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About PQM

The Promoting the Quality of Medicines (PQM) program, funded by the U.S. Agency for
International Development (USAID), is the successor of the Drug Quality and Information (DQI)
program implemented by the United States Pharmacopeia (USP). PQM is USAID’s response to
the growing challenge posed by the proliferation of counterfeit and substandard medicines. By
providing technical leadership to developing countries, PQM helps build local capacity in
medicine quality assurance systems, increase the supply of quality medicines to priority USAID
health programs, and ensure the quality and safety of medicines globally. This document does
not necessarily represent the views or opinions of USAID or the United States Government. It
may be reproduced if credit is given to PQM and USP.

Abstract

The Promoting the Quality of Medicines (PQM) Program and National Health Products Quality
Control (NHQC) conducted two Mini-lab trainings. First training for staffs from 12 existing
sentinel sites already familiar with Mini-lab was on Basic-Testing of 2™ line antituberculosis
medicines. The second ‘refresher’ training, sponsored by FSP Mekong, was for sentinel site
staffs new to Mini-lab and a group of police/customs officers. During this period, PQM team
also met with key partners in Cambodia.
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Background

The Drug Quality and Information (DQI) Program—and, its successor, the Promoting the
Quality of Medicines (PQM) Program—nhas provided technical assistance to the Cambodian
Ministry of Health’s Department of Drugs and Food (DDF), the National Health Product Quality
Control Center (NHQC), and national priority diseases programs for malaria and tuberculosis
since 2003, in an effort to improve the quality of medicines in Cambodia.

PQM assisted the Cambodian government to establish 12 sentinel sites that collect data on
medicines quality. Currently, the medicines quality monitoring (MQM) program is jointly
funded by USAID and the Global Fund (GF) and is implemented by the DDF. Substandard and
counterfeit medicines in all categories—antimalarial, antibiotic, and antiretroviral—have been
found circulating in the Cambodian market. In March 2010, a regional meeting was held to
discuss the accomplishments of the past five years, challenges and plans for further activities.

Purpose of Trip
e Facilitate training on basic testing of 2" line anti-tuberculosis medicines using Minilab®
e Facilitate refresher training on basic testing of essential medicines using Minilab®
e Provide technical assistance to the NHQC laboratory

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

Overview of Activities

Basic Testing of 2" line anti-tuberculosis medicines using Minilab® techniques

October 18-20, 2010 at NHQC in Phnom Penh

Lead Facilitators: Mr. Tey Sovannarith and Mr. Prav Cheang Hor

PQM Facilitators: Ms. Siv Lang and Dr. Asawin Likhitsup

Participants: Staff from existing 12 sentinel sites, DDF Inspectors, staff from National Center for
Tuberculosis and Leprosy Control (CENAT), staff from CNM

Opening remarks were given by Prof. Nam. Nivanna (NHQC Director); Dr. Chantha Chak
(Infectious Disease Team Leader, OPHE, USAID Cambodia); and H.E. Dr. Tep Lun (General
Directorate for Health, Ministry of Health).

Following an introduction to the elements of basic testing (visual inspection, disintegration and
TLC testing), the participants had hands-on training on each method.

Before the end of the training, participants had ample time to discuss their past experiences and
provided their input to improve the MQM program.

A discussion with Dr. Chay Sokun from CENAT, who participated in the training, gave more
insight into the current status of Cambodia’s National TB Program. A 2006 survey found some
multi-drug resistant TB cases that are resistant to Levofloxacin, Kanamycin, Prothionamide and
Cycloserine. Now, a new TB treatment guideline called DOTS-plus has been piloted and will
soon be used throughout Cambodia.
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A general discussion was opened for all participants on the last day of the training. Many issues
were raised relating to:

1. Sample collection
e Since antimalarial monotherapy was banned, it is difficult to find on the market, and the
group recommended that monotherapies be removed from the testing and collecting list.
They also proposed that USP develop monographs for testing combination medicines
such as Dihydroartemisinin+Piperaquine, Tetracycline+Nystatin, Ampicillin+Cloxacillin,
and an injectable antimalarial like Artemether.
e Samples collected are similar for each quarter so we may want to review and update
items for collecting and testing.
2. Feedback and results of confirmatory testing from NHQC
e Provincial staff proposed to central level (both DDF/MoH and NHQC) to let them know
the result of confirmatory tests and actions to be taken as soon as possible. They noticed a
lag time of more than 6 months, and appropriate actions may not be able to be taken after
such a period of time.
3. Materials needed for TLC testing
e At the beginning of TLC testing, the staff were instructed to use 2 TLC plates for 1
sample. More recently, due to a shortage of TLC plates, some provinces have been using
only 1 plate for 1 sample. The group wanted to know if it is possible to maintain enough
quantity for their consumption and if it is acceptable to use only 1 plate for 1 sample.
e Some UV lamps, glasses, and a dryer need to be replaced.

Closing remarks were given by Dr. Nam Nivanna (Director, NHQC); H. E. Sok Pheng (Secretary
of State); and Dr. Asawin Likhitsup. At the end of ceremony, certificates of completion were
given to all participants.

Basic Testing of Essential Medicines using Minilab® Technigues

October 21-22, 2010 at the NHQC in Phnom Penh

Lead Facilitators: Mr. Tey Sovannarith and Mr. Prav Cheang Hor

PQM Facilitators: Ms. Siv Lang and Dr. Asawin Likhitsup

Participants: Silvain Coué (FSP Mekong), NHQC staff, Cambodian police and customs officers,
new staff from existing sentinel sites

Opening remarks were given by Mr. Prav Cheang Hor (Deputy Director, NHQC); Capt. Silvain
Coué (FSP Mekong); and Prof. Dr. Nam Nivanna (Director, NHQC).

This training was similar to the first one but was provided for participants who are new to
Minilab®. In addition to the general introduction, a hands-on training on handling pipettes and
other basic equipment was given.

Meetings with key partners

Meeting with Dr. Nam Nivanna (Director, NHQC)
October 19, 2010
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NHQC has a plan to build a new laboratory financed by a loan from the World Bank. Following
up from a previous visit by Dr. Patrick Lukulay, PQM Director, the PQM team made two
suggestions to their blueprint so that the new laboratory is in line with ISO/IEC 17025 standards.

1. Rearrangement of some laboratories
2. Installation of a central air circulation unit

The deadline for design modification was September 30, and the bidding process will start soon.
However, NHQC withheld the blueprint and there is time for modification. Dr. Nivanna allowed
the PQM team to have a copy of the blueprint. Dr. Nivanna is concerned that the estimated cost
was over the budget ceiling. The initial cost was estimated at $300,000 but now the estimate is
around $1,000,000, without taking into account the central air circulation unit.

Next steps
PQM will send a consultant to NHQC in December to help with laboratory design modification.

Meeting with Dr. Heng Bun Kiet (Director, DDF) and H.E. Tep Lun (General Director, MOH)
October 19, 2010

Dr. Bun Kiet asked if it is possible to support their confirmatory testing at an ISO certified lab
abroad (in Thailand or Vietnam) in case they find failed medicine during confirmatory testing at
NHQC.

Next Steps

PQM will be able to support testing for a limited amount of samples outside Cambodia and will
look to conduct proficiency tests of some products between the NHQC and 1 or 2 ISO accredited
labs. However, PQM’s long-term focus will be on helping NHQC/DDF achieve 1ISO
accreditation or WHO prequalification.

Meeting with Dr. Chroeng Sokhan (Vice Director, DDF and President, PAC)
October 20, 2010

Dr. Sokhan said that PAC sponsorship has been cut recently because of the end of the PATH
project. Therefore, he requests more support from PQM.

PAC is planning to hold a seminar on the topic of ethical promotion of medicines. The target
audience will be sales representatives, manufacturers, owners of pharmaceutical companies, and
prescribers. They anticipate requesting PQM and other NGOs for support.

Meeting with Monigue Mosolf (OPHE Director) and Dr. Chantha Chak (USAID/Cambodia)
October 21, 2010 at USAID Cambodia

Dr. Chantha informed the PQM team that, beginning next year, USAID/Cambodia will only
handle TB and MCH funding. Malaria funding will be handled by RDM-A.

Dr. Chanta also expressed interest in the analytical method for testing the quality of oxytocin.
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REGISTRATION LIST

Annex: Training Participants

Drug Quality Monitoring 2 lines Anti-TB Using Basic Tests, Sampling Procedure and Drug Quality Data management
Venue : National Health Product Quality Control Center, October 18-20,2010
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Refresh training course on quality of the essential drug using Basic test ( Visual Inspection, Disintegration test, and Thin Layer Chromatography )
Venue : National Health Product Quality Control Center, October 21-22,2010
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