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Shri K L Sharma Aa N
Joint Secretary to the Government of India, A=

Ministry of Health and Family Welfare,
Nirman Bhawan,
New Delhi

Sub: Drugs & Cosmetics (Second Amendment) Rules, 2015
Ref: Notification no. G.S.R. 68(E) dated 3™ February 2015: Draft Rules
Respected Sir,

We refer to the draft Rules as above proposing to amend Rules 71, 71A, 76,
76A of Drugs & Cosmetics Rules 1945 requiring the manufacturers and Loan
Licensees to furnish 'evidence' and data’ for supporting stability of the product
for the proposed shelf life.

A detailed scrutiny of the draft proposals reveals the following:

1. Amending Rule 71 to include
“(6A) The applicant shall, while applying for licence to manufacture
drugs, furnish to the Licensing Authority evidence and data
justifying that the drugs are stable for proposed shelf life under the
condition of storage recommended and the data shall be generated
as per Appendix IX of Schedule Y.'

The word ‘evidence’ is not defined under Drugs & Cosmetics Act or Rules.
In its absence, It is presumed that ‘evidence’ would mean furnishing of work
sheets, observation sheets/books, equipment log sheets and many other
documents. The words ‘evidence and data justifying that the drugs are stable
for proposed shelf life’ would mean that data would need to be generated
with ‘evidence’ for the entire shelf life. (can be for up to 5 years), which
would be impractical. We request that ‘evidence’ the term be deleted.

2. To conduct stability studies to generate stability data for the proposed
rule, primary batches of pilot scale and small batches of labs scale will
have to be manufactured. For manufacturing of pilot scale batches or
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small batches of lab scale, a manufacturer will have to obtain a license
on form-29 as required under Rule-89 (reproduced below):-

“89. Licence

If the person proposing to manufacture a drug for the purpose of
examination, test or analysis does not hold a licence in form-25 or
Sform-28 in respect of such drugs he shall, before commencing such
manufacture, obtain a licence in Form-29.

[PROVIDED that in the case of a drug the composition of which is
such that the drug is not generally recognized among experts
qualified by scientific training and experience to evaluate the safety
of drugs as safe for use, no licence in Form-29 shall be granted
unless the applicant produces a certificate from the “Licensing
Authority” mentioned in Rule 21, to the effect that there would be no
objection to such licence being granted.]”

3. In this way, to manufacture any drug for which permission is to be taken
from licensing authority for the first time and also at the time of
grant/renewal of drugs manufacture license, stability study data as per
Appendix-IX of Schedule-Y of Drugs & Cosmetics Rules will have to be
generated. To manufacture pilot scale batch or small batches of lab size,
a manufacturer will have to obtain license on form-29 from Licensing
Authority. In case of permission to manufacture a new drug, first NOC
from DCG(I) will need to be taken to get a license for test & analysis on
form-29.

4. The Schedule Y is applicable to Rules under ‘PART X-A - (IMPORT OR
MANUFACTURE OF NEW DRUG FOR CLINICAL TRIALS OR
MARKETING)’ and refers to the specified Rules [The title of [SCHEDULE
Y| indicates (See rules 122A, 122B, 122D, 122DA, 122DAA and 122E)].
Hence the applicability of Schedule Y is not legal.

S. In rule 76 the need for generating stability data already exists (as
reproduced below) which is more meaningful and proposed new rule is
redundant: |

“The applicant shall furnish to the Licensing Authority, if
required to do so, data on the stability of drugs which are likely to
deteriorate for fixing the date of expiry which shall be printed on the labels
of such drugs on the basis of the data so furnished.”.

6. These new rules are to be made applicable to drugs manufactured in the
country and similar rules (‘evidence) are not incorporated for Import
regulations.
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7. The proposed amendment of Item 1 of Schedule D “Substances not
intended for medicinal use excluding those intended to be used as drugs
after further purification or rendering them sterile”, would result in
needing to apply for Import regulations for penultimate intermediates
with therapeutic pharmacological property.

8. If the above draft rules are notified, the following cumbersome
procedures will have to be adopted at the time of applying to
manufacture an additional item or for grant/renewal of a drug
manufacturing license:

a) NOC from DCG(I) to manufacture for test or analysis any new
drug.

b) Application to State Licensing Authority on form-30 to
manufacture for examination test or analysis.

c) To obtain a license on form-29 from State Licensing Authority after
setting F&D and R&D centre.

d) Manufacture of primary batches of small scale or pilot scale for
conducting stability study.

e) To generate facilities and conduct real time and accelerated
stabilities studies for one year / six months on at least three
batches as per Appendix-I1X of Schedule-Y.

f) Application to licensing authority along with stability study data
for commercial production.

g) The manufacturing process(es) used for primary batches would
have to be simulated for production of commercial batches so that
products of the same quality and meeting the same specifications
are manufactured for marketing.

h) And above all, data would need to be generated with ‘evidence’ for
the entire shelf life.

9. The draft rule proposes that every manufacturer will have to prepare
dossier for every item to be submitted to the licensing authority for grant
of additional item and for renewal of drug manufacturing licenses. Every
manufacturer will have to have its own fully fledged R & D & F&D centre
and will have to generate process validation and analytical validation
before a permission is granted to him for commercial products. It will
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need a lot of manpower facilities, stability study chambers, sophisticated
laboratory instruments, degradation products related substances &
impurities. The cost of the end-product will increase. It will not be
possible or practical to manufacture drugs under the restrictive DPCO
2013. Essential medicines at affordable prices will become a dream.

In summary we would like to state the following points:

1. The existing provisions of the Rules prescribing the conditions for the
grant or renewal of the licenses for manufacture of drugs such as Rule
71,71-B, 74, 76(6), 76 (7) & Clause 16.10 of Schedule M do require
manufacturers to furnish stability data and related to the shelf life of the
products.

2. Introduction of these new provisions at this stage may not serve any
purpose but introduce unwarranted delays in the approval of the
licenses.

In such a scenario, it may not be reasonable to revise the existing Rules, more
so as the Drugs & Cosmetics Amendment Bill 2015 js under consideration.

We seek your indulgence and cooperation.
Thanking you,
Yours sincerely,

e

S V Veerramani
President






