UpUp
• Original proposal by SIGAR Chairperson

• Adopted by the ‘SIGAR Six’:
– Jacquie Bomford (Bayer)
– Iain Cockburn (Innovex)
– David Lewis (SmithKline Beecham)
– John Talbot (Glaxo Wellcome)
– Margaret Walters (Merck, Sharpe & Dohme)
– Louise Wood (MCA)



Communication: ABPI Medical CommitteeCommunication: ABPI Medical Committee



Host selectionHost selection
• Selection criteria

– University accreditation
– Location (location, location)
– Cost effectiveness 

• Shortlist of four colleges: 
Cardiff, Hertfordshire, Kingston, Nottingham

• Questionnaires and personal visits
• Final selection by the SIGAR Six



Stakeholder surveyStakeholder survey



AccreditationAccreditation

• Definitive Scheme Document (Sep-1995)

Pharmacovigilance
“A modular programme leading to named 

awards by part-time study”

• Eight Model Course Descriptions (MCDs)



Course ContentCourse Content
1. Principles of Pharmacovigilance
2. Adverse Drug Reactions by major body systems
3. Pharmacovigilance Regulations and Guidelines
4. Pre-Marketing Methodologies in Pharmacovigilance
5. Spontaneous Reporting of Adverse Drug Reactions
6. The Management of Drug Safety Data
7. Post-Marketing Methodologies in Pharmacovigilance
8. Causality Assessment, Ethics and Product Liability

MSc Project (Dissertation of 10,000 to 15,000 words)



Academic ReviewAcademic Review
Professor David Lawson CBE was:

“…impressed by the contents [of the Definitive 
Scheme Document] and the way the document 
is set out.”

“…very happy to endorse this course and 
congratulate you on all the work that has gone 
into its preparation... …[and] on the wide spread 
of talent involved in the course.”



Publicity & VenuePublicity & Venue

Scrip 2076 10Nov1995

Fielder Centre, University of HertfordshireFielder Centre, University of Hertfordshire



55--year reviewyear review



Course Content 2001 (CIFs)Course Content 2001 (CIFs)
1. Principles of Pharmacovigilance
2. Adverse Drug Reactions by Major Body Systems
3. Pharmacovigilance Regulations and Guidelines
4. Pre-Marketing Methodologies in Pharmacovigilance
5. Spontaneous Reporting of Adverse Drug Reactions
6. Pharmacovigilance Data Management 
7. Post-Marketing Methodologies in Pharmacovigilance
8. Labelling and Risk Management

MSc Project (Dissertation of 10,000 to 15,000 words)



Student Recruitment (UK/NonStudent Recruitment (UK/Non--UK)UK)

• UK  students = 105

•• BelgiumBelgium
•• DenmarkDenmark
•• GermanyGermany
•• FinlandFinland
•• IrelandIreland
•• JapanJapan
•• KosovoKosovo
•• NetherlandsNetherlands

•• NonNon--UK = 55UK = 55

•• NorwayNorway
•• PortugalPortugal
•• Slovenia Slovenia 
•• Spain  Spain  
•• South AfricaSouth Africa
•• SwitzerlandSwitzerland
•• USAUSA



Students’ job titlesStudents’ job titles
• Drug Safety Scientist, Product Safety Scientist, Drug Safety 

Associate, Pharmacovigilance Officer, Pharmacovigilance 
Executive, Clinical Safety Scientist, Medical Information Officer 

• Safety and Pharmacovigilance Specialist, Senior Drug Safety 
Associate, Principal Safety Scientist

• Pharmacovigilance Manager, Drug Safety Manager, 
Product Safety Manager for Europe,  
Global Standards and Quality Assurance Manager

• Clinical Research Physician, Clinical Reviewer

• Pharmacovigilance Manager, Medical Information Manager, 
Drug Safety and Licensing Manager

• Head of Safety and Quality Assurance; Director, International 
Regulatory Affairs; Assistant Vice President, Pharmacovigilance 



Pharmacovigilance programme data Pharmacovigilance programme data 
19951995--2005 {2005 {160 awards/177 enrolled (90.4%)160 awards/177 enrolled (90.4%)}}

303303/05

273301/03

323699/01

353697/99

363995/97

Completed *EnrolledCohort 

* Completed – eligible for one of the awards PgC, PgD or MSc.
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Completed



Attainments by cohortAttainments by cohort

9325611832Total
---76-1103/05

2--8122401/03

42-3126599/01

2--3155597/99

11-4165795/97
DistnCreditPassDistnCreditPass

MScPgDiplomaPgCertificateCohort

Note students who have achieved awards may continue study for a higher award.



SIGAR / PIPA PRIZEWINNNERSSIGAR / PIPA PRIZEWINNNERS

Kathleen Belknap and 
Margreet Ockhorst-Besijn

2005

Bina Kramhoft Schack2004

Natasa Mihajlovic-Gojkovic2003

Catherine de Whalley2002

Sandra Meyer2001
StudentYear 



Masters of ScienceMasters of Science

Distance Learning in Pharmacovigilance:  
Evaluating and Assessing a Tool for Distance 
Learning for, and by, Local Safety Officers in Ferring 
Affiliates

Mette Stie Kallesoe
2006

The effect of a Short Course in Pharmacovigilance 
on medical representatives ability to contribute to 
the Pharmacovigilance activities of a European 
Pharmaceutical Company

Solveig Blomvik
2000

Dissertations on Training and EducationAuthor

Analysis of the Withdrawal of Rofecoxib:  
Pharmacovigilance Implications

Deirdre Moran
2006

Major Congenital Abnormalities in Offspring of 
Women Treated with Antiepileptic Drugs:  A Review 
of the Literature

Wendy Roberts
2000

The use of Lofexidine by Drug Dependency Units in 
the United Kingdom

Jacqueline Akhurst
1998

Product-based DissertationsAuthor

Distance Learning in Pharmacovigilance:  
Evaluating and Assessing a Tool for Distance 
Learning for, and by, Local Safety Officers in Ferring 
Affiliates

Mette Stie Kallesoe
2006

The effect of a Short Course in Pharmacovigilance 
on medical representatives ability to contribute to 
the Pharmacovigilance activities of a European 
Pharmaceutical Company

Solveig Blomvik
2000

Dissertations on Training and EducationAuthor

Analysis of the Withdrawal of Rofecoxib:  
Pharmacovigilance Implications

Deirdre Moran
2006

Major Congenital Abnormalities in Offspring of 
Women Treated with Antiepileptic Drugs:  A Review 
of the Literature

Wendy Roberts
2000

The use of Lofexidine by Drug Dependency Units in 
the United Kingdom

Jacqueline Akhurst
1998

Product-based DissertationsAuthor



Masters of Science (2)Masters of Science (2)

Aspects of Veterinary PharmacovigilanceKevin Woodward
2006

Electronic Transmission of Periodic Safety ReportsIrene Rebollo
2006

Pharmacovigilance in the Electronic Age:  
Revolution or Evolution?

Andy Cochrane
2005

The development of a signal detection and signal 
testing scheme for marketed medicinal products.

Margreet Ockhorst –
Besijn

2005

Managing Pharmacovigilance Audits and 
Inspections

Kathleen M Belknap
2005

Quality Management in Pharmacovigilance; Effect 
on Quality of Reports

Bina Kramhoft Schack
2004

Designing for Drug Safety in the EU – Associated 
Countries:  Focus on the Pharmacovigilance system 
of the Bosnia and Herzegovina

Natasa Mihajlovic-
Gojkovic
2002

System and Process-based DisserationsAuthor

Aspects of Veterinary PharmacovigilanceKevin Woodward
2006

Electronic Transmission of Periodic Safety ReportsIrene Rebollo
2006

Pharmacovigilance in the Electronic Age:  
Revolution or Evolution?

Andy Cochrane
2005

The development of a signal detection and signal 
testing scheme for marketed medicinal products.

Margreet Ockhorst –
Besijn

2005

Managing Pharmacovigilance Audits and 
Inspections

Kathleen M Belknap
2005

Quality Management in Pharmacovigilance; Effect 
on Quality of Reports

Bina Kramhoft Schack
2004

Designing for Drug Safety in the EU – Associated 
Countries:  Focus on the Pharmacovigilance system 
of the Bosnia and Herzegovina

Natasa Mihajlovic-
Gojkovic
2002

System and Process-based DisserationsAuthor



Work In Progress for MSc (3)Work In Progress for MSc (3)

An investigation of why obese patients do not remain on Xenical therapy 
long-term for maintenance of weight loss.

The Internal Review Process compared with the External Review Process.

Investigation into how a causal relationship between a post-marketed 
medicinal product and a suspect adverse reaction is assessed and
classified on an individual case basis within different pharmaceutical 
companies.

Pharmacovigilance of herbal remedies:  The past and present (1962 to 
2002) and the challenges of the future.

How to successfully manage Pharmacovigilance within Licensing 
Agreements.

Risk Management in Clinical Trials.

Literature Identification and Management in Pharmacovigilance.

PROJECT TITLE

An investigation of why obese patients do not remain on Xenical therapy 
long-term for maintenance of weight loss.

The Internal Review Process compared with the External Review Process.

Investigation into how a causal relationship between a post-marketed 
medicinal product and a suspect adverse reaction is assessed and
classified on an individual case basis within different pharmaceutical 
companies.

Pharmacovigilance of herbal remedies:  The past and present (1962 to 
2002) and the challenges of the future.

How to successfully manage Pharmacovigilance within Licensing 
Agreements.

Risk Management in Clinical Trials.
Literature Identification and Management in Pharmacovigilance.
PROJECT TITLE



After Sales ServiceAfter Sales Service

• UH/SIGAR also provides 
Pharmacovigilance Update meetings

• Symposia are run those who have 
completed an award (PgC, PgD or MSc)

• Provide participants with:
– Subject matter updates
– Continued opportunities for networking
– Meetings with regulators in an informal setting



1010--year reviewyear review
• Next review planned for 4Q2006
• Re-assessment of course content

– Risk Management
– Signal Detection including disproportionality
– Labelling (SmPCs, PILs, Company Core 

Safety Information)
– EU Qualified Person for Pharmacovigilance
– Volume 9A, ICH M5, E2C(R1), E2B(R) etc.

• Volunteers being sought to contribute



Distance learningDistance learning

• UH is working with a potential commercial partner 
to develop distance learning modules

• Target audience includes:
– Pharmacovigilance staff in North America and further 

afield (China, Korea, Japan)
– EU Office-based staff with limited capability to travel

• Resource and development costs to be determined



ConclusionsConclusions
• A variety of courses and programmes are 

available: use your contacts to determine what is 
best suited to you - be selective

• The development of an accredited, University-
based course has been an education, not least for 
the Course Leaders!

• Distance learning and CBT have limitations
• Full participation as a student or speaker provides 

career development opportunities
• Networking alone is worth the course fee!



Next steps…  …are always the most dangerousNext steps…  …are always the most dangerous


