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Red alarm rung on

drug production)

Following the deaths of five cancer patients at Queen Mary Hospital of the
suspected fungi—tainted gout drug allopurinol, Tuen Mun Hospital yesterday
confirmed that fungi were found in the remains of a 50—year—old female cancer
patient who died on 7 March and who had been treated with allopurinol.

The mucorales fungi are not rare "super germs" but they probably have become
the "killer" of six people. And the number of patients confirmed and possibly
infected still remains unknown. Such an incident of "fungi killing people" is bound
to arouse the attention of medical circles at home and abroad. Compared with
some major emergent medical accidents, the long—standing hidden problems
relating to drug safety exposed by the tainted allopurinol are much more unnerving.

As a matter of fact, it was not until days after the incident did the Department of
Health and the pharmaceutical manufacturer explain the cause of the contamination
. that the raw materials for allopurinol, after being mixed, had been stored
indoors at a temperature of 25 degrees Celsius for four or five days before being
pressed into tablets. It remains unclear if such practice accords with requirements
for safety in production.

Commonsense suggests that even normal foodstuff, let alone drugs for curing
patients, would be contaminated by fungi after being left indoors at 25 degrees
Celsius and become inconsumable. How is it that these raw materials were still
used after being left this way for such a period of time ?

What is even more unacceptable is that drug safety incidents seem to be
occurring one after another. With the "killer" allopurinol incident still unresolved
yet another is reported, also involving another Hong Kong manufacturer,
Marching Pharmaceutical Ltd, which had earlier recalled a number of drugs
including cold and cough medicines and calcium tablets for children, because they
had been wrongly labeled.

Fungi contamination is not tolerated in drug production. Likewise, to recall
marketed drugs for re—labeling is something that cannot be overlooked. It was said
that Marching Pharmaceutical recalled the drugs in order to change their shelf life
to two years from the three years previously labeled because the effective shelf—life
of drugs do not go beyond three years from the date of manufacture.

Of course, it is a good thing for a drug producer to recall its products on its
own initiative. But what is hard to understand is that labeling the shelf life of a
drug is not a trifling matter. How 1is it that "the order issued in the morning is
easily countermanded at night" with the shelf life shortened by one year ?

Secretary for Food and Health Dr York Chow Yat Ngok explained that
Marching Pharmaceutical had to re—label the drugs because their quality would
become unstable after long storage. The incident thus involved "quality" rather
than "safety".
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If so, what citizens cannot understand is how the three—year shelf—life was set
for the original labels, and how come safety is not in issue when the quality of a
drug tends to become unstable after long storage.

On this, an official with the Society of Hospital Pharmacists pointed out that the
effects of an out—of—date drug would be weakened by 50% to 80%. Although
expired drugs might not necessarily directly worsen patients' conditions, they could
cause a delay in treatment and the outcome could be very serious in certain cases.

As a matter of fact, from the Europharm's fungi—contaminated drug to
Marching's out—of—date drugs, the heart of the matter lies in ineffective
supervision. In regard to this, Secretary Dr York Chow yesterday stressed that drug
manufacturing in Hong Kong fully complied with World Health Organisation
(WHO) standards. This goes without saying. But the problem may exactly lie in
the fact that while there are strict standards and requirements, their implementation
in practice may just "follow the book" or "for the sake of keeping records". The
strength of supervision is more on writing than on practical operation, thus making
it possible for fungi to grow under such "high standards".

The fact that problems crop up one after another seems to ring the alarm bell for
the safety of drug production in Hong Kong. Medical—care and health authorities
shoulder the responsibility for the health of all Hong Kong citizens and the life and
death of 90% of patients. In no circumstances can they slacken their regulation and
supervision of drug production safety. A thorough review and revision (of the

current system ) is inevitable.

12 March 2009

Idiom:

(Do something) on one's own initiative - Do something on one's
own idea, not at the suggestion or instruction of another person.
Examples:

1. Sally does nothing on her own initiative.

2. The suspect reported himself to the police on his own initiative.

3. Did you ask him to organise a meeting or was it on his own
initiative?

4. A few medical doctors have lowered their charges on their own
initiative.

5. We ought to send a team to help disaster relief on our own

Initiative.
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