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The Importance of Pharmacovigilance: Safety Monitoring of Medici-
nal Products. Geneva, WHO, 2002.
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Guidance for Industry: Good Pharmacovgilance Practices and Phar-
maco-epidemiology Assessment. Rockville, MD, Food and Drug Adminis-
tration (FDA ), March 2005. (http://www.fda.gov/downloads/Regulatory In-
formation/Guidances/ UCM126834.pdf, accessed 11 December 2009).
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ICH E2A Guideline for Industry: Clinical Safety Data Management:
Definitions and Standards for Expedited Reporting. Step 5 as of October
1994. (http://www.ich.org/LOB/media/MEDIA436.pdf, accessed 11 Decem-
ber 2009).
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Guideline for Good Clinical Practice, ICH Harmonized Tripartite
Guideline, E6(R1), Current Step 4 version, dated 10 June 2006 (includ-
ing Post Step 4 corrections). (http://www.ich.org/LOB/media/MEDI A482.
pdf, accessed 11 December 2009).
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Adapted from: Glossary of terms used in Pharmacovigilance. WHO
Collaborating Centre for International Drug Monitoring, Uppsala. (http:/

www.who—umc.org/graphics/8321.pdf, accessed 11 December 2009 ).
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Glossary of terms used in Pharmacovigilance. WHO Collaborating

Centre for International Drug Monitoring, Uppsala. (http://www.who—umc.

org/graphics/8321. pdf, accessed 11 December 2009).
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Adapted from: Hand, Manilla and Smyth. Principles of data mining.
Cambridge, MA, USA. MIT Press, 2001.
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Hauben M et al. The role of data mining in pharmacovigilance. Ex-

pert Opinion in Drug Safety, 2005, 4:929-948.
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Almenoff J et al. Perspectives on the use of data mining in pharma

covigilance. Drug Safety, 2005, 28:981-1007.

By -BAE
Y EHARFMIERIA S ZA RFFZD N IARAR A K
Pl B B — Bl BT

PR gt
FEAR LR A E A el R n] E A AR B R A A R
AR

ok

TEFRFERGEE T ] S S EIERINE . A—FaR IR

Benefit-Risk Balance for Marketed Drugs: Evaluating Safety Signals.
Report of CIOMS Working Group IV. Geneva, CIOMS, 1998.
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Guideline on Risk Management Systems for medicinal products for
human use, Vol 9A of Eudralex, Chapter 1.3, March 2007. (http://ec.eu-
ropa.eu/enterprise/pharmaceuticals/eudralex/vol =9/pdf/vol9_2007 -07_upd
07.pdf, accessed 11 December 2009).
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Glossary of terms used in Pharmacovigilance. WHO Collaborating

Centre for International Drug Monitoring, Uppsala. (http://www.who—umc.

org/graphics/8321. pdf, accessed 11 December 2009).
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Glossary of terms used in Pharmacovigilance. WHO Collaborating
Centre for International Drug Monitoring, Uppsala. (http://www.who—umec.

org/graphics/8321. pdf, accessed 11 December 2009).
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Glossary of terms used in Pharmacovigilance. WHO Collaborating
Centre for International Drug Monitoring, Uppsala. (http://www.who—umec.

org/graphics/8321. pdf, accessed 11 December 2009).

s B

W E T g DRI R .

Adapted from Glossary of MHRA terms. (http://www.mhra.gov.uk/
home/ ideplg?ldeService =SS_GET_PAGE&nodeld =408, accessed 11 De



cember 2009).
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Guideline on Risk Management Systems for medicinal products for
human use, Vol 9A of Eudralex, Chapter 1.3, March 2007. (http://ec.eu
ropa.eu/enterprise/pharma —ceuticals/eudralex/vol —9/pdf/vol9_2007 —-07_u
pd07.pdf, accessed 11 December 2009).
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ICH Topic E8. General Considerations for Clinical Trials. 17 July
1997. (http://www.ich.org/LLOB/media/MEDIA484.pdf, accessed 11 Decem-
ber 2009).
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Adapted from Glossary of terms used in Pharmacovigilance, WHO
Collaborating Centre for International Drug Monitoring, Uppsala. (http://
www.who—umc.org/ graphics/8321.pdf, accessed 11 December 2009).
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Glossary of terms used in Pharmacovigilance. WHO Collaborating
Centre for International Drug Monitoring, Uppsala. (http://www.who—umc.

org/graphics/8321. pdf, accessed 11 December 2009).
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Adapted from: Evans SJW et al. Use of proportional reporting ratios
(PRRs) for signal generation from spontaneous adverse drug reaction re

ports. Pharmacoepidemiology and Drug Safety 2001, 10:483-486.
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Adapted from: Egberts TCG. Signal Detection: Historical Back
ground. Drug Safety 2007, 30:607-609.
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Almenoff J et al. Perspectives on the use of data mining in pharma

covigilance. Drug Safety, 2005, 28:981-1007.
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Adapted from: Lindquist, M. The need for definitions in pharmacovi-
gilance. Drug Safety, 2007, 30:825-830.

RS A

RIS TP Ak, 475 X 08 S A 72 e 7 £ B AR G XU, B S J L 43
I AR EE SEAT YU R o XU ITAG B 277 il O R A i o 3,
T IHONTEAE™ h  LTRTF Rd R, DARARA S 245 6 BT AY
UR i 8

FDA Guidance for Industry. Premarketing Risk Assessment. March
2005. (http://www.fda.gov/downloads/Drugs/Guidance Compliance Regulato-
ry Information/Guidances/ucm072002.pdf, accessed 11 December 2009).
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Decision—Making Framework for Identifying, Assessing and Manag-
ing Health Risks. Health Canada, 1 August 2000. (http://www.hc —sc.gc.
calahc—asc/pubs/hptb—dgpsa/risk —risques_cp—pc_e.html, accessed 11 De-
cember 2009).
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See Current Challenges in Pharmacovigilance: Report of CIOMS
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Working Group V. Geneva, CIOMS, 2001. Appendix 1, pp. 219-220.
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Risk analysis, perception and management, The Royal Society, UK,
1992.
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Risk analysis, perception and management, The Royal Society, UK,
1992.
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Guideline on Risk Management Systems for medicinal products for
human use, Vol 9A of Eudralex, Chapter 1.3, March 2007. (http://ec.eu
ropa.eu/enterprise/pharma—ceuticals/eudralex/vol-9/pdf/vol9_2007-07_up
d07.pdf, accessed 11 December 2009).

FERRRN /AR RN

FEE AN KR SRR FEURE AT S MR S EUR SRR S
BB R S BOK A S R 2 1R S D) BE Sk |, e Kk
S A BRI R

EEFTENEFFH R IR ARG FRATIAERE



AL TREET EARTREZT ARG L LR R A, X R
FARL ALY AT T Bl &5 F ST FEIRAE T 69 LA
XAERE RFHAEL A & T RATIR, 3k I iR st R 2
A

Adapted from: Definitions and Standards for Expedited Reporting,
ICH Harmonized Tripartite Guideline, E2A, Current Step 4 version, dated
27 October 2004. (http://www.ich.org/LLOB/media/MEDIA436.pdf,ac cessed
11 December 2009)
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Adapted from: Hauben M, Aronson J. K. Defining “signal” and its
subtypes in pharmacovigilance based on a systematic review of previous

definitions. Drug Safety, 2009, 32:1-12.
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Adapted from: Hauben M, Aronson J. K. Defining “signal” and its
subtypes in pharmacovigilance based on a systematic review of previous

definitions. Drug Safety, 2009, 32:1-12.
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Adapted from: Pharmacovigilance Planning, ICH Harmonized Tri-
partite Guideline, E2E, Current Step 4 version, dated 18 November 2004.
(http://www.ich.org/ LOB/media/MEDIA1195.pdf, accessed 11 December
2009).
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Adapted from: Guideline on the use of statistical signal detection
methods in the EudraVigilance data analysis system. London, Doc. Ref.
EMEA/106464/2006 rev.1 (http://www.emea.europa.eu/pdfs/human/phvwp/
10646406enfin.pdf, accessed 11 December 2009).
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Adapted from: Guideline on the use of statistical signal detection
methods in the EudraVigilance data analysis system. London, Doc. Ref.

EMEA/106464/2006rev.1 (http://www.emea.europa.eu/pdfs/human/phvwp/
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