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Why connect through DIT?

ICH

harmonisation for better health

e GCP (E6), Ethnicity (E5),
MRCT (E17)

e PMDA requirements
e WHO PQ standards
e minimize CQ risk

* 4 hours, 13 minutes from Tokyo
e 3 h, 48 min from Osaka

e 2 h, 20 min from Okinawa

https://www.travelmath.com/flying-
time/from/Tokyo,+Japan/to/Manila,+Philippines
https://www.erinmeyer.com/self-assessment-questionnaire/

ICH=International Council on Harmonization

GCP=Good Clinical Practice

MRCT=Multi-Regional Clinical Trial
PMDA=Pharmaceutical and Medical Devices Association
WHO PQ= World Health Organization Pre-Qualifications

© 2018 National Center for Global Health and Medicine CQ-=cultural intelligence quotient: “CQ is the new IQ”
NCGH
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‘Maharlika’ * A

DOH
17+ Regional Hospitals

a

CORDILLERA
ADMINISTRATIVE
REGION

e North: Luzon (Manila)
e Central: Visayas (Cebu)
e South: Mindanao (Davao)

1 Pampanga Provincial
10 District Hospitals

over 40 RHUs (Rural
Health Units)

CENTRAL LUZON

C&ulﬂes

\h.‘_ BICOL REGION

e Emerging economy with i,
triple burden of diseases T e BN

* Infectious Diseases (tropical) A P S

* Non-communicable

WESTERN ,‘? ‘ ! s
° VISAYAS p
Mental health _
Destination IEL] Feb  Mar Apr May Jun Jul Aug Sep Oct Nov Del

24°C 25°C 26°C 27°C 27°C 26°C 25°C 25°C 25°C 25°C 25°C 24°C
45mm  27mm 78mm  129mm 231mm  248mm  326mm 376mm  315mm 255mm 266mm  114mm

Banaue

https://www.audleytravel.com/the-philippines/best-time-to-visit WC  WC 3C WC BJC WC aC WC e B 3T 3eC

133mm  99mm  92mm  70mm  9%9mm  1538mm 142mm  128mm 139mm 197mm 222mm 151Tmm

L]
* Wet (JJASON) - mosquitoes
- Boracay _ o
152mm  74mm 334mm

Bohol & Panglao Island

5imm  §7mm  264mm 61dmm  306mm  440mm  448mm  387mm  253mm

cebu 30°C 30°C 31°C 33°C 33°C 32°C 32°C 32°C 32°C 32°C 31°C 31°C
104mm  80mm  5%mm  63mm  115mm  175mm  19Tmm  162mm  174mm 193mm 186mm  122Zmm
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— 16mm  7mm  Uimm  23mm  124mm@268mm 387mm _431mm __335mm _9mm  133mm  64mm
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Palawan
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CONTRIBUTIONS OF THE PHARMACEUTICAL INDUSTRY TO THE PHILIPPINE ECONOMY

TOP PHARMACEUTICAL COMPANIES IN THE PHILIPPINES BY REVENUE, 2014

Revenue (brm)

UNILAB

PFIZER

ABBOT LABORATORIES
GLAXOSMITHKLINE
BOEHRINGER INGELHEIM
SANOH AVENTIS
NOVARTIS

ROCHE

MERCK SHARP & DOHME

BAYER

TOP DRUG RETAILERS IN THE PHILIPPINES BY REVENUE, 2014

Rewvenue ($m)

MERCURY DRUG

WATSONS PERSCMAL CARE STORES
ROSE PHARMACY

FAMILY HEALTH AND BEAUTY
SOUTH STAR DRUG
CENTRAL LUZON DRUG
SOUTHERN LUZON DRUG
NORTHERN LUZON DRUG
THE GENERICS PHARMACY
BICOLANDIA DRUG

GEMNERIKA DRUGSTORE

1,017.2 —

68.1

188.9

182.8

158.3

126.7

Avg. Growth
{2012 - 2014)

2332.6 —  6.8%

21.4%

11.6%

28.9%

14.1%

13.0%

13.0%

70.9

9.5%

491

98.6%

40.2

10.2%
24.4%

Bl el 3l

Bl cina
" PHILIPPINES

ot PHARMA

+s" soaRDROOM

Source: Company reports, FT Confidentlal Research

ESTIMATED POPULATION

2015
o 109,947,900
,-"'" Enen ?__‘ﬂ{fl.l"r_:.l.’_l _' E E'J.

PHILIPPINES 38

POPULATION BY AGE GROUP

21% pocacy
e ©
LR

5-14 15-24 25-34 35-44

6.0%
5.5%
5.3%

FASTEST GROWING ECONOMIES IN THE WORLD (2015 PROJECTIONS)

f.'-'

&
7.0%
6.3

Philippine Healthcare
Economics

POPULATION BY GENDER
0000 0900
50

LIFE
EXPECTANCY @

2015-2020

45-54 55-84 65 & over

Haanh
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% doh.gov.ph
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PHILIPPINES HEALTH COVERAGE AS OF DECEMBER 31, 2015

Phl|lpp|ﬂe 40.5 52.9 osa
MILLION PRINCIPAL MILLION MILLION

MEMBERS DEPENDENTS BENEFICIARIES

Healthcare - . »
Economics

SENIOR CITIZENS
Philippine Healthcare Market Trend Analysis:

SPOSORED MEMBERS

- DOH outreach to all areas through RHUs

LIFETIME MEMBERS 2% o 1% o 2% e

- Tropical infections and NCDs
. . Ot PHARMA .
- In need of improved maternal and child care +s" BOARDROOM Souree: FhiiRealn

- Aging and psychiatry are upcoming concerns
Philippines health expenditure broken down by source (2011)
- Note: DOH procurement of drugs & devices
relies heavily on WHO PQ e e AR SRRCRRISE.
- If there is no WHO guideline, then approvals
from the Specialty Societies are important

http://www.wpro.who.int/philippines/areas/communicable diseases/
continuation communicable diseases/en/
https://www.cdc.gov/globalhealth/countries/Philippines/
https://www.doh.gov.ph/population
https://www.doh.gov.ph/mortality
https://www.doh.gov.ph/morbidity
https://pharmaboardroom.com/country reports/philippines-pharma-
report/

Philippine health research registry

© 2018 National Center for Global Health and Medicine Source: Coor Board

NCGH
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MORBIDITY: TOP 10, Philippines

- Department of Health (2014)

Other TB

Dengue

TB of lungs

Diarrhea

Influenza

Bronchitis

Urinary Tract Infection
Hypertension
Pneumonia/Lungs
Acute Respiratory

500,000 1,000,000 1,500,000

MORTALITY: TOP 10, Philippines

- Department of Health (2013)

=

Childbirth
Kidney

B

Lungs
Diabetes
Accidents
Pneumonia
Cancers
Circulatory
Heart

Percent
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PHILIPPINE PHARMACEUTICAL MARKET BY THERAPEUTIC AREA (%)

o PHARMA
*s" BOARDROOM

O Allmentary tract and metabollsm

0 Cardlovascular system
Antl-Infectives for system use
0 Resplratory system
All Others

O Nervous system

Musculo-skeletal
system

0 Blood and blood forming organs
Dermatologicals

o Genlto urlnary system and sex
hormones

Antineoplastic and
o]
Immunomodulating

LAUNCH OF NEW MEDICINES FOR MAJOR NON-COMMUNICABLE DISEASES

20m 2012 2013 2014

Cardiovascular Cancer -I Q Diabetes db Respiratory
-

source: IMS Market Prognosls 2014

J+ PHARMA

*s* BOARDROOM Source: GuintllesiMS Health Philippines, MAT Q3 2011 - 2014

Philippine Healthcare Indicators

Philippine General Healthcare Market Gap:

- High morbidity due to infections, therefore need
improved screening, diagnosis, and prevention T T ——

http://www.wpro.who.int/philippines/areas/communicable diseases/

https://www.cdc.gov/globalhealth/countries/Philippines/
https://www.doh.gov.ph/population
https://www.doh.gov.ph/mortality
https://www.doh.gov.ph/morbidity

_ Cardio Vascu,ar reaCh does not matCh morta/ity rank https://pharmaboardroom.com/country reports/philippines-pharma-report/

© 2018 National Center for Global Health and Medicine
NCGMH

Philippine health research registry
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http://www.wpro.who.int/philippines/areas/communicable_diseases/continuation_communicable_diseases/en/
https://www.cdc.gov/globalhealth/countries/Philippines/
https://www.doh.gov.ph/population
https://www.doh.gov.ph/mortality
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AMR

YResistance

%Resistance

NCGH

Figure 51. Yearly amoxicillin-clavulanic, ceftriaxone and ciprofloxacin
resistance of Klebsiella pneumoniae, DOH ARSP, 2007-2016

45
40
a5
30
25 1
20
15
10

—+— AmoxifClav acid  —=— Ceftriaxone

2007 2008 2009 2010 2011 2012 2013

2014

—&— Ciprofloxacin

2M5

Figure 52. Yearly carbapenems and amikacin resistance of Klebsiella
pneumoniae, DOH ARSP, 2007-2016

2007 2008 2009 2010 2011 2012 2013

—+—IPM %R —=—MEM %R
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—i— ETP %R

2014

2m5

2016

2016

" JE infection in animals

LEGEND:

,2‘3' ~Nueva Ecija

(swine and monkeys) &

mosquitoes Pampang_gf-'gt-' 1 tt" _- Bulacan
El No animal, no mosquito data i AR
I:l JEV infacted mosquitoes circulating | Metro Manila—; P
. v
\ . JEV seropositive animals | % I"}. | P

Japanese & "l
\hi‘r R T
Encephalitis & ...
,.26‘ [a]] (s}
f.,n;f:- '
f:.:’j Negros Oriental —
’ Zamboanga

Philippine ID

http://www.wpro.who.int/philippines/areas/communicable _diseases/continuatio
n_communicable diseases/en/
https://www.cdc.gov/globalhealth/countries/Philippines/

Research Institute of Tropical Medicine (2016). Antimicrobial Resistance
Surveillance Program Data Summary Report. Available at: http://arsp.com.ph/wp-
content/uploads/2017/06/2016_annual_report_summary.pdf

12


http://www.wpro.who.int/philippines/areas/communicable_diseases/continuation_communicable_diseases/en/
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Prevalence rate of schistosomiasis
Philippines Legend
2010 Rables Fres zone
. . N =]
SCh Istosomiasis Creographic system : world geodetic
‘. system 1984
Datum : world geodetic system 1984

B Sources of information: ]
map data from health mapper version 3.0
field data collected by College of Public Health,
University of the Philippines, 2010
04 cacuran
Mote :
administrative boundaries are approximatd
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140% increase in yearly new HIV infections
MDR-TB/HIV from 2010 to 2016

20,000
18,000

16,000 . 1 m

14,000

Philippine

‘D TB  HIV

15 o4 * MERS CoV, Ebola Reston
01 1 < Measles, MERS CoV, Henipah

12,000

140% increase

10,000

Estimated yearly new HIV infections

2013 j & Pre-Qa2’ %
T * Leptosprosis e
ae } Chikungunya
20” 4 mmm 2010 21 2012 2013 2014 2015 2016 2017 2018 201% 2020 2021 2022
2310 : < Pandemi‘: A H1N1 Source: Philippdne Spectrum Projections, May 2017
209 | . Ebola Reston in pigs and humans/ Leptospirosis/ Saimonella typhi
2008
xo7 T ¢ Resistant Shigella flexneri 2a in Cavite, Bohol and Cotabato
2006
2005

2004 T * Meningococcemia outbreak in CAR
2003 T <« SARS Outbreak

2002 T ¢ West Nie Virus Pseudo outbreak (RITM as Referral Labaratory)

2001 | * Bioterrorismthreat using Bacilus anthracis as biological weapon
1998 F <« Serdogical Suveilance ABLV

196§ « Ebola Reston in monkeys (US)

1992 1 « Ebola Reston in monkeys (Siemna, ltaly)
1089 « Ebola Reston in monkeys (Resta . .
J Emerging/Re-emerging

) © 2018 National Center for Global Health and Medicine




Targets .
LEPTUSPIRONY
00N

| @ .
2 B B .

[ .H
{ E Streamlinin clinical trials process
Dr. Ferdie De Guzman, San Lazaro nati Iinfect_io‘ospﬂ

e 3. Roadmap of clinical trials to Philippine sites

@ © 2018 Nat ional Center for Global Health and Medicine
NCGMH



Current Clinical Trials in the Philippines .

51 new trials registered last year

Over 500 trials ongoing Registry

3" in ASEAN, 8" worldwide (NIH) &  Drug Discovery and Development
65%

Socio-Environmental Health

6% Genomics/Molecular Technology

4%

Information-Communication

Healthcare Financing
Technology (ICT) in Health 3%

2%

& Diagnostics, Hospital EQuipment,

Health Services Delivery &
9% Medical Devices 9%

1
= Public = Phivate Joint

@

ﬁ?tlgp/ﬁ;lrr;eggter?//;hegli;iz:zgiig;:?l/n(jg)fg)hp?optlon=com healthregistry&control Php 194-M gOVt-funded (PCHRD) [Y 398-M]
Php 3-B private (CROs, Pharma) [Y 6.1-B]

ler=registry&task=result list

http://blog.credevo.com/2018/04/30/philippines-clinical-trial-regulatory- Php 3 2‘TJO|nt [Y 6 5_T]

process/

PCHRD=Philippine Council for Health Research Development

© 2018 National Center for Global Health and Medicine
NCGM


http://registry.healthresearch.ph/index.php?option=com_healthregistry&controller=registry&task=result_list

Registered Clinical Trials
mnmn

General 160
PCHRD 130
UP piliman Q67
UP Manila 063
NIH 062

Trop Med (57
Veterans (047
Lung 046
Heart 042

St Luke’s

Parexel 059
IQVIA 057
Novartis 050
Merck 040
AZ[PPD/Pfizer ()30 each
Takeda 009
SDP/Otsuka 003 each
Shionogi 002

NCGH

PCHRD=Philippine Council for Health Research Development

NIH=National Institutes of Health

Philippine Health Research Registry (2017).

http://registry.healthresearch.ph/index.php?option=com _healthregistry&control

ler=registry&task=result_list

© 2018 National Center for Global Health and Medicine

ICH

harmonisation for better health

JCI accreditation

is considered the gold standard
in global health care.

17
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Roadmap 1. Drug

* Courtesy call at Department of
Health (DOH)

* Submission of dossier at CDRR
with local partner (FDA Center
for Drug Regulation & Research)

* Site selection + local Pl and IRB

* Phase |
* Phase II-ll

* vaccines

FHILIPPINE HEALTH RESEARCH REGISTRY

82
CALL FOR
5

* Research grants PROFOSALS

ADVANCING HEALTH THEOUGH wmmm“’m
DBECISIONS WITH HEALTH POLICY AND 5YSTEMS RESEARCH
|AHEAD-HPSR] PROGRAM 3 R

* Online registration

e
IRB=Institutional Review Board (Ethics) e o e B o
d D it () oot g
© 2018 National Center for Global Health and Medicine 53 () s im0 bt b

NCGH

b Antoinig.

Cavite City

Kawit

Patubig

?
|
Lt s
Ly [ 3
I pe San 'Pedm:'
i (c) OpenStrestMapand contributors, Creative Commons-Share
S f‘nL-—"' Alike License (CC-BY-SA)

Wi Bato

aaaaaaaa




* Courtesy call at Department of | /o5 remm. &g o oot
* Submission of dossier at * Y, &
CDRRHR with local partner (FDA =
Center for Device Regulation, |  ewdi@SsiooraAlry e
Radiation Health, and Research)
e Site selection + local Pl and IRB
. Phase |
* Phase II-IlI :
* Online registration a0
SALLESR. -
* Research grants %y " Feeredis
IRB=Institutional Review Board (Ethics) :qllip:m“z;“mi:;:it?:: o [ | |
© 2018 National Center for Global Health and Medicine ﬂ g::r:w g“;‘:‘;’_,, P mi__,r’: Ei]kgpﬁgesligltgg?3??g:?nmbuwr5' ki i

NCGH L T 1 '1)1;200.06:



ACTD Harmonization

Country specific,
admi nii?m¥i5$2t$ ot e ASEAN market

prts ; pam\ e ASEAN Common Technical
mmon Administraliye Dossier (template) and IB

Data
& Product Informatiun
/  (for all category of products)

e Country-specific:
e Application:
u e LTO GCP Risk Sites IRB

Part Il Part Il Part IV
Quality Non-clinical Clinical

(for &l category of (for innovatar, new (for innavator, new \
products) chemical entity & chemical entity &

biotechnology products | bictechnology products

Pilipino (Informed Consent)
* |B: CPR PCIU Import Permit
(MOU) MOA MTA

e Fees: FDA Php 2500,
IRB Php 15-60k
or %

il

ASEAN Healthcare Market ACTD=ASEAN Common Technical
(in USD) ASEAN=Association of South East

Country Pharma Devices

Japan | $104-B $29-B GCP=Good Clinical Practice

China $65-B| $13-B IB=Investigator’s Brochure

India 520-8]  §4.2-B CPR=Certificate of Product |
Korea $15-B £5-B

Indonesial  ¢5.9-8 PClU=Permit for Clinical Inv

e Regional funding network:

Thailand | $4.8-B IRB=Institutional Review Board (E
Philippines|  $3.4-B LTO=License to Operate f :
Vietnam $3.2-B . — \ “Bsearch / e-AS I a
: Contracts: MOU=Memorandum ¢ \ P /
Malaysia $3.1-B i I‘tlﬂl‘alll i
Singapore| $840-M MOA=Memorandum @

ASEAN | >$21-B| >$5-B MTA=Material Transpc Pacific Bridge Medical (2014).

© 2018 National Center for Global Health and Medicine 20

NCGH



Standard Timeline toward Clinical Trials (roa-philippines)

Contracts
NCGM-Sponsor, Japan-
Foreign/Site CDA, MOA,

ImportéLicense,
Register Online,

and Start CT process
7 days, within 30 days,
and hold Pre-
Investigation site

Submission to FDA
Not longer than 60 days

MTA for approval meetir]g/social.
Exploration Protocol Review : IRB
COl, A/CROs, Pls, Sites, Harmonize for PMDA, : Hears presentations
Data management system FDA, IRB, MRCT (ASEAN, monthly; submit 1
WHO) month early
® e ® ®
July 2018 Sept 2018 Nov 2018 Jan 2018 Mar 2019
COl=Conflict of Interest CDA=Confidentiality IRB=Institutional Review CT=Clinical Trial

Disclosure Agreement
(NDA=non)

© 2018 National Center for Global Health and Medicine

NCGH

Board (ERB=Ethics)

>>D>
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Overall target: MRCT Project Portfolio Gantt

Portfolio Example / Template

Timeline - [Page 1 of 1]

January February
Key Milestones
b 3rd i 3t

August September October November Deacemt

30 i | ik B ] A& 11m
Pragram : o1 Review 03 Review | | Integrabon | Benefits Delivery
Launch i | | Complets in Placa
| Integration Workstreams >
Integration: Project C
| Process Improvement Workstreams >
| Process Improvement: Project A >
| T Process Improvement Project 8
| Process Improvement: Project C >
| Country Workstreams >
I Country A b | | | |
| Country B > § § | ' i
| Country C D> | i i
Country D >
- PMO Team Purchasing . IT Counlrias Legal Warkstream Process

© 2018 National Center for Global Health and Medicine
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Arigato gozaimasu!

H)HE DT I

/

Maraming salamat po

@ © 2018 National Center for Global Health and Medicine 23
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