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Health ministry expert panel for
banning 343 fixed drug combinations

DEEPAKPATEL
NEW DELHI, JULY 25

AFTERREVIEWING 349 fixed drug
combinations (FDCs), an expert
panel of the health ministry on
Wednesday recommended that
343 of them should be “prohib-
ited” and the remaining six should
be “restricted or regulated”.

In December last year, the
Supreme Court had directed the
health ministry’s expert body,
Drugs Technical Advisory Board
(DTAB), for a fresh review of
safety, efficacy and therapeutic
justification of these 349 FDCs.
Therefore, the DTAB formed a
sub-committee, which studied
the issue and submitted its rec-
ommendations on Wednesday.

FDC means a combination of

In December last year, the Supreme Court had
directed the panel for a fresh review of safety,
efficacy and therapeutic justification of 349 FDCs

two or more drugs in a fixed
dosage ratio. According to a sen-
ior government official, the ex-
pert sub-committee has clearly
stated inits report that “for most
FDCs, their use would lead to un-
necessary overuse and the pa-
tients would be exposed to the
risk of multiple ingredients
when one would suffice”.

The official added that accord-
ing to panel, while 343 FDCs
should be banned, “three FDCs
should be restricted for specificin-
dications or diseases”, and other
“three FDCs should be restricted
to specific quantities of ingredi-

ents and for specific indications”.
Total 344 FDCs were banned on
March 10, 2016, by the central
government on the suggestion of
the panel formed under the chair-
manship of CK Kokate. Some that
were banned were: Cefixime +
Azithromycin, Ofloxacin +
Ornidazole Suspension, and
Metronidazole + Norfloxacin.
Kokate committee, which
studied theirrationality of various
FDCs, recommended the ban on
344 of them, citing the rising “an-
tibiotic resistance” in the country
as one of the reasons. Antibiotic
resistance is the ability of a mi-

croorganism, which is causing the
disease, to withstand the effects
of an antibiotic medicine.

On December 1, 2016, Delhi
High Court struck down the ban
stating that the government had
acted in a “haphazard manner”.
The matter then went to the
Supreme Court, which stated in
December last year: “In order that
an analysis be made in greater
depth, we, therefore, feel that
these cases should go to the DTAB
and/or a sub-committee formed
by the DTAB for the purpose of
having a relook into these cases.”

The SC had stated that the
DTAB orits subcommittee would
have todecide whetheritis “nec-
essary in the larger public inter-
est, toregulate, restrict or prohibit
the manufacture, sale or distribu-
tion of such FDCs”.



