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The curious case of generic

For.more than a decade, an aca-
demic debate has raged among
_public health experts, the World
Health Organsiation and govern-
ments on the capacity, cost effec-

tiveness and the potential
benefits of generic drug produc-
tionin developing countries oth-
er than India and China.
“Hepatitis Cand the revolution
in the generic production and
supply of new HCV medicines
¢hanged all that.
£ The first approvals by the Eu-
aFopean’ Medicines ‘Agency and
‘the US Food and Drug Adminis-
tration of a new generation of
HCVmedicines, called direct-act-
ing antivirals (DAAs), started
with sofosbuvir in 2013. The US
“Price tag of $84,000 for sofosbu-
vir and $47,000 in Europe
brought to world attention the
spiralling cost of patented medi-

cines.
Governments and  generic
companies in countries like

Egypt — where millions live with
“the virus and suffer from symp-
toms such as cirrhosis, liver fail-

a strong political will to make
and market low-cost DAAs. They
changed the way people think
about quality generics,

Indian  manufacturers —
which have a reputation for their
reverse engineering skills and
‘were the first to market low-cost
versions of lifesaving cancer
(imatinib) and HIV drugs (zido-
vudine) within two-three years
ol their US launch at the turp of
the century — now face competi-
tion from Bangladeshi and Egyp-

ure and cancer —have developed

Flip-flop around its patent in India points to
need for developing nations to band for tech
T They-

tian  manufacturers.
launched the generic versions of
sofosbuvir ahead of Indian com-

paies in early 2015. Clearly, their -

governments were backing
thefrusing flekibilities available

“undér wro rii

The Egyptian ' patent -office

-found —aftera technical examin-

ation of the sofosbuvir com-

‘pound — that it is not novel
chemically, and, therefore, does'

not fulfil the criteria of novelty
and inventiveness, both of which
are necessary for a pharmaceuti-
cal compound to be patented.
Bangladesh took leadership in
seeking as an LDC (least devel-
oped country) an extension to
enforce patents and test data
obligations with regard to phar-
maceutical products until 2033
and beyond.
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Some major Indian manufac-
turers shrugged off the competi-
tion and were dismissive about
their capacity ro meet the quality
requirement of procurers and
the WHO. They entered into a
deal with LIS drugmaker Gilead,
which had filed numerous pat-
entclaims on sofoshuvirinIndia.
Hidden in the deal were clauses

that limited their capacity to ex--
- port the active pharmaceutical

ingredient (API) and supply to a
number of high burden middle-
income countries.

Egyptian pharmaceutical
company Pharco, in the mean-
time, moved ahead by applying
for WHO pre-qualification (a

‘Hep C drug sofosbuvir

quality validation recognised
globally) and entering into an
agreement with Drugs for Ne-
glected Diseases (DNDI) to sup-
ply sofosbuvir for a combination
treatment trial in Thailand and
Malaysia. o &

Bangladeshi firms forged
ahead with generic versions of - -
other DAAs ‘that needed to be
combined with sofosbuvir,

In Pakistan, the launch of ge-
neric versions of ‘sofosbuvir in
early 2016 led to considerable in-
crease in the number of people
starting ‘treattnent. A little
known fact behind the revoli-
tion was the fact that a small but
growing number of APl pro-
ducers in India were working in-
dependent of Gilead to establish
exports of kev raw materials
needed to produce the drug and
other DAAs in countries such as
Egypt, Bangladesh, and Pakistan
as also Latin America.

A technical partnership often
talked about among developing
governments but not taken for-
ward was being executed by this
partnership between Chinese in-

" termediate suppliers, Indian API

manufacturers, and new pro-
ducers of finished. formulations
across the developing world.

But with one stroke the'Indian
Patent Office’s decsion to grant .
the patent on the base com-
pound of sofosbuvir this week
has provided Gilead with the
tools to disrupt and stop future
exports of the APl from India, giv-
ing it significant control on the
supply of API globally.

India’s decision to reverse the
patent rejection of 2015 to an or-
der for grant in 2016 is going to
cause short-term pain to pro-
ducers in Egypt and other coun-
tries, which will now have to find
alternative sources. But, intrigu-
ingly, it also undermines the gov-
ernment's ‘recent efforts and
policy to revive and boost the do-
mestic APLindustry.

. (The writer works on access to

medicines in developing countries.
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