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Introduction

Access to good quality, safe and effective essential
medicines is vital to promoting public health; however, in many developing countries, good quality
medicines are often in short supply. Cambodia is no exception.

According to Department of Drug and Food (DDF) of the Cambodia Ministry of Health (MoH), in 2004
an estimated 21% of medicines in the country were of poor quality — either substandard or deliberately

counterfeited.1

Whether intentionally or accidentally produced, medicines made using substandard materials or poor
manufacturing practices can and have become a serious threat to public health. In response to this, the MoH
is taking steps to strengthen Cambodia’s drug quality assurance systems to safeguard against the influx and
wide availability of poor quality medicines.
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A counterfeit medicine is one which is deliberately and fraudulently mislabeled with respect to identity
and/or source. Counterfeiting can apply to both branded and generic products with correct ingredients or

with wrong ingredients, without active ingredients, with insufficient active ingredients, or with false
packaging. (WHO)
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Global statistics

The extent of the problem of counterfeit drugs
is largely unknown as medicines counterfeiting
is difficult to detect, investigate, and quantify.
What is known is that it occurs worldwide and
is more prevalent in developing countries. The
U.S. FDA estimates that upwards of 10% of
drugs worldwide are counterfeit, and in some
developing countries more than 50% of the
drug supply is made up of counterfeit drugs.?
Many of the drugs used to treat malaria,
tuberculosis, and other infectious diseases
have been found to be counterfeited. And who
is most often stricken by those diseases?
People living in remote areas and of humble
means, who have limited access to good health
care.
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Impact of counterfeit drugs

There is good reason to be concerned about drug quality. Substandard drugs may be ineffective, causing
prolonged or worsening illness. They can also be deadly. In 1999 antimalarial drugs whose active
ingredient was mislabeled led to 30 deaths in Cambodia.

Use of below-standard medicines can also
lead to drug resistance and the loss of use of
previously life-saving therapies, that is
when first-, or second-, or third-line drugs
no longer treat the diseases they are
designed to cure.

Introducing substandard and fake drugs to a
country’s medicines supply not only puts a
strain on or even wastes limited financial
resources; it also undermines the peoples’
trust in their national health programs, often
sending them back to black market sources
for “good, cheap” medicines.
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What causes poor quality drugs to enter the system?

1. Lack of law enforcement

A general lack of effective law enforcement in the supply system facilitates the production and/or marketing
of fake medicines. The public is hardly aware of which medicines are genuine and which are counterfeit,
which are government-approved and which are unregistered. Counterfeiters have become experts at forging
packages and labels; sometimes it is almost impossible to tell the difference between “real” and counterfeit
drugs. Both branded and generic drugs can be imitated, and little regard is shown by the counterfeiters and
the marketers of counterfeit drugs for the potential harmful impact on the patient or to the company that
produces the “real” drug, whose goal is to safeguard patients’ health.

2. Poor quality control

The availability and use of poor-quality medicines can be caused by inadequate drug quality control
throughout the supply system. Poor registration, licensing, drug quality control, manufacturing, inspection,
and import control practices have been found to be key contributing factors to the wide use and availability
of poor quality medicines. These deficiencies can be due to weakness at an institutional level as well as a
lack of enforcement in legislation and regulation.

Health Messenger “Sponsor-a-Page”



||.1!.l_;.
USP United States Pharmacopeia
‘—..;’s— -

Mre Dgality sl fermatin Progran _ﬁ ;
I_ii i " TROM THE AMERICAN PEOPLE

_I.

Yj szsgs%szs%’ssmss%saagessi%egssa&sﬁg?éu
it =] AUMIUERAITME  Shmniingsiunnmn

iginiqmswngm isimgsieigngibood
Snieunnginood wWSUINMH  WGRUMS
Bjimatgsed (90.6% maamnma” (f

i1 numinEwnauisisuugRuse awnEs

BrnEutANMIMI GIMIug] Si{jadmis
mesaR M RORpwiime SunTiimi
(nguyigomugisnis Oimse T8 [wHds

mitis Sudiiyumnygwdgs) BYidndna
ST A= MRS TRURGHNIRTL Suanminnts
gigl @ammenRismiimadusisums
NN ERFRRGTE

migiim wibood nRihAMmREmHMsTIRginAnAmmIEgIwnddutinigutighmuw Suwh
ﬁgemmalﬁmpﬁtﬁﬁjmﬁﬁgmmmﬁiﬁ‘1 AAN: REMIRARAMATSS NS YN EungmaIsmnseihn
Tmsminlugnuismigingiuaaan: ngmies -y SunwminigsegmiwpyBnnigyEiuna
GELLA

Test results in Cambodia

In two rounds of sample collection and testing conducted in Cambodia between June 2005 and January
2006, a total of 19 samples (10.4%) failed quality testing.3 In response to these findings, the DDF
produced informational and educational materials (TV spots, radio news, calendars, T-shirts, and posters)
to raise awareness among health staff and the general public on the dangers of using substandard
medicines.

In August 2005 the Royal Government of Cambodia established an Inter-Ministerial Committee (IMC)
for Eliminating Counterfeit Drugs and Illegal Health Care Services for Poverty Alleviation. The IMC
Ministries agreed to consolidate activities and share test results from provincial and municipal committees
with the Office of the Council of Ministers on a quarterly basis.
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What to do to prevent usage of counterfeit drugs

There is no single solution to prevent counterfeit drugs
from entering our drug distribution system. However,

there are some practical strategies4 pharmacists or
NGOs that procure medicines can use:
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- Buy drugs from trustworthy, reputable
wholesalers and distributors. Where possible,
establish a list of approved suppliers.

- Be very careful when taking or borrowing
drug products from other pharmacies. Ask
where the pharmacy acquired the product.

- Ask for and examine the Pedigree Paperwork
from all sellers. Pedigree Paperwork is a
listing of previous owners of the drug
product; it is a “paper trail” of who owned
the product.

m Beware of unusually cheap products

If the deal looks unbelievably good, be cautious.
Purchasing drugs based on a “good deal” and from
unknown sources could be inviting trouble. It may
be stolen, counterfeit, diverted, or fraudulent
product.
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= Look at drug shipments closely
This includes not only the products but also the packaging, containers, and labels.
- Look for subtle differences in font size, label colors. Look for differences in paper texture and lack
of raised printing. Raised printing is a technique used by manufacturers that is difficult to copy.
- Look for other overt security methods such as holograms, color shifting inks, or stickers from the
DDF.
- Look for possible breaks or tears in seals. Look for replacement seals and tapes.
- Look for a tacky adhesive residue on or near the label. When labels are removed and replaced with
a counterfeit label, there may be residue left on the container.
- Look for a discolored label or portion of the label that is discolored. When the print of the label is
removed with a solvent, quite often the solvent will discolor the label.
- Compare labels of newly purchased goods with past purchases. Of course, this assumes that past
purchases were authentic.
- Look for an altered expiry date. Counterfeiters commonly purchase “short-dated” products and
then alter the labels.
- Compare the physical characteristics of the product. Look at color, tablet or capsule markings,
shape and thickness of the medicine.
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= Look for slight differences in container or bottles
- Look for variations in container or bottle lengths and diameters.

- Look for variations in thickness of containers or color tints.
- Look for variations in the size of the openings, lids, or tops of bottles.

Recommendations for doctors, nursing staff and pharmacists®:

m Listen to your patients. Many counterfeit drugs are first discovered by patients.

- Listen to patients talk about differences in taste, feel, smoothness/consistency, or adverse effects
associated with the drug (e.g. pain at the site of injection, taste of the drugs, patch doesn’t stick, rash
at site of patch).

- Listen or question to see if the patient is progressing as expected. Look for an unexpected or sudden
decline in the patient’s status. Listen to patients to see if, in their opinion, the drug is working
properly. If possible, examine laboratory test results and look for an unexpected worsening of the
condition. A sudden decline may be due to a substandard or fake medication.

= When you have concerns about the medicines the patient used

Ask patients if they are obtaining drug products from other sources. More specifically, ask if they are
obtaining drugs from a foreign drug source. Ask if they have recently traveled out of the country or to
another province and purchased drugs. Another approach is to have them bring in all the medications they
are taking.
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Action to be taken in case a suspicious medicine is found
Health staff concerned about a counterfeit medicine need to act to minimize or prevent harm to patients:

Submit a report to the DDF who will conduct definitive tests for counterfeits as quickly as possible.
m Await DDF instructions — conducting unilateral action may prove ill-advised, unnecessary, confusing
and be counter-productive.
m If adrug alert and recall notice is received, be prepared to:
- Check the current stock held in the pharmacy and return any potential counterfeit medicines in line
with guidances issued.
- If possible (especially in hospitals), check which individual patients are on that particular medicine
and when it was dispensed.

If a patient is concerned that they have a counterfeit medicine, the pharmacist should make a record of it
and inform the DDF immediately.

nhﬁinﬁmhjmmmsamﬁigumm rgtamﬁeh: In case counterfeit/suspicious medicines are found,
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Joint action plan

In October 2006, the United States Pharmacopeia Drug Quality and Information (USP DQI) program
(funded by USAID) took part in the Inter-Ministerial Workshop on Counterfeit and Substandard Medicines
organized by the Cambodian MOH and the DDF in collaboration with the country’s national drug quality
laboratory (NLDQC). This important workshop brought together Secretaries of State and other
representatives of eight ministries, provincial vice governors, police, customs officers, manufacturers,
distributors, and providers to discuss strategies for eradicating counterfeit and substandard drugs in
Cambodia. The resulting IMC Joint Action Plan assigned each Ministry specific responsibilities, tasks and
timelines to undertake — at both -
central and provincial levels — ; —
in close collaboration with DDF, : R Worlshep o
NLDQC, and the ver'glcaldlge._else 50 52 puod ™ ——— rcran
programs. USP DQI is providing R s - J I —
Cambodian laboratories with the - -

technical assistance to strengthen
their labs and increase the
capacity of their quality control
systems. The program also
provides technical assistance to
the DDF and to local
manufacturers. If  possible,
examine laboratory test results
and look for an unexpected
worsening of the condition. A
sudden decline may be due to a J§
substandard or fake medication.

Health Messenger “Sponsor-a-Page”



||.1!.l_;.

USP (Inited States Pharmacopeia
. Ity B R Bemars -i' _‘I?‘:s"- .5
g’ &

Mrp Deality 20 WPermatian Pooaran
Hiii :_' FROEA THE AMERICARM PEOPLE

CESBHSRR
gusighmusndusidumsganmapuiisaitioggimidnefinhuigssEmaemaanimmn: |
Ml e seimmaiignuiginsmsizumetndiua[pisa 1w MEELERYMITLE MaMe
alistuinmeisugl guunwi:innist smsvemsuamnudantigint | miinnaw SHMIY
[MeigBginis: MSIFAhAmunARgnBupignasnmndnsthmsmanuiysadfmpy By)
wwguEHmIyGuisTGasuRsgAmmalgugEn: |

I NSRgw USAID symigemaiaman (wHo) Sinymidsiusihinuss andethiginmitm
mAng fosuinmeimvifswinpivimia shmighindusisumssunmaigneiingitr Samims
wihtsn g msmata g | |

Conclusion

Counterfeit and substandard medicines pose a serious threat to
public health. Their use drains the country’s limited resources, may
contribute to antimicrobial resistance, prolong illness, and may
even cause death. Their widespread availability and use has
prompted the Cambodian government to prioritize strengthening its
drug quality assurance systems in an effort to combat the tide of
poor-quality products from reaching the market place.

With the assistance of USAID, WHO, and NGO’s, all relevant
government agencies are showing increasing cooperation to detect
substandard medicines and better protect the Cambodian people.
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Counterfeit medicines and the law in Cambodia
Mr. Kalyan Sok, Deputy Prosecutor, Phnom Penh Prosecution Office

“Fake pharmaceuticals are dangerous and a serious problem in many countries in the world. From my
experience as the Deputy Prosecutor of Phnom Penh Prosecution Office, | would like to share information
and express my concerns in this issue.

Since | started working in the prosecution office, | have never handled any case of counterfeit drugs. It
does not mean that this type of crime does not occur, to the contrary. The problem is lack of reporting,
investigation and prosecution. Trading in counterfeit drugs is a criminal offense and our laws can hold the
pharmacy owners responsible. Our most important law in this area is the Law on the Management of
Pharmaceuticals (article 10, 11, 12).

Article 12: Shall be subjected to penalty to a fine from 20,000,000 (twenty million) Riel to 50,000,000
(fifty million) Riel or to punishment or imprisonment from 5 to 10 years or, to both of the punishments,
for any person who is found to be deliberately engaged in producing, importing, exporting, trading of
pharmaceuticals containing addictive substances without authorization, counterfeit pharmaceuticals,
pharmaceuticals of damaged quality or out of delay which affect the health or lives of the consumers.

Right now, many counterfeit pharmaceuticals are imported and distributed in Cambodia. Most
Cambodian people cannot judge the quality of these drugs. Counterfeiters and distributors make a lot of
profit, while consumers’ health is damaged. This is not justice. Criminals shall be subjected to
punishment.”
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