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Disclaimer

These Power Point slides are the intellectual property of NCGM under the copyright laws.
Used by permission. All rights reserved. NCGM and the NCGM logo are registered
trademarks of the National Center for Global Health and Medicine.



©2018 NCGM | CCS | Department of International Trial

3

Streamlining the clinical trials process
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Targets

• 1. from NCGM to the Philippines 
• 2. Health conditions in the Philippines
• 3. Roadmap of clinical trials to Philippine sites

Boracay
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Targets

• 1. from NCGM to the Philippines 
• 2. Health conditions in the Philippines
• 3. Roadmap of clinical trials to Philippine sites

Streamlining the clinical trials process

ASEAN, Africa, Institut Pasteur, ACRP

ASEAN=Association of Southeast Asian Nations
ACRP=Association of Clinical Research Professionals
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Why connect through DIT?

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

• PMDA requirements
• WHO PQ standards
• minimize CQ risk
• 4 hours, 13 minutes from Tokyo
• 3 h, 48 min from Osaka

• 2 h, 20 min from Okinawa
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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
CQ=cultural intelligence quotient:  “CQ is the new IQ”

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

• 1. from NCGM to the Philippines 
• 2. Health conditions in the Philippines
• 3. Roadmap of clinical trials to Philippine sites

Streamlining the clinical trials process

University of the Philippines Manila



© 2018 National Center for  Global Health and Medicine 

‘Maharlika’
• North: Luzon (Manila)
• Central: Visayas (Cebu)
• South: Mindanao (Davao)

• Emerging economy with 
triple burden of diseases

• Infectious Diseases (tropical)
• Non-communicable
• Mental health

• Wet (JJASON) - mosquitoes
• Dry (DJFMAM)
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https://www.audleytravel.com/the-philippines/best-time-to-visit

DOH
17+ Regional Hospitals

1 Pampanga Provincial   
10 District Hospitals

over 40 RHUs (Rural 
Health Units)
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Philippine Healthcare 
Economics
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Philippine Healthcare Market Trend Analysis:

- DOH outreach to all areas through RHUs

- Tropical infections and NCDs 
- In need of improved maternal and child care 
- Aging and psychiatry are upcoming concerns

- Note: DOH procurement of drugs & devices 
relies heavily on WHO PQ 

- If there is no WHO guideline, then approvals 
from the Specialty Societies are important

Philippine 
Healthcare 
Economics

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 

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/
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Childbirth
Kidney

TB
Lungs

Diabetes
Accidents

Pneumonia
Cancers

Circulatory
Heart

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

MORTALITY: TOP 10, Philippines
- Department of Health (2013)

Philippine 
Healthcare 
Indicators
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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
https://www.doh.gov.ph/morbidity
https://pharmaboardroom.com/country_reports/philippines-pharma-report/
Philippine health research registry 

Philippine Healthcare Indicators
Philippine General Healthcare Market Gap:

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

- Cardiovascular reach does not match mortality rank

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/
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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

AMR

Japanese 
Encephalitis

http://www.wpro.who.int/philippines/areas/communicable_diseases/continuation_communicable_diseases/en/
https://www.cdc.gov/globalhealth/countries/Philippines/
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Schistosomiasis

Rabies
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Philippine General Healthcare Market Gap:

- The Philippines remains highly endemic to 
many seasonal, epidemic-prone, as well as 
neglected tropical diseases

- AMR: Gonorrhea, Klebsiella, E. coli, and more

MDR-TB/HIV

Philippine

ID

Emerging/Re-emerging
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Targets

• 1. from NCGM to the Philippines 
• 2. Health conditions in the Philippines
• 3. Roadmap of clinical trials to Philippine sites

Streamlining the clinical trials process
Dr. Ferdie De Guzman, San Lazaro national infectious hospital 
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Public Private Joint
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Now
2018

Drug Discovery and Development 
65%
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Current Clinical Trials in the Philippines

Philippine Health Research Registry (2017).
http://registry.healthresearch.ph/index.php?option=com_healthregistry&control
ler=registry&task=result_list

Php 194-M govt-funded (PCHRD) [Y 398-M]
Php 3-B private (CROs, Pharma) [Y 6.1-B]
Php 3.2-T joint [Y 6.5-T]

Genomics/Molecular Technology 
4%

Information-Communication 
Technology (ICT) in Health 3%

Diagnostics, Hospital Equipment, 
Medical Devices 9%

Health Services Delivery 
9%

Healthcare Financing 
2%

Socio-Environmental Health 
6%

51 new trials registered last year
Over 500 trials ongoing
3rd in ASEAN, 8th worldwide (NIH)

PCHRD=Philippine Council for Health Research Development

http://blog.credevo.com/2018/04/30/philippines-clinical-trial-regulatory-
process/

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

Philippine Health Research Registry (2017).
http://registry.healthresearch.ph/index.php?option=com_healthregistry&control
ler=registry&task=result_list

PCHRD=Philippine Council for Health Research Development
NIH=National Institutes of Health

Public # Private #

General 160 St Luke’s 155

PCHRD 130 Parexel 059
UP Diliman 067 IQVIA 057
UP Manila 063 Novartis 050

NIH 062 Merck 040
Trop Med 057 AZ/PPD/Pfizer 030 each

Veterans 047 Takeda 009

Lung 046 SDP/Otsuka 003 each

Heart 042 Shionogi 002

http://registry.healthresearch.ph/index.php?option=com_healthregistry&controller=registry&task=result_list
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Roadmap 1. Drug
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IRB=Institutional Review Board (Ethics)



© 2018 National Center for  Global Health and Medicine 

Roadmap 2. Device
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IRB=Institutional Review Board (Ethics)
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ACTD Harmonization
• ASEAN market
• ASEAN Common Technical 

Dossier (template) and IB

• Country-specific: 
• Application:

• LTO GCP Risk Sites IRB 
Pilipino (Informed Consent)

• IB:  CPR PCIU Import Permit 
• (MOU) MOA MTA
• Fees: FDA Php 2500,             

IRB Php 15-60k  
or % 

• Regional funding network:  
e-Asia

20

ACTD=ASEAN Common Technical Dossier
ASEAN=Association of South East Asian National
GCP=Good Clinical Practice
IB=Investigator’s Brochure

CPR=Certificate of Product Registration
PCIU=Permit for Clinical Investigational Use

IRB=Institutional Review Board (Ethics)
LTO=License to Operate
Contracts: MOU=Memorandum of Understanding

MOA=Memorandum of Agreement
MTA=Material Transport/Transfer Agreement Pacific Bridge Medical (2014).
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Exploration
COI, A/CROs, PIs, Sites, 

Data management system

Mar 2019Jan 2018Nov 2018Sept 2018July 2018

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

MTA

Protocol Review
Harmonize for PMDA, 

FDA, IRB, MRCT (ASEAN, 
WHO)

Submission to FDA
Not longer than 60 days 

for approval

IRB
Hears presentations 
monthly; submit 1 

month early

Import License, 
Register Online, 

and Start CT process
7 days, within 30 days, 

and hold Pre-
Investigation site 
meeting/social.

© 2018 National Center for  Global Health and Medicine 

Standard Timeline toward Clinical Trials (FDA-Philippines)

COI=Conflict of Interest CDA=Confidentiality 
Disclosure Agreement 
(NDA=non)

IRB=Institutional Review 
Board (ERB=Ethics)

CT=Clinical Trial
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Overall target: MRCT Project Portfolio Gantt

22
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Arigatǭ gozaimasu!
ありがとうございます！

Maraming salamat po
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