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PARTNERS IN GLOBAL HEALTHCARE 3 January 2014

Ms Aradhana Johri, IAS

Secretary to the Government of India,
Department of Pharmacuticals,
Ministryof Chemicals & Fertilizers,

Shastri Bhavan, New Delhi
Sub: Classification of Innovative Dosage Forms

Ref: (1) Dept. of Pharmaceuticals letter No. 31011/12/017/2012-PI-II
dated 19t:/20th Sept. 2013

(2) Confidential Record Note of IDMA meeting with
Government on 7t August 2013

Respected Madam,

We refer to the letter from Department of Pharmaceuticals (DOP) as above
(copy enclosed). We thank you for clarifying that the ‘nnovative dosage
forms of the scheduled formulations have been opined not to be kept under
price control as per the provisions of DPCO, 2013°. We were also informed
vide the letter as above that you had sought confirmation about the same
from the Health Ministry. However, we are yet to receive any further
clarification /notification from you on the same.

In our interactive meeting with Government on 7" August 2013, it was
clarified that, if such dosages have been inadvertently included for arriving
at average price, it may be brought to the notice of the Department of
Pharmaceuticals / NPPA and the ceiling price will be re-worked again after
excluding those products/formulations.

Therefore, an urgent notification clarifying that, specialised dosage forms
are excluded from the purview of DPCO 2013 unless otherwise specified in
the list, is required. We are informed by our Members that NPPA has
continued to include such specialised forms having same dosages along
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with ordinary dosages while working out the average prices, as is evident
from the NPPA working sheets.

We understand the views of the Health Ministry were sought by DOP and
we understand that the Ministry of Health has already communicated
their clarification to DOP on the innovative dosage forms. We also gather
from news reports NPPA is ostensibly planning to overlook your
Department’s confirmation and Health Ministry’s clarification.

You will appreciate that these specialised and innovative dosage
forms/Drug Delivery etc, though having the same dosages as ordinary
products, are distinctly different & therapeutically more beneficial and
hence need to be priced and marketed differently. Manufacturers have
invested crores of rupees for developing these specialized dosage forms for
different sets of patient groups, as also for facilitating more beneficial drug
availability via modifying drug-release pattern and stability for the benefit
of the patients. The ‘Average Price’ formula must thus differentiate such
formulations from the ordinary dosage forms. The differentiation of the
product is well established in DPCO 1995, with separate ceiling prices
notified for ordinary and innovative dosage forms; also there were separate
norms provided for such specialised dosage forms under the CC, PC, PL
and PM norms notified by NPPA.

The Schedule I to DPCO 2013, based on the NLEM 2011, lists out
formulations for price control, with dosage and form of each drug. The
experts in their wisdom had specified only in certain products such
specialized dosage forms as the NLEM list which in itself implies that all
drugs under DPCO do not - cannot include the Modified Release, mouth
dissolving, chewable, soft gel (capsules, soflets), etc. For example in the
Schedule I, under section ‘12.3: Antihypertensive medicines’, the dosage
forms for Nifedipine specifically identify Capsules, Tablets, Sustained
release tablets or capsules. Again under ‘12.1: Antianginal medicines’,
Sublingual Tablets is specifically identified dosage form for Glyceryl
Trinitrate.

For manufacturing and marketing such dosage forms, manufacturers are
required to obtain separate manufacturing and marketing permissions
from DCG(I) which considers such dosages as new products and therefore
such dosages are subjected to extensive clinical trials etc.




In our interactive meeting with Government as above, the Government
officials had understood and agreed that such specialised dosage forms
need to be kept out of purview of DPCO 2013, to encourage R&D and New
Drug Delivery Systems. It was also confirmed by the Secretary, DOP and
we quote “The ceiling prices under DPCO 2013 are applicable only to the
strengths and dosages mentioned in the NLEM 2011. Whatever is in the
list is under price control; whatever is not is not under price control.”
The Secretary had also emphasized that if a separate manufacturing
license was obtained for the specialized dosage form, it has to be
considered out of purview of DPCO 2013.

Clubbing these specialised dosage forms along with ordinary dosage forms
listed under NLEM 2011 under DPCO 2013 would be a major setback to
the manufacturers and it is feared that they may discontinue such
painstakingly developed superior therapies for better drug compliance and
outcomes which could deprive a large patient population who enjoy better
quality of life by consuming products which are Modified Release, mouth
dissolving, chewable, soft gel (capsules, soflets), etc..

Conventional Dosages

a) Tablets: Coated, uncoated, sugar coated tablets are considered as
conventional tablets. Any other forms of tablets like Sustained
Release, Controlled release, Delayed release, Dispersible,
effervescent, Gelatin Coated, Bi-layered, Chewable, Inlay Tablets etc.
are considered as innovative drugs.

b) Capsules: Unless and otherwise specified, Capsules mean Hard
Gelatin Capsules only. Other forms of Capsules are soft gelatin
capsules, Innovative Capsules such as delayed / sustained /
controlled release etc.

We have enclosed a Note highlighting the facts as to why innovative drugs
should be outside the purview of DPCO 2013 (Annexure)

New Drug

All the specialized dosage forms are considered as ‘new drugs’ and have to
undergo rigors of scrutiny of NDAC committee, clinical trials, biostudies,
as any other new API proposed to be launched. It is but logical that when
the new dosage forms are being subject to such extensive documentation,
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