Clin Eval 320 213[J2005

gobogoboooobooobouoooboooobooooon

Jooboodbotdooubooood
ICHO FDAO CIOMS O O O

ooooo™M™moooogo &
moboooboon
200000000

Guidance documents by ICH, FDA, CIOMS
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Abstract

O O Recently, three international organizations issued guidance documents on pharmaceutical safety issues in
the area of drug development. First, in November 2004, a steering committee of the International Conference
on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use ICHO
finalized the guideline orf Pharmacovigilance Plannning,” which was intended to aid in planning
pharmacovigilance activities, especially in preparation for the early postmarketing period of a new drug. The
document’s main focus wa$ safety specification” and a Pharmacovigilance Plan that might be part of the
documents for new drug applicatiorid NDAO. Second, the U.S. Food and Drug Administratiorid FDAOissued
three guidance documents for industry®@ Premarketing risk assessment”@ Development and use of risk
minimization action plans,” and Good Pharmacovigilance Practice and Pharmacoepidemiologic Assessment.”
Third, the Sixth Working Group of the Council for International Organization of Medical Sciences] CIOMSO
issued its report ofi Management of safety information from clinical trials,” which aimed to enhance awareness
of the ethical and technical issues associated with safety in clinical trials and emphasized the need for increased
care and scrutiny in the conduct of research.

0 O These documents would facilitate the integration of heretofore separate activities on safety issues through
pre-clinical and clinical risk assessment, risk minimization and pharmacovigilance action plans and through the
life cycle of pharmaceutical products.

O O This article presents the main points of these documents and analyzes their important aspects, particularly
with regard to the prospects of improving the situation in Japan.
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Fig. 1 Relationship among the ICH-E2E, FDA, and CIOMS documents
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Table 2 Contents of ICH-E2E guidance document
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Table 5 Contents of the guidance* Good Pharmacovigilance Practice and Pharmacoepidemiologic
Assessment”
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Database Resources - Databases (List contributed by ISPE members) Country URLs

British Columbia Healthcare Utilization Databases Canada http://www.gov.bc.ca/healthservices

Population Health Research Unit Canada http://phru.medicine.dal.ca

Saskatchewan Health Databases Canada http://www.health.gov.sk.ca/

Odense University Pharmacoepidemiological Database (OPED) Denmark http://www.sdu.dk/health/research/units/clinpharm.php
(P;Da\,:‘rjn)acoepldemlologmal Prescription Databases of North Jutland Denmark http://www.clin-epi.dk

Finland Medical Record Linkage System Finland

PEDIANET Italy http://www.pedianet.it

Sistema Informativo Sanitario Regionale Database-FVG region (FVG) Italy

Health Insurance Review Agency Database (HIRA) Korea http://www.hira.or.kr

Integrated Primary Care Information Database

Netherlands

http://www.ipci.nl

InterAction Database (IADB)

Netherlands

PHARMO Record Linkage System

Netherlands

http://www.pharmo.nl

Medicines Monitoring Unit (MEMO) Scotland http://www.dundee.ac.uk/memo

Primary Care Clinical Informatics Unit-Research (PCCIU-R) Scotland http://www.abdn.ac.uk/general_practice/research/special/pcciu.shtml
gi:lea(:;d(eglo':sAp:)ra la Investigacion Farmacoepidemiologica en Atencion Spain hitp://www.bifap.org/

Swedish Centre for Epidemiology Sweden http://www.sos.se/epc/epceng.htm#epid

General Practice Research Database (GPRD) UK http://www.gprd.com/

IMS Disease Analyzer (MediPlus) UK http://research.imshealth.com

Prescription Event Monitoring (PEM) Database UK http://www.dsru.org/main.html

The Health Improvement Network (THIN) UK http://www.epic-uk.org

BRIDGE Database of Databases US/Europe  http://www.dgiinc.org/html/frameset.htm

Boston Collaborative Drug Surveillance Program (BCDSP)-GPRD http://www.bcdsp.org

Case-Control Surveillance Study us http://www.bu.edu/slone/

Constella Health Sciences us http://www.constellagroup.com/health_sciences/
Framingham Heart Study Database us http://www.nhlbi.nih.gov/about/framingham/index.html
Group Health Cooperative of Puget Sound us http://www.centerforhealthstudies.org/

Harvard Pilgrim Health Care us http://www.harvardpilgrim.org

Healthcare Cost & Utilization Project (HCUP) us http://www.ahrg.gov/data/hcup/

Healthcore (Wellpoint/Blue Cross/Blue Shield) us http://www.healthcore.com

Henry Ford Health System (HFHS) us http://www.henryfordhealth.org

HMO Research Network (HMORN) us http://www.hmoresearchnetwork.org

IMS LifeLink us http://secure.imshealth.com/public/structure/dispcontent/1,2779,1203-1203-143177,00.html
IMS National Disease and Therapeutic Index us http://www.imshealth.com/ims/portal/front/articleC/0,2777,6599_44000160_44022368,00.html
Ingenix Epidemiology - UnitedHealthcare us http://www.epidemiology.com

Integrated Healthcare Information Solutions (IHCIS) us http://www.ihcis.com

Kaiser Permanente Medical Care Programs us http://www.dor kaiser.org/

Kaiser Permanente Northwest us http://www.kpchr.org/public/studies/studies.aspx
Lovelace Health and Environmental Epi Program us http://www.lrri.org/cr/cpor.html

MarketScan us http://www.medstat.com/1products/marketscan.asp
Medicaid Databases us

Medical Expenditure Panel Survey (MEPS) us http://www.ahrg.gov/data/mepsix.htm

National Ambulatory medical Care Survey us http://www.cdc.gov/nchs

National Death Index us http://www.cdc.gov/nchs/r&d/ndi/ndi.htm

National Health and Nutrition Examination Survery us http://www.cdc.gov/nchs/nhanes.htm

National Health Care Survey us http://www.cdc.gov/nchs/nhcs.htm

National Health Interview Study us http://www.cdc.gov/nchs/nhis.htm

National Hospital Discharge Survey us http://www.cdc.gov/nchs/about/major/hdasd/nhds.htm
National Natality Survey us http://www.cdc.gov/nchs

National Nursing Home Survey us http://www.cdc.gov/nchs/about/major/nnhsd/nnhsd.htm
NDC Health's Intelligent Health Repository us http://www.ndchealth.com/index.asp

Nurses Health Study us http://www.channing.harvard.edu/nhs/

PharMetrics us http://www.pharmetrics.com

Pregnancy Health Interview Study us http://www.bu.edu/slone/

Slone Survey us http://www.bu.edu/slone/

Solucient us http://www.solucient.com/

Surveillance Epidemiology & End Results (SEER) us http://seer.cancer.gov/

Vaccine Adverse Event Reporting System (VAERS) us http://www.vaers.org/info.htm

Vaccine Safety Datalink us http://www.cdc.gov/nip/vacsafe/

Veterans Administration Databases us http://www.virec.research.med.va.gov
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