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What it costs to develop a drug
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SEVERAL i ssues on the pharmaceutical industry were in the news earlier
this week. One was the report by the US-based consuner group Public
Citizen that the industry was overstating the cost of devel opi ng new
drugs.

Since a 1994 study by Tufts University, US$500 mllion (RML.9 billion)
is thought to be the average anobunt spent by pharnmaceutical firms to
devel op and put a new drug on the market. This figure has been
consistently quoted in order to justify the need for high prices of their
products.

But now Public Citizen is disputing the seven-year-old study because it
failed to take into account federal tax incentives, reinmbursing drug
conpani es for 34 cents of every dollar spent on research and devel opnent.
Upon reassessnent, the consumer group estimted that the true anount
i nvested per drug is about US$110 milli on.

According to its report, the cost of drugswas inflated due to the
manuf acturers' spending US$177 nmillion to enploy an "army" of 625
| obbyi sts, nmore than one for each nenber of the Anerican Congress, to
i nfl uence | awrakers.

A further US$85 nmillion was spent on advertisenents and as canpai gn
contributions during the recent el ections.

Prior to the Public Citizen's clainms, another consuner group, Famlies
USA, contended that top drug conpani es di shed out twi ce as nmuch on
mar keti ng, advertising and admi nistration as they did on research and
devel opnent .

However, officials of the pharmaceutical trade have criticised the
consumer groups' findings and nmet hodol ogy, although some were supportive
of reforms in the industry.

Regardl ess of whether it costs US$500 or US$110 nillion to design,
devel op and push a new drug into the market, the present entry level to
the pharmaceutical industry is still too high for devel opi ng nati ons.

The other factor that keeps pushing this |evel higher is the contro
over scientific know edge by the devel oped worl d.

An exanple is the basic know edge of devel opi ng drugs derived from
materi al s of biol ogical origin or biopharnaceuticals.

The | ast decade marked a high I evel of activity in biopharmaceuti cal
research and devel opnent in the West. In 1993 there were drug compani es
with up to 70 per cent of their research projects based on
bi ophar maceuti cal s.

By the year 2000, there were nore than 300 new bi opharmaceuticals in the
US narket. It is estimated that, today, 85 per cent of all new drugs are
of a biol ogical nature.

Bi opharmaceuticals are popul ar as the di seases that can be treated with
themincl ude sonme that are difficult to nanage, such as, hepatitis B
di abetes, AIDS-rel ated cancers, human growt h hornone deficiency in
children, kidney transplant rejection and haenophili a.

Phar maceuti cal conpani es are al so naki ng good use of gene discoveries to
devel op an array of new bi opharmaceuti cal s.

For instance, the successful conpletion of the human genone project that
profiles all the inportant genes in the human body has provided a nuch
bi gger opportunity for research and devel opnent of bi opharmaceuti cal s.

Each of the 50,000 or so human genes consists of a coded chenica



message that directs cellular machinery to produce a particular protein
necessary either for body structure or for a netabolic process.

After researchers have zeroed in on a gene and | earned its sequence of
code letters, they can identify its protein and, eventually, the role of
that protein in the body.

Advances in bi ot echnol ogi cal techni ques have all owed, anong others, the
i solation, identification and production of these proteins, found in the
extracel lular fluids of the body.

It is known that proteins are made up of chains of am no acids. Once the
nat ure and sequence of their am no acids are determ ned, then they can be
reproduced in the | aboratory. Proteins as bi opharnaceutical s may be
prepared by inserting DNA containing a needed gene into bacterial cells,
whi ch reproduce. The cells then churn out proteins that can be given to
patients as conventional drugs.

One product known as MPIF-1 could help protect bone-marrow cells from
toxic effects of chenotherapy. Another protein, called KG-2 may speed up
wound heal i ng.

Genetic disorders may also, in the future, be treated with drugs
supplied by animals. Endowed with the appropriate hunman genes, aninals
coul d produce human hornones and ot her proteins for genetically deficient
patients. Large sets of such protein are manufactured, and then tested,
one at a tinme, seeking one that perfornms the sane function as a nissing or
defective protein, and wi thout side effects.

The other benefit of human gene mapping is the identification of disease
genes, for exanple, genes causing Al zhei mer's di sease and Huntington's
di sease.

Sei zi ng upon the flood of new findings about di sease genes and their
functions, drug conpanies are noving rapidly to devel op bi opharmaceutical s
that will either neutralise the effects of dangerous genes or substitute
for vital proteins that are mi ssing because of defective genes.

These bi opharmaceuticals will be used as a formof preventive nedicine.

Equal |y prom sing fromthe human genone project is the devel opnent of a
techni que that may well cause an historic change in the practice of
medi ci ne: gene therapy, the introduction of genes into human cells to
prevent or cure a w de range of diseases.

CGene therapy is based on a sinple idea. Since genes direct the assenbly
of every cell in the body, it should be possible to treat chronic health
probl ens by slipping corrective genes into patients.

But getting the body to adopt and express these healthy substitute genes
has been extrenely difficult. Research is under way to inmprove on this
t echni que.

One ot her inportant source of biopharmaceuticals is fromnatural
resources, such as plants and herbs.

Hence, there are now al kal oi ds, enzynes and steroids derived from
bi ot echnol ogy. Plant cell culture nethodol ogy, for exanple, may offer
products in high quantity and perhaps quality.

It is true that the entry level, in terns of both nobney and know edge,
to the pharmaceutical industry is prohibitively high

However, devel opi ng countries cannot renain as perennial buyers and
users of drugs, as the drug prices keep on spiralling. Hence, realising
this sorry state of affairs, Ml aysia has taken the first step to address
the issue.

Prime Mnister Datuk Seri Dr Mhat hir Mhamad | ast Thursday | aunched the
Phar maceuti cal Industry Action Plan. Anpong others, the Plan proposes the
setting up of a Council to |ook after the national interests in
pharnmaceutical and rel ated fi el ds.

A non-profit centre is also proposed. It reflects an industry-governnment



smart partnership functioning as a one-stop centre for all matters
pertaining to the pharnaceutical and rel ated i ndustri es.

Looki ng at the monunental chall enges of the pharnaceutical industry, the
decision to enter the fray is a nost courageous one. Let us hope that our

pharmaci sts and scientists will be able to endure this nost difficult
j ourney.



	What it costs to develop a drug (NST 28/07/2001)

