IN MY VIEW

QUALITY AND SAFETY OF
THERAPIES ARE PARAMOUNT
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| AM WRITING THIS COLUMN
in an airplane on my way from Australia
to Japan. I have a one-day stop-over in
Bangkok and will use that time to meet with
Thai authorities to talk about the quality and
safety of plasma protein therapies.

Quality and safety are two of the most
important factors to be considered when
it comes to choice of therapy. Government
purchasers are understandably cost-conscious,
but when a country decides to work with
tenders it should also insure that the resulting
therapies it recieves meet the strongest
criteria that are set for therapies licensed in
regions like Europe and Nprth America.
Thailand puts a lot of importance in the World
Health Organization (WHO) and European
Medicines Evaluation Agency (EMEA) guide-
lines. The WHO guidelines on manufacturing
are rather vague, not very specific and tailored
to support developing countries. The EMEA,
however, is very specific when it comes to
quality and safety. A lot of attention is paid
to the plasma that is used in the manufactur-
ing process and detailed information needs
to be provided about all centers where the
plasma is collected. European and U.S. Food
and Drug Administration (FDA) inspectors
visit each center in Europe and the United
States on a regular basis to ensure compliance
with stringent regulatory requirements. But
when a country decides to go with therapies
manufactured in China, then it is difficult
to see how that company can comply with
the requirements knowing that none of their
therapies has gone through the European
regulatory process.
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have their therapies licensed in multiple coun-
tries and comply with these requirements. In
addition, the voluntary standards programs—
the International Quality Plasma Program or
IQPP (for plasma) and the Quality Standards
of Excellence, Assurance and Leadership, or
QSEAL (for therapies)— provide additional
evidence that our companies are serious
about their commitment to quality and safety.
[ understand that price is an important
consideration when it comes to tenders, but
the quality and safety of therapies must be
part of the equation as well. The criteria pri-
marily should be set on quality and safety of
the therapies. I remember that a few years ago
I met with health authorities in Mexico City.
Unsolicited, we were told about an experi-
ence they had with a Chinese company that
was bringing albumin to their country. The
authorities had some concerns and decided
to perform inspections on the product.
Even though several specifications were
checked and were within the required range,
the authorities continued to have concerns
and decided to send an inspection team to
the manufacturing plant in China. During
that inspection, multiple violations of good
manufacturing practices were discovered and
the result was that the import license was
suspended. I hope this will not happen again.
The member companies in PPTA
take their job seriously and can easily
meet the requirements as set forth by
the Thai authorities. One thing must be
understood—quality and safety come
at a price. Competing on price is good
and healthy, but quality and safety should
not be scrificed. &
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