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14 August 2009 ’

Dear Dr Prat,

Subject:  South-East Asia Reg‘t;n Pharmacovigilance Training Course, 28 September -2 October
2009, Colombo, Sti Lanka ‘

We are pleased to inform you that the WHO Regional Office for South-East Asia on collaboration
with WHO/HQ proposed 1o organize the South-East Asia Region Pharmacovigilance Training Corse in
Colombo, Sri Lanka from 28 September to 2 October 2009.

The trainir& programme would bé useful to the Region as it would improve the capabilities of the
Member States as*well as enable fuller participation of the Region in the Global Pharmacovigilance
Progranme of WHO in the WHO Collaborating Centre for International Drug Monitoring in Uppsala,
Sweden, which will have intrinsic benefits to the countries.

Specifically, the training course would help in the following three areas:

1) General updating on the issues for the National Pharmacovigilance centres in the Member States.
These would be recent trends in pharmacoviligance, areas of specific value to the Region being
the use of new medicines (Artemisinin Combination Therapies for malaria and new HIV
medicine, which are being monitored in low-resource setting).

2) Analysing and evaluating within-country reported Adverse Drug Reactions and assessing the
cangality relational. This would increase the capacity of the National Pharmacovigilance centre to
provide feedback to the prescribers as well as to the Drug Regulatory Authority.

3) Entering datain the pharmacovigilance database of Uppsala. Such data then would become a part
of the global adverse drug reaction monitoring. However, more impottantly by entering this data,
the countrics are able to gain direct access to the global database and be able evaluzte and
comment on the country results within the background of what has been reported globally.

In this regards, we request you to Kindly obtain nominations of three officials for the training
programme from concerned national authorities as per following criteria:

" 1) The first nominee should be from the National Pharmavovigilance Centre (NPC) and should be
involved in entering data into the pharmacovigilane databasc. If there is no NPC, then a person
with a background in medicines (pharmacists, medical offier) who is computer literate would be

suitable.

2) The second should be an officiat from the National Drug Regulatory Authority from the section
that monitors Adverse Drug Reaction; preferably this would be the section head. This official
would be expected tc collaborate with the first nominee in driving the technical aspect of the

pharmacovigilance programme on retur.

cc:  The Director, Bureau of International Health, MOPH — Fax: 0 2591 8562

encl: Draft programme outline
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3) The third nominee would be a Medical Administrator with a technical background who would
provide leadership to the National Pharmacovigilance Programme on return. He/she would be
expected to promote pharmacovigilance activities within the Ministry and coordinate the various
programmes (Anti-malaria, Anti-TB, HIV etc) that have an clement of pharmacovigilance.

WHO will bear the cost of travel of the participants from their places of duty to Colombo and return.

" Air tickets will be provided for travel by the most direct and economical airfare-excursion or other reduced

fare tickets, or if not available, by economy class. In addition, the participants will be paid a daily

subsistence allowances as per WHO rules prevailing at the time of the meeting throughout the period of

their attendance and for the time spent on travel except for the day of amrival in their duty station travelling
by the most direct route.

We would appreciate receiving nominations as soon as possible in order for us to complete
administrative formalities and to make arrangements well in time.

Thank you very much for your cooperation.




Pharmacovigilance Training Course
28 September-2 October 2009, Colombo, Sri Lanka

Draft Programme outline

Monday, 28 September: Day 1

09.00 - 09.30

09.30-10.15
10.15 - 10.45
10.45-11.00
11.00-11.45

11.45-12.30

12.30- 13.30
13.30-13.45
13.45 - 14.55
14.15 - 15.00

15.00 - 15.30
15.30 - 17.00

Opening ceremony

Welcome remarks

Opening remarks

Introduction of participants and faculty
Coffee Break

Introduction of the ¢ourse objectives

The importance for Pharmacow gilance including
key definitions

WHO Adverse Drug Reacn@n Momtonng
Programme

Lunch

Pharmacovigilance - regional perspective
Discussion A

Country presentation:

Pharmacovilgilance activities and experiences
Coffee break

Country presentation:

Pharmacovilgilance activities and experiences

Tuesday, 29 September: Day 2

09.00 - 09:10
09.10 - 10.00

10.00 - 10.30
10.30-11.00
11.00 - 12.00

12.00 - 13.00
13.00 - 14.00
14.00 - 15.00

15.00 - 15.30

15.30 - 17.30,

Feedback from the previous day

Establishing a Pharmacovigilance centre

- general principles

(WHO Uppsala Monitoring Centre guidelines)
ADR surveillance: methods of reporting
Coffee break

Terminologies for coding of adverse reactions,
diseases and drug information

Lunch

Principles of data mining techniques used

in signal detection

VigiFlow - Computer software for management
of ADR cace data ‘
Coffee break

Practical recording of casc information

-hands on practice

WHO/HQ

Dr Mary Couper,
WHO/HQ

Dr Mary Couper

SEARO

WHO/HQ
Ms Cecilia Biriell

Dr Mary Couper

Ms Cecilia Biriell/
Ms Elki Sollenbring

Dr John McEwen

Ms Elki Sollenbting

Ms Cecilia Biriell/
Ms Elki Sollenbring



. Wednesday, 30 September: Day 3

09.00 - 09. 10 Feedback from the prewous day WHO/HQ

. 09.10-09.45 Principles of causality assessment ~' Dr Kenneth Hartigan Go
09.45-10.45 Exercise ]1: Case causality assessments . Dr Kenneth Hartigan Go
10.45-11.15 Coffee break . S | -
11.15-12.30 Exercise 2: Case causahty dssessments . .- Dr Johh McEwen

- 12.30-13.30 Lunch
13.30 - 14.30 Diagnosis atd management of ADR and o L »
mechanisms of ADR - . DrKenneth Hartigan Go .
14. 30 1530 Risk management and the prevention of . : S
. ‘adverse drug reactions from a regulatory and - o :
public health petspective - - DrJohn McEwen
15.30 - 16,00 Coffeebreak - o -
16.00 - 16.45 Pharmacovigilance in Pubhc Health Programmes L
' - general Dr Mary Couper.

16 45 17. 30 Pharmacovigilance in Pubhc I-Iealth Programm

po- leishmaniasis A : Professor NllunaA K.s}nrsagar
. L _ _ T .

- Thursday,lOctober ‘Day 4 ,'

09.00 - 09.10 Feedback from the prewous day C WHO/HQ ' :

09.10 - 10.15 Phaimacovigilance in vaccines ' _ < DrKenneth Harugan Go -
"10.15 - 10.45 Coffeebreak ’ ' :

10.45 - 11.45 Patient safety. mcludmg medtcatlon errors. Dr Kenneth Hartlgan ,Go ‘

'11.45 - 13.00 Role of Regulators in Pharmacovigilance

' including the translational process from -

signal 1dent1ﬂcat10n to regulatory decision. makmg Thm FDA

13.00 - 14,00 Lunch
14.00 - 15.00 ADR momtonng in resource lumted scttm,g Profcssor Rohlm Femandopulle
©15.00- 16,00 Australia's expenence to develop PV system Dr John McEwen
16.00 - 16.30 Coffee break ' '
16.30 - 17.30 Pharmacowgtlance involving consumer reportmg Dr Kcnneth Harttgan Go -
17.30 - 18.00 Communications, in pharmacowglancc ' Dr Mary Couper

" Friday, 2 October: Day 5

.- 09,00 - 09.10 -Feedbaclc from the previous day , 'WHO/HQ |

.. 09.10-10.15 Adverse events associated with tradmonal medicines .

10.15 - 10.30 Coffee break

£ 10.30-12.30 Development of country—specnﬁc action plans -
A - fer Phannacowgﬂance for the next year
-12.30-13.30 Lunch -

13.30 - 15.00 Presentation of country actlon plans _

15.00 - 15.30 Coffec break

© 15.30 - 16.00 Lessons and questions. from the whole COUrse -
16.00-17.00 Networking, evaluation and follow-up '
17 00 o Thanks and closure '
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