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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 
The United States Pharmacopeia Drug Quality and Information (USP DQI) Program conducted a 
field mission to collect and deliver antimalarial medicine samples from Cambodia and Thailand 
to the National Institute of Drug Quality Control (NIDQC) of the Ministry of Health (MOH) in 
Hanoi, Vietnam for confirmatory testing. The samples were collected during the Thai-Cambodia 
cross-border antimalarial medicine quality survey and included 20 samples from Thailand and 39 
samples from Cambodia. The NIDQC generously agreed to accept the overflow samples to 
reduce the testing burden on the Thai Bureau of Drugs and Narcotics (BDN) laboratory and to 
complete the study within the agreed upon timeline. The USP DQI team also met with key 
partners in Cambodia and Vietnam during this visit. 
 
Recommended Citation 
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Thai-Cambodia cross-border study, and meetings with Cambodia DDF and USAID Vietnam. 
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ACRONYMS  
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PSA Public Service Announcement 
RDM/A USAID Regional Development Mission for Asia 
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Background 
With the financial support of the U.S. Agency for International Development’s Regional 
Development Mission - Asia (USAID/RDM-A), the United States Pharmacopeia Drug Quality 
and Information (USP DQI) Program has been assisting countries in the Mekong Subregion –
Cambodia, Laos, Thailand, Vietnam, and Yunnan Province of China (until mid-2005) – address 
the quality of essential medicines, including antimalarial (AML), antibiotic (ABT), anti-
tuberculosis (ATB), and HIV/AIDS medicines, since early 2003.  
 
In addition to the USAID/RDM-A funding, USP DQI received financial support from the Bill 
and Melinda Gates Foundation (BMGF) through the World Health Organization (WHO) to 
conduct a study on the quality of AMLs in the cross-border provinces of Cambodia and Thailand 
using a randomized sampling protocol. Due to recent changes in the infrastructure at the National 
Laboratory for Drug Quality Control (NLDQC) in Cambodia, samples collected during this 
study need to be sent to partner laboratories in Thailand and Vietnam for confirmation.  
 
In addition to routine monitoring of the quality of infectious disease medicines in Vietnam, USP 
DQI is pioneering a regional strategy to establish monitoring of stockpiled and circulated 
oseltamivir phosphate, which is the principal antiviral medicine used to reduce mortality and 
morbidity resulting from avian influenza (AI) infection, caused by H5N1 virus, as well as 
preparedness for the new outbreaks of H1N1 recently.  
 
Since the Vietnam Ministry of Health is highly concerned about AI (the country has had 
occasional AI transmission to humans), it is imperative that a routine protocol for sampling and 
ensuring good quality oseltamivir phosphate is established there. As part of regional pandemic 
preparedness for avian influenza, oseltamivir phosphate is often stored in stockpiles at both 
country and regional centers.  
 
Purpose of Trip 
Mr. Raymond transferred samples from the antimalarial medicine quality study from Cambodia 
to be tested with pharmacopeial methods at the National Institute of Drug Quality Control 
(NIDQC) in Hanoi, Vietnam. Some samples were also transferred from Thailand to Vietnam for 
confirmation due to the high work load of the Thailand Bureau of Drugs and Narcotic Lab. 
During this trip, Mr. Raymond met with key partners, including the Cambodia Department of 
Drugs and Food (DDF), Pharmacovigilance Center, and USAID/Vietnam staff. 
 
Source of Funding 
This trip was supported with funds from RDM/A and WHO/BMGF. 
 
Overview of Activities 
June 10, 2009 

Meeting with DDF and PV staff, Department of Drugs and Foods Office 
Participants: Chroeng Sokhan, Deputy Director of the Department of Drugs and Food and new 
President of the Pharmacists’ Association of Cambodia; Dathara Mam, Cambodian 
Pharmacovigilance Center staff; Bunso Sok, Cambodian Pharmacovigilance Center staff; 
Christopher Raymond, USP DQI  
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Mr. Raymond, along with the PV staff, prepared 39 samples from three provinces (see Annex 2) 
to be brought for confirmatory testing to the NIDQC in Vietnam. Mr. Raymond also delivered a 
Dell Inspiron laptop computer to the PV staff – which was donated by a private individual to 
help the center’s activities – and distributed copies of the “Pharmacide” public service 
announcement (PSA) to the DDF staff and for His Excellency, Undersecretary of State, Yim 
Yann. 
 
In addition, Mr. Raymond and Dr. Sokhan met with the PV staff to discuss their concerns and 
requests for the next fiscal year’s activities. Dr. Sokhan shared a document (in Khmer) with Mr. 
Raymond (see Annex 3) regarding actions taken against newly identified counterfeit amoxicillin 
500mg capsules from Shujazhuang Ouyi Pharmaceuticals. He explained that the printed notice is 
a warning against the importer, Ocean Pharma, and that any further infraction or importation of 
this product would result in permanent revocation of their import license. A document (in 
Khmer) discussing the new policy on the artesunate monotherapy ban is included in Annex 4. 
 
The PV staff continues to encounter delays in establishing an advisory committee because of 
high-level requirements in the MoH regarding nominating members to such a committee. Thus, 
the PV staff cannot select a specific individual for membership; rather, the MoH sends a letter to 
the university, hospital, or other organization from which a member will come, then allows that 
organization to select their own nominees. At the current time, a Pharmacy Board is being 
developed for Cambodia. This board would function as a licensing body with the authority to 
revoke licenses, accredit pharmacists, etc. It was suggested by the PV staff that the Pharmacy 
Board could act as an interim advisory committee for the PV center until such time that the 
internal issues at the MoH could be resolved. 
 
During the USP DQI visit, His Excellency Yim Yann, Undersecretary of State, spoke with Dr. 
Sokhan to ask if USP DQI could support a final meeting to sign the subdecree that would 
effectively bring the Pharmacy Board into existence officially. This will need further discussion, 
but the timeline is very short (by end of the week June 19, 2009). 
 
In discussions with the PV staff, it seems that the radio call-in program that was discussed 
previously has been put on hold indefinitely. 
 
The PV staff, after debriefing Mr. Raymond on the recent, successful training that USP DQI 
sponsored at the Uppsala Monitoring Center (UMC) in Sweden, requested that a half-day 
workshop be organized in Siem Reap to educate local hospital staff on the reporting protocols to 
the PV Center. This could take place sometime during the next fiscal year. The reporting form 
for adverse drug reactions/events has been finalized and translated into Khmer, and they plan to 
begin accepting reports soon, for submission to the UMC. 
 
Dr. Sokhan reiterated the desire for the DDF to expand sampling and testing to all drug classes 
into the 12 provinces in Cambodia that are not currently covered under the USP DQI/Global 
Fund monitoring network. He submitted the provincial budgets to Mr. Raymond (see Annex 5) 
for the previous quarter so that USP DQI could estimate costs if expansion into other provinces 
is deemed feasible. The DDF has expressed interest in expanding monitoring and would like 
further feedback from USAID/Cambodia regarding this. 
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Discussion also revolved around accounting for DDF budgets which USP DQI supports. There 
has been a recent change in structure at the MoH, and funding no longer goes directly to the 
DDF and to the USP DQI focal point (Mam Boravann), but rather goes through high ranking 
channels at the MoH. Thus, Dr. Sokhan requested that at the beginning of each year, USP DQI 
submit a letter which outlines each activity along with an “anticipated” budget that will be given 
to the DDF for USP DQI-related activities (even if this is not the “actual” budget). Thus, they 
can then account for any pipeline later in the year and increase their transparency to the higher 
levels of the MoH. 
 
A national meeting will be held in Siem Reap June 15-16, 2009 (for the agenda, see Annex 6) to 
discuss the status of counterfeit medicines monitoring in Cambodia. This meeting will include 
presentations by Mr. Samuth of the Essential Drug Bureau on USP DQI’s medicines quality 
monitoring (MQM) program as well as results from ongoing testing at the NLDQC by Tey 
Sovannarith. Ouk Rada, the USP DQI focal point at the national malaria program (CNM), will 
provide updates from the PV Center and the CNM. Mr. Raymond requested that USP DQI be 
made aware of such meetings so that they have the opportunity to attend, if necessary. 
 
Next Steps 
• Determine if USP DQI will fund signing of official subdecree to establish the Cambodia 

Pharmacy Board 
• Continue discussions about expansion of MQM program into other provinces  
• USP DQI to meet with His Excellency Secretary of State Chou Yin Sim, Director and 

Deputy Directors of DDF and other relevant stakeholders to follow up with 
pharmacovigilance activities, including defining the TOR and establishing the PV advisory 
committee to support the full operation of the PV center. 

• Provide official letter (along with work plan) for “anticipated budget support” each year to 
the DDF after work plans are finalized 

 
June 11, 2009 

Meeting at the National Institute of Drug Quality Control, Hanoi, Vietnam 
Participants: Associate Professor Dr. Trinh Van Lau, Director of the NIDQC; Dr. Bui Thi Hoa, 
Vice Director of the NIDQC; Christopher Raymond, USP DQI 
 
Mr. Raymond met with Drs. Lau and Hoa to deliver the 39 samples from Cambodia (see Annex 
2) and 20 from Thailand (see Annex 1) to be analyzed at the NIDQC according to the agreed 
upon protocol (see Annex 7). After discussing the probable three-week timeline for completion, 
to begin in July 2009, Dr. Lau mentioned recently meeting Dr. Roger Williams and Mr. Ed Zhao 
of USP in Ho Chi Minh City during the signing of a Memorandum of Understanding with the 
MoH . Dr. Lau expressed his appreciation of USP DQI’s support to the NIDQC in the form of 
sending USP reference standards and for sponsoring two staff from the NIDQC (Ms. Le Thi 
Huong Hoa and Mr. Tran Thuy Thanh) and one from private industry (Mr. Phan Duc An) for the 
upcoming tuberculosis advanced methods training course at Chulalongkorn University in July 
2009. Dr. Lau also mentioned his interest in pursuing a close relationship with USP for 
researching extraction methods for botanical products in Vietnam to develop reference standards 
for natural medicines. 
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Mr. Raymond also met briefly with Ms. Le Thi Huong Hoa to welcome her to the upcoming 
training in Thailand as she will be one of the participants. 
 
Next Steps 
• Follow up with the NIDQC to ensure timely completion of analysis of the confirmatory 

samples (by the end of the first week of July 2009) 
• Send requested USP reference standards to NIDQC, as planned 
 
Meeting at the USAID/Vietnam, Hanoi, Vietnam 
Participants: Tim Meinke, Senior Avian Influenza Technical Advisor; Kim Thuy Oanh, 
Development Assistance Specialist (Avian Influenza); Richard Nyberg, Development Outreach 
and Communications Advisor; Christopher Raymond, USP DQI 
 
Mr. Raymond distributed the “Pharmacide” PSAs to the USAID staff, who expressed interest in 
including links to the PSAs on the Mission’s website. Dr. Meinke introduced Mr. Raymond to 
Mr. Richard Nyberg who is involved with media and outreach projects for the Mission and who 
will review the PSAs to determine how the Mission could use them in other outreach projects or 
in future media project development. 
 
The group then discussed possible strategies for USP DQI to assist the Mission in providing 
technical assistance to the MoH for ongoing monitoring and testing of any oseltamivir stockpile 
or circulating products. Mr. Raymond explained the sampling and testing protocol developed by 
USP DQI and the successful pilot project in Laos last year testing stockpiled public sector 
samples. It was reiterated that both WHO and USP DQI have met with difficulties getting details 
of Vietnamese oseltamivir stockpiles. A recent request was made by WHO-Vietnam for 
assistance in sampling protocols and recommendations for testing stockpiled WHO oseltamivir.  
 
Dr. Meinke and Ms. Oanh, discussed possible appropriate strategies to begin the process of 
assisting the Vietnamese MOH in ensuring good quality oseltamivir drugs, especially in light of 
the H1N1 situation. Dr. Meinke mentioned that Mr. Jim Eberle, of the Deliver Project, will be in 
Hanoi looking at AI commodities distribution and procurement mechanisms July 6-15, 2009. He 
suggested that Mr. Eberle, during his analysis, could perhaps make some inquiries on the drug 
issues regarding oseltamivir stocks, including the pre-deployed ASEAN stockpiles in Vietnam. 
 
In conclusion, the group agreed that USP DQI should send an official letter to two of the Vice 
Ministers of Health, as recommended by former MoH staff Ms. Oanh. The letter should outline 
USP DQI’s offer to provide technical assistance regarding sampling and testing protocols, in 
addition to the assistance already given to the NIDQC, and should be addressed to Vice Minister 
Trinh Quan Huan and Vice Minister Cao Minh Quang. Each Vice Minister covers various 
aspects of drug procurement and regulation, including oseltamivir, and sending letters to them 
prior to Mr. Eberle’s evaluation visit could be key to provide technical assistance to the Ministry.  
 
Next Steps 
• USP DQI to send official letter of offer of technical assistance to Vice Ministers Quang and 

Huan at the beginning of July 2009 
• USP DQI to send finalize AI report from Thailand to the USAID/Vietnam AI staff 
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• USP DQI to send agenda and list of Vietnamese participants for the TB training at 
Chulalongkorn University scheduled for July 2009 
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Annex 2: List of samples from Cambodia 
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Annex 3: Official Notice of Counterfeit Amoxicillin in Cambodia 
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Annex 4: Official Notice of Artesunate Monotherapy Ban in Cambodia 
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Annex 5: Cambodian budget for quarter 6 
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Annex 6: Agenda of Cambodia National Meeting on Counterfeit Medicines 
Monitoring 
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Annex 7: Protocol for samples testing 
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