Patient registly and clinical
database |n Malaysia

A pati ent re gistry is an 0o rga nise d system that uses o bserva tio nal study meth ods
to collec tu niform dat a (clini cal and o ther) to evalua te s pecifie d out comes for a
popu lat ion defined by a particul ard isease or therapy ,andthats ervesoneorm ore

predetermined scientif ic, cl ini cal, or po
Registries for E val uat ing pat ient outco
07-EHCO001-1. April 2007).

Patient registries have four comm
1 Degribe the natural history of the target disease.

2 Determine clinial and cost effctiveness of teatments for
the target disease.

Multiple studies hae demonstraed disparities étween the
reallts of clinical trials and results in actual clinical peactic

3 Monitor safely and ham of thempeutic products and
services for the target disease

The curent pactice of spntaneous epoting of aderse
evats relies on a nonsystematécagnition of an aderse
evant by a clinician and the &ee effortby the clinician @
makea report to manufacurers and health authdies.Trese
evants are also genally eported without a denominabr
(i.e.the exposedpopulation),and theefore an incidene level
is dif®cult to determine

4 Evduate acess b and quality of healthare for the tamget
disease
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Describe chaacteristicsof patients, the healthare they had
receved, the resulting long &rm patiert survival and qualiy
of life outcomes.

Descrike the \ariation in patient care and outomes acoss
different patient groups, dinical practices healthcae sedors
or geagraphicregions,and the secular trend wer time of such
varations in Malgsia.

Track effectiveness outomes for a longer time griod than is
typically feasible with clinical trials.

Qollectresource use and ost data for the same pé&entsto be
used in modeling cost effectiveness

Serve as an aiive surveillance sysim for the occurrence of
unexpected or harmful events for pducts and services.

Assess diffrences between poviders or pdient populations
based on prformane measures theicompare treatments
provided or outomes achieed with 2gold standads® (eg.,
evidence-basedguidelines) or omparative benchmarksfor
speci®& health outcomes (e.qg., risk-adjusted survivates).
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Patient registry meets the inform

- dinicians demanding more resources to better treat their patients.

- Academic organisations out to implement treatment guidelines.

- Payers lodking out for better value for their mong

- Drug or device manufacturers to meet their pharmaco-vigilance or deviceveillance obligations.



Set ting
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Opermating a paient registry requiresthe coverage of
hundreds of clinical sites and thousands of pants
spreadover a wide gegraphic areaand each paient
requires follow-up for years or e&en decades. Na
surprisingly registry is a ostly and a major smplex
undertaking;few patient registers are suaessful and
even fewer are sustainable over a long period.

Key success factors are:

1. Anableleadershiptypicallythe well respeded key-
opinion leaders in the elevant clinical disciplinge
to galvanise the commitment of all stakeholders.

2. SouceData Roviders (SDP) buy-in are abso&hy
critical. SDPs atée individual clinicians or clinial
departments who report the required datato the
registry. Ratient registries however also eceive
data from other souces suwch as other clinial
databases and particulady important, data from
the National Registraion Department (Jabatan
Perdaftaran Negara) to ascetain or \erify
mortality outcomes of registered patients.

3. Skiled organisation,which will typically include
the sponsors b provide funding, a Goremance
Boad with broad oversight responsibility and
on which all ey stakeholders arerepresented,
a Seering Committee t© direct the registry
operations,and a Registry Coardinating certre for
day-to-day operations.

4. Skiled human esoure in a multi-disciplinay
team, including the all important dedicated and
obsessive administrativepersonnel and other
supporting staff for day-to-day operation of the
registry.

5. Competent clinical epidemiolayical, biostatistical
and daa processing @pability, and a sophistiated
IT infrastructure to underpin that.

And of caurse the ®@ancial resourees to pay for much
of the above.

Rol e of CRC

In working towards accomplishing our stded mission,
which is @To improve patients' outcomes thiough
guality clinical researcli One of our ley resgponsibility
is o promote the development and mairtenance of
patient registries We do this via our &ient Regstry
Unit (PRJ). IndeedRCaspires thafor every signi@ant
clinical discipline in Milaysia there will be a péent
registry.

In such collaboative efforts the CRC role is to provide:

1. Funding through a ®ecal Registry Grant
generouslyset aside ly the of®&e of the Deputy
Director General (Reseah & Tednical Support)
MOH.

2. Tednical resources for the egisters;in particular
the requisite expertise in the registry sciences
(clinical  epidemiolagy, dinical economic,
biostatistics medical informatics etc).

3. Ovaesightto ensure thatall registries produce the
promised reaults and operationally comply with
applicableregulations, ¢hical guidelines and fest
practices conceming operational transpareng,
information securiy, aceess to daa for research
and so on.

1st Governance Board Meeting for the National Cancer Patient Registry
(Breast Cancer): 25 Jan 2008



Pat ient registries suppo ne dby CRC

Weassist medical pfessionaldo establish paient registriesin their disease or thexpeutic areaskach clini@al group must ke
committed to owning and operating their own registries,CRC will not do this ér you nor of course do we hze anyownership

rights over your dataWeexist to support you.

# Pat ient Registries Year est. Owner
1. National Renal Registry (NRR):
1.1 Malgsian Dialysis andransplant Registry (MDTR) 1993 - MOH Nephrolgy
Welsite :www.msn.org.my/nrr/ - Malgsian Society of Nephrolgy
Emal nrr@msn.@.ny
1.2 Malgsian Registry of Renal Biopsy (MRRB) 2005 - MOH Nephrolgy
Welsite : www.macr.grmy/emrrb/ - Malgsian Society of Nephrolgy
Emal : mrrb@msrgany
1.3 NRR: Mayaian Irterventional Nephrolagy Regstry 2008 - MOH Nephrolgy
(incorporating Peritonitis, Tenckhoff & CVC Insertionr@cedures) - Malgsian Society of Nephrolgy
Welsite : www.crc.gov.my
Emadl contact@ccgov.my
2. National Transplant Registry (NTR) 2004 - MOHTransplant
Welsite :www.mst.og.my/ntrSite/ - Malagsian Society offransplantation
Emal :ntr@acrm.a.nmy
3. National Eye Database (NED): 2002 - MOH Ophthalmolgy
3.1 Cataract Surgery Registry
3.2 Contact Lens Rekd Corneal Ulcer Sueillance
3.3 Tek-Diabetic Retinopathy Screening
3.4 Diabetic Eye Registry
3.5 Glaucoma Registry
3.6 Retinoblastoma Registry
3.7 Age Related Macular Degeneration (AMD) Registry
Welsite www.acrm.og.my/ned/
Emal :ned@acrm.grmy
4. Malaysan National Neonatal Registry (MNNR) 2003 - MOH Pediatric
Welsite :www.acrm.og.my/mnnr/ - Perinatal Society of Maglaia
Emal : mnnr@acrm.@.nmy
5. Malaygan Liver Registry 2004 - MOH Hepatolgy
Welsite : www.crc.gov.my/
Emal contact@ccgov.my
6. National Endoscopy Registry (NER) 2007 - MOH Gastenterology
Welsite : www.macr.grmy/ener/
Emal :ner@acrngamy
7. National Tauma Database (NTrD): Majérauma &Traumatic Bain 2005 - MOHrauma
Injury Database - MOH Neurolgy
Welsite : www.acrm.grmy/ntrd/
Emal :ntrd@acrm.org.my
8. Diabetes Registry of Malesia (DRM) 2008 - MOH Family Medicine
8.1 An Audit of Diabetes Control & Management (ADCM) - MOH Pediatric & Adults Medicine
8.2 Diabetes in Children & Adolescents Registry (DICARE) - CRC HKL
Welsite : app.acrm.grmy/ADCM/ - Hosp Universiti Kebangsaan Mafaia
Emal contact@ccgov.my - University Malga Medical Centre
9. National Mental Health Registry (NMHR) : Schizophrenia 2003 - MOH Psychiatry Services
Welsite : www.nmhr.gomy/ - MOH Family Health Delopment
Ema nmhr@nmhr.gov.my - MOH Medical Bvelopment
10. National Suicide Registry Mafaia (NSRM) 2007 - MOH Psychiatry Services
Welsite : www.nsrm.gov.my/ - MOH Forensic Medicine Services
Emal :nsrm@nsrm.gov.my
11. National Cardiovascular Diseaseafabase (NCVD)
11.1 Acute Coronary Syndrome (ACS) Registry 2005 - MOH Cardiolgy
Welsite : www.acrm.grmy/ncvd/ - National Health Association of Maisia
Emal ncvd@acrm.grmy
11.2 NCVD: Percutaneous Coronary Intervention (PCI) Registry 2007 - MOH Cardiolgy
Welsite : www.acrm.grmy/ncvd/ - National Health Association of Matsia
Emal :ncvd@acrm.grmy
12. NCVD: Majasian Cardiothoracic Registry (MyCARE ) 2008 - MOH Cardiac Surgery
Welsite : www.macr.grmy/eMyCare/ - MOH Cardiac Anesthesia
Emal mycare@acrm.org.my
13. NCVD : Pediatric Cardigip 2009 - MOH Pediatric Cardiajg
Welsite : www.crc.gov.my/
Emal contact@ccgov.my




# Pat ient Registries Year est. Owner

14. National Dermatolay Regstry 2007 - MOH Dermatol

14.1 Malgsian Psoriasis Registry (MPR) - Malgsian Society of Dermtalogy
14.2 Skin Biopsy Registry
Wetsite : www.acrm.grmy/empr
Emal mpr@acrm.@.my

15. National Cancer Patient Registry (NCPR): 2008 - MOH Oncolgy
15.1 Oncolgy CRC HKL
15.2 Breast Cancer

15.3 Surgical Oncolgy
Welsite : app.acrm.grmy/ncpr/
Emal contact@ccgov.my

16. NCPR: Hematological Malignancy 2008
Welsite : app.acrm.grmy/hema/
Emal contact@ccgov.my

MOH Hematolyy

17. NCPR: Colorectal Cancer 2007 - MOH Gagtenterology
Wetsite : https://app.acrm.gmy/CCD/ MOH Oncolgy
Emal ncpr.cc@gmail.com

18. NCPR: Nasopharyngeal Cancer 2007 - MOHENT
Welsite :app.acrm.og.my/npc/ MOHPathology
Emal :npc@acrm.@.my Institute for Medical Research

19. National In amméory Arthritis Registry (NIAR) 2008 MOH Rheuntalogy
Welsite: app.acrm.grmy/NIAR/ Malagsian Arthritis Foundation
Emal contact@ccgov.my

20. National Orthopedic Registry of Majaia (NORM)
20.1 Hip Fracture Database

20.2 Diabetic Hand & Foot Disorder Database 2008
Welsite : www.macr.grmy/enorm/
Emal contact@ccgov.my

MOH Orthopedic

21. National Neurol@y Regstry: $roke,Eplepsy 2008
Welsite : www.crc.gov.my/
Emal contact@ccgov.my

MOH Neurolgy

22. National Chest Registryassthma, COPD 2008
Welsite : www.crc.gov.my/
Emal contact@ccgov.my

MOH Respatory Medicine

MOH National Béal Bark

23. Malaysan Bleeding Disorder Registry (MyBDR) 2006
(Known as National Hemophilia Registry)
Welsite : www.crc.gov.my/
Emal contact@ccgov.my

24. National Urolagy Regstry (NUR): 2008
27.1 TURRegistry

27.2 Uro-Oncolgy Patent registry
Welsite : www.crc.gov.my/

Emal contact@ccgov.my

MOH Urolgy

25. National ORL Registry : Hearing & Otgpydrehted Disease / Gchlear 2008
Implant

Welsite : www.crc.gov.my/
Emal contact@ccgov.my

MOH @rinolaringology

26. National Surgical Patient Registry (NSPR) 1996
(Formerly known as Computerized OT Documentation Syste@TC5)
incorporating Post-Operative Mortality Review (POMR)

Welsite : www.crc.gov.my/

Emal :contact@ccgov.my

MOH Surgery
MOH Anesthesia

27. Malaysan Registry of tensive Care (MRIC) 2008 MOH Anesthesia
(Known as National Adult ICU Audit)
Wetsite : www.crc.gov.my/

Emal contact@ccgov.my

28. National Nuclear Medicine Database 2008 - MOH Nuclear Medicine
Wetsite : www.crc.gov.my/
Emal contact@ccgov.my

29. National Radiolgy Redstry: hterventional Radiolgy 2008
Welsite : www.crc.gov.my/
Emal contact@ccgov.my

MOH Radiolyy

30. National O&G Patient Registry (NOR) 2008
30.1 stetrics Database & Marnal Mortality Register (MMR)
30.2 Gynae-Oncolyy Paient Registry

Welsite : www.crc.gov.my/

Emal contact@ccgov.my

MOH Obsteit &Gynaecolgy

For any enquiry concerning patient registr y, please contact:

Regstry Secretariat
Paient Registry Unit
Clinical Research CergrLewel 1, MMA House
124, Jalan Pahang, 53000 Kuala Lumpur.
Phone : 03-4044 3060/ 3070 Fax : 03-4044 3080
Email contact@ccgov.my | Website http://www.crc.gov.my/research/database-a-registries




