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About USP DQI

The United States Pharmacopeia Drug Quality and Information (USP DQI) Program, funded by
the U.S. Agency for International Development (cooperative agreement HRN-A-00-00-00017-
00), provides technical leadership to more than 30 developing countries to strengthen their drug
quality assurance programs, ensure the quality of medicines and promote public health.

USP DQI helps build local, national and regional capacity to improve the standards of drug
manufacturing and distribution, reduce the impact of infectious diseases, mitigate the effects of
the HIV/AIDS epidemic, and advance the appropriate use of medicines. This document does not
necessarily represent the views or opinions of USAID. It may be reproduced if credit is given to
USP DQI.

Abstract

On July 9, 2009, staff from DQI, USAID Cambodia, and the Provincial Health Department met
with U.S. Ambassador to Cambodia, the Honorable Carol A. Rodley, during her field visit to
Pailin, Cambodia on the Thai-Cambodian border to discuss medicine quality monitoring
activities.

In late July 2009, Mr. Raymond met with USAID Cambodia Office of Public Health staff at the
National Health Products Quality Control Center (NHQC) — formerly known as the National
Laboratory for Drug Quality Control — to discuss the current status of the laboratory and how
USAID and DQI can help build capacity of the lab. Additionally, Mr. Raymond and film director
Mark Hammond (in association with Living Films) filmed laboratory sequences for the Minilab®
documentary film.
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Background

With the financial support of the U.S. Agency for International Development/Regional
Development Mission for Asia (USAID/RDM-A), the Drug Quality and Information (DQI)
Program, implemented by the United States Pharmacopeia (USP), has been assisting countries in
the Greater Mekong Subregion (GMS) — Cambodia, Laos, Thailand, and Vietnam — address the
quality of essential medicines, including antimalarial (AML), antibiotic (ABT), anti-tuberculosis
(ATB), and HIV/AIDS medicines, since early 2003. This assistance is a contribution to the
regional effort to improve access to high quality essential medicines.

With support from the USAID Cambodia Public Health Office, USP DQI developed a series of
Public Service Announcements (PSAs) aimed at basic public education about the risks of
exposure to counterfeit medicines in illegal or unlicensed drug shops throughout Southeast Asia.
The PSAs are slated for media broadcast in Thailand, Vietnam, Cambodia, and Laos and have
been translated into each national language. USP DQI, with support from USAID Cambodia and
from the Cecil and Hilda Lewis Charitable Trust, is currently developing a 20-minute fictional
dramatization film which outlines the basic methods for field testing using the GPHF Minilab®
for field screening of target medicines in collaboration with the Ministry of Health field staff, the
Cambodia Pharmacovigilance Center (CPC), and other relevant agencies. This film will show
how patients are affected by counterfeit medicines, and how the USP DQI-supported project on
medicine gquality monitoring is a key component to ensure safe medicines for the consumer in
resource-limited settings such as the GMS.

Purpose of Trip

The site visit to Pailin with the U.S. Ambassador to Cambodia and staff from USAID Cambodia,
the Provincial Health Department, and drug inspectors was conducted to outline basic activities
related to medicine quality monitoring in the field.

The meeting with USAID Cambodia Office of Public Health staff at the National Health
Products Quality Control Center (NHQC), formerly known as the National Laboratory for Drug
Quality Control, was held to discuss the current status of the laboratory and how USAID can
help build capacity of the lab through DQI activities. Additionally, DQI and film director Mark
Hammond (in association with Living Films) filmed laboratory sequences for the Minilab®
documentary film.

Source of Funding
This trip was supported with funds from USAID Cambodia.

Overview of Activities

July 9, 2009

USAID, DQI, and Drug Bureau staff from Pailin Province, Cambodia met with the Honorable
Carol A. Rodley, U.S. Ambassador, during her field visit to the Minilab® site in Pailin. The
Minilab® site is one of 12 currently active in Cambodia for medicine quality monitoring in post-
marketing sampling and is supported by the USAID Cambodia Mission and co-financed through
the Global Fund (GFATM). The Ambassador was briefed on the DQI-related activities in
Cambodia (see Annex 1), as well as informed about the emergence of drug-resistant malaria
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centering around Pailin. The relationship between substandard medicines and drug resistance
was discussed as well as the prevalence of counterfeit and substandard antimalarial medicines on
the Thai-Cambodia border. Additionally, the group talked about the recent ban on artesunate
monotherapy and its possible future impact on malaria treatment. The Drug Bureau commented
on the overall reduction in the prevalence of counterfeit medicines since medicine quality
monitoring began in 2003 and stressed the effectiveness of Minilabs® for field testing medicines.

Finally, the Ministry of Health (MoH) and DQI staff gave a brief introduction of the actual
Minilab®, including a demonstration and explanation about how field staff determine whether a
drug passes tests and what type of follow-up occurs when a drug fails, for example, being sent to
the NHQC for confirmatory testing, then to the Department of Drugs and Food for action, etc.
The Ambassador was supportive of these activities, yet reiterated the importance of the MoH
taking ownership of the project and eventually being able to fund these activities independently,
or with minimal ongoing donor support. However, given the current reality in Cambodia, it is not
expected that the MoH will be able to take full responsibility on this expenditure.

Field visit participants:
e the Honorable Carol A. Rodley, United States Ambassador to Cambodia
e Dr Chantha Chak, Infectious Diseases Team Leader, USAID Cambodia OPH
e Mr. Oeurn Samuth, Officer-TLC Supervisor of the Essential Drugs Bureau, Cambodia
Mr. Nuth Tith, Chief of Drug Bureau, Pailin Province, Cambodia
Mr. Chan Chhang, TLC Officer, Pailin Province, Cambodia
Mr. Ph. Kong Sakal, Chief of Drug Bureau, Pailin Province, Cambodia
Mr. Yam Chifoan, Chief of Drug Bureau, Pailin Province, Cambodia
Mr. Christopher B. Raymond, Project Coordinator, USP DQI, Bangkok, Thailand

Figure 1. Dr. Chak discusses malaria in Pailin with U.S. Ambassador
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Figure 2. Mr. Raymond presents the U.S. Ambassador with copies of the PSAs

Figure 3. U.S. Ambassador inspects TLC plates from Minilab® testing
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Figure 4. Staff from MoH, Essential Drugs Bureau, USAID, and DQI with U.S. Ambassador

July 24, 2009

USAID, National Health Products Quality Control Center (NHQC) senior staff, and Chris
Raymond met at the new laboratory, where it is temporarily housed during construction of the
permanent laboratory facility on the outskirts of Phnom Penh. USAID OPH staff met with the
director and the chief technical officer of the NHQC to discuss current and future needs. After a
briefing by Dr. Nivanna on the current status of testing at the lab, the USAID team and DQI were
given a tour of the lab facilities.

Meeting Participants:

Dr. Nam Nivanna, Director, NHQC, MoH Cambodia

Mr. Tey Sovannarith, Deputy Chief of Technical Bureau, NHQC, MoH Cambodia
Ms. Katherine Crawford, Director, OPH, USAID/Cambodia

Mr. Jonathan Ross, Deputy Director, OPH, USAID/Cambodia

Dr. Chak Chantha, Infectious Diseases Team Leader, OPH, USAID/Cambodia
Mr. Christopher B Raymond, Project Coordinator, USP DQI, Bangkok, Thailand

Next steps and Action Items:

e DQI to purchase dissolution apparatus for the NHQC, at USAID request (completed)

e USAID will continue supporting instrumentation and training and provide support to the
Interministerial Committee on Counterfeit Medicines so that it can meet frequently to
determine actions that need to be taken resulting from evidence generated by the NHQC.

e DQI will submit an FY10 work plan and budget (completed)
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Figure 6. Inspecting HPLC chromatograms
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Figure 7. New laboratory facilities have insufficient space

July 24-25, 2009

DQI and Living Films finalized filming scenes from the laboratory for the Minilab® field video.

Over a two-day period, the lab staff (Mr. Sovannarith and Mr. Asany, along with Mam
Boravann) were filmed conducting Minilab® tests as well as HPLC analyses at the NHQC. The
detailed nature of filming lab sequences was challenging, especially coupled with the fact that
the electricity was shut off in all of Phnom Penh during the afternoon of the 24™.

The Minilab® video will be used during training for health staff as well as made available to
interested stakeholders and partners.

Organization/Meeting

Mr. Tey Sovannarith, Deputy Chief of Technical Bureau, NHQC, MoH Cambodia

Mr. Has Asany, Officer of Drug Bureau, Battambang Province, Cambodia

Ms. Mam Boravan, EDB Officer-USP.DQI Focal Point, Department of Drugs and Food
Mr. Mark Hammond, film director, SohoFilms/Living Films Thailand

Mr. Christopher B Raymond, Project Coordinator, USP DQI, Bangkok, Thailand
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Figure 8 Mark Hammond filming calculation of retention factor of a TLC

Figure 9. Lab sequences for the Minilab® film
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Figure 10. Minilab® film set at the NHQC
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Annex 1
Briefing to US Ambassador on DQI activities in Cambodia
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