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CHAPTER 1
AN APPROACH TO DRUG POLICY — RATIONALE & PARAMETERS

1. 1Industrial drug policy pre-supposes a degrce of

Governmental intervention to ensure directional changes
consistent with certain predetermined policy goals.
A distinction has to be made between industrial drug
policy and drug regqulation, the latter can be a part
of the overall policy but merely laying down parameters
for drug regulation and control cannot be construed
as laying down drug policy itself. To that extent,
the concept of industrial- drug policy would be relevant
in the politico-economic context of countries where
such an intervention to achieve the desired goals is
not only possible but also considered necessary. At
least for the purpose of this paper, it would be nece-

ssary to keep in mind this perspective.

1.1 Focus of industrial drug policy

2. Industrial drug policy will have to centre around
the following produc* groups :

i) Formulations i.e. the finished dosage form in
which drugs are administered e.g. tablets,
capsules, etc.:

ii) The active ingredients of formulations which
are generally known as bulk drugs:

iii) The speciality chemicals which are mainly used
in the manufacture of bulk drugs and which

are generally referred to as drug intermediates.




3. In addition to the product groups, certain sub-
elements of the total policy also need to be identified.

These can be :

i) Regulation of industrial production in desired

areas and priorities, through licensing:

ii) Quality control andé related matters which would
broadly come under the category of %"drug regu-
lation":

iii) Research and development, upgradation and Trans-

fer of Technology:
iv) Pricing and Tariff structure:;
v) Indigenisation and basic stage manufacture:

vi) Rational use of Drugs.

4 Tke above are very broad aspects on which an indus-
trial drug policy can focus. However, there may be
certain other aspects which could be of an equal if
not greater concern to certain regions/countries depend-
ing upon the overall objectives of Government policy
and special circumstances of a country. Besides, there
may have to be trade offs between different aspects
of the policy to balance competing claims of wvarious

interests and concerns.

1.2 Special characteristics of the drug industry

5. It would also be worthwhile to consider in the con-
text of an Industrial Drug Poiicy certain basic charac-
teristics of the drug industry which distinguish it
from the other sectors of the industry. Scme of these

are




ii)

iii)

iv)

It is a highly R&D intensive industry requiring

an ongoing R&D effort involv?ng large expendi-
ture. Some of the companies in the advanced
countries are known to spend as much as 8 -
9% of their turnover on R&D.

The industry is also characterised - at least
in case of formulations - by a very strong
brand preference. This results in a distortion
in the normal market mechanism and enab'es
companies which have a strong brand image 1in
the market to exploit this image in a mannecr
disproportionate to the intrinsic quality orc
value of the product. Any policy, therefore.
has to take into account this special charac-
teristic of the industry also.

The drug industry is characterised by a compara-
tively high obsolescence rate. The level of
obsolescence is not only determined by new
advances taking place in various therapeutic
groups but also by the Body resistanEe developed
over the years as a result of extensive use
of certain drugs. ‘

Unlike most other industries, the drug industry
does not sell its products directly to the
ultimate conrsumer. Except for some over-the-
counter products, there is an intermediary
in the form of the Medical Practitioner. This
not only requires special marketing strategy
on the part of the concerned companies, but
is an important factor needing consideration
at the policy formulation level in the context
of providing adequate protection to the con-
sumer.

Since this industry so intimately affects all
segments of the society being an essential

input in the health care, it has an intetface




vi)

vii)

viii)

with a wide ranging segment cf society ang
is consequently beset with ccntroversies of
various kinds vis-a-vis the consumer and other
voluntary action groups. Questions like efri-
cacy of drugs, their harmful effects, the
rationality of drugs are, therefore, of signi-
ficant concern to the policy makers.

The drug industry is also, by and large. charac-
terised by closely-held technologies. The
question of transfer and absorption of techno-
logy particularly for the developing countries,
therefore, assumes significance and has to
be an important element of all policy thrusts.

In most countries the price at which drugs
are available is aiso a matter of concern parti-
cularly to the consumer protection groups.
This is 80 even in societies which swear by
a completely free market economy allowing the
market forces a free play for determining the
equilibrium price of various commodities.
Thus, except perhaps 1in the United States,
even in many developed countries of the West,
there is some regulation - informal or otherwise
- to prevent over-pricing of the products by
the drug companies. It should, therefore,
be a matter of concern to the policy makers
to check the tendency of over-pricing on the
one hand, to protect the consumer, and to ensure,
on the other, a reasonable return on investment
to the industry.

The Drug Industry operates under very stringent
controls and regulations of qualityv. ft is
the only sector of industry where prior approval
of a regulatory agency 1is reguired even to
introaguce a new product and elaborate
pharmacopoeial standards are laid down for

each product.




6. The basic fact, however, is that drugs constitute
a smail, even though important, input in the overall
health «care system. To that extent, all industriai
drug policy has to subserve the objectives of the Health
policy. Therefore, the disease patterns obtaining 1in
different regions and countries as also the strategy
determined to provide health care to the people must

have an importart bearing cn the Drug pplicy.

I.3 Span of regulations

7. The formulation of any Industrial Drug Po‘'icy would
require consideration of the above factors. But all
these may not be relevant to the same degree in all
cases and situations. The range of policy regulations
have a very wide spectrum in different countries. At
one end of :the spectrum is fhe U.s., which.has'the barest
minimum of regulatory control confined to various aspects
of quality control, although the intensity of control
in this limited area is very strong:; at the other end
of the spectrum is 1India, which perhaps has the wmost
comprehensive and complex policy impinging on almost
all aspects of the industry - from control on guality
to regulation of production parameters, to price control
and profitability control. The concern of policy-makers
with quality-related issues is understandable for obvious
reasons but the other main concern with pricing is atiri-
butable to the higher degree of brand loyalties that

the Drug Companies are able to exploit. The Industrial




Drug Policy Geing followed by different countries would
reflect the concerns of the policy makers with difterent
issues at any given point of time and this would deter-
mine the "span" of regulation or centrol. For instance,
the need to conserve foreign currency or otherwise may
determine emphasis on indigenisation or freedom to import.
The determinants of Industrial Drug Policy would not
only, be conditioned by the socio-political predilections
of the Government of the day, the constraints of the
economy, the overall environment but also by the capacity
of the different players to apply pressure. In the
U.S., for instance, the extremely effective and vocal
consumer movement may obviate the need for any majov
Governmental intervention in the consumer 1interests
and the opposite may be the case in scmne of the deve-

loping countries.

1.4 Structure of the paper

8. A word about the way this paper is structured would
be in order at this stage. It is propcsed to treat
the subject of this paper with the above perspective
in view. The evolution of the Industrial druy policy
in India would be discussed in the following chapter,
followed by a detailed treatment of the important elements
of the policy with an attempt at analysing the impact
of these on the 1industry and the extent to which the
objectives have been achieved:; it 1is proposed to qg:ive
an over view of the drug industry in Iadia and 1ts piodaes
tion particularly with reference to the health need:n

thereafter and finally an attempt 15 made to develop




a framework for a model of drug policy which may te
of relevance particularly to the developing countries.
It 1s conceded at the outset that the last of the above
tasks leads one to extremely sticky terrain 1in that
such a model cannot have a universal applicability and
will have to be scen in the context of the local condi-
tions as also the overall policy objectives of the con-
cerned country. Nevertheless the relevance or otherwise
of a conceptual model would depend upon the stage of
development of a particular region or country and what
may not be relevant for a region today may be so tomorrow,
and it would be important to keep in mind this time-

dimension to relevance.

I.5 The need for a drug policy

9. The question for a need to have an 1industrial drug
policy has its answer in the necessity of relating 1iIn
a coordinated manner the diverse objcctives of State
policies that are sought to be achieved in the context
of meeting the health care requirement. This has to
be the underlying objective of all industrial drug policy
although there would be subsidiary objectives of attaining
self-reliance in the drug sector thus reducing depen-
dence on outside sources for meeting requirements of
the country as also the overall objective of providing
impetus to development thereby giving access to larger
sections of the population to the benefits of the fall-
out of industrial development 1in general. A odetarled
analysis of the objectives and the extent to which thene have e
met has been made in the foliowing chapters as also, intor alaa, o

the need, in the Indian context, to have an industcial droy by,
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CHAPTER 11
EVOLUTION OF INDUSTRIAL DRUG POLICY IN INDIA

1I.1

Regulatory framework for industries in India

1. To wunderstand and appreciate the complexities of

Industrial Drug Policy in India, it 1is necessarv tc

have an idea 2bout the regulaizsry Iramework for i1ndosiviz:
in the country. Industrial production in India s

regulated through a 1licensing regime covering a wide
range of activities. The basic regulatory provision
is the Industries(Development & Regulation) Act. In
addition, there are regulations like Monopolies & Restric-
tive Trade Practices and Foreign Exchange Requlatiocon
Act which have been framed with a view to checking the
growth of monopolies or market dominance and ‘regulation
of fqreign equity vrespectively. In addition, there
are certain other provisions which are contained in
various gquidelines and press notes issued from time
to time laying down parameters in respect of licensing
- related issues. Broadly, the Indian regqulatory svstem
has the following characteristics :

i) There 1is a broad division of industries on
the basis of ownership into public sector
(Government owned), private sector, joint sactor
(partly Government owned) and the foreign sectcr

(foreign equity of more than 40%).

1i) There 1is also a very broad, though flex:ble,
demarcation of area of activities assighed

tc each sector.




1ii) Industries are also divided 1into sectors on
the basis of investment in land and equipment
as small scale (investment upto Rs. 3.5 million)
medium and large scale, and also the "tiny"

sector.

iv) There are restrictions on import of technology

and capital which are governed by Foreign Ex-

c¢harge Requlation Act and import-export regulations.

v) There 1is prioritisation, c¢f industries but
such a prioritisation 1is basically relevant,
in the present context, with reference to import
of capital and technology, and ownership pattern
between foreign and Indian sector.

2. The entire regulatory regime as evolved over the
years is in consonance with the basic economic goals
of the Government, namely self reliance and allocation
of resources (both capital and material) iq\accordance
with pre-determined n?tional priorities. Res;ﬁrce alio-
cation is sought to be effected through the instruments
of licensing and regulating Financial flow through term
lending institutions and both these have been used to
channelise investment in the desired sectors. The Indus-
trial Policy Resolution of 1956 formed the basis of
the policy that has subsequently been followed. Although
the Government of India had passed an Industrial Policy
Resolution in 1948 itself, it only broadly defined the
role of industrial development in the overall economy
of the country. The Resolution passed in 1956 was more
precise and gave direction to the industrial development

of the country, and inspite of shifts in emphasis over




the years in licensing and related issues, the basic

structure created by the Industrial Policy Resolution
of 1956 stillrremains intact. Broadly., the Industrial

Policy Resolution of 1956 determined the following thrusts

for the industrial development of the country : .

i) It accepted implicitly the principle of a mixed
economy providing for the existence of the

public and private sectors:

ii) it placed the public sector at *commanding
heights of the economy” giving to it a major
role in generating the necessary impetus to

industrial development:

It categorised industries into three categories

[ N
("}
[T]
S

- the first being the exclusive responsiuvility
of the State, the second consisting of industries
where State was expected to take the initiative
in establishing new undertakings -but which
allowed the private enterprise to supplemen®
the efforts of the State: and the third included
the residuary industries the future development
of which was left to the initiative and enter-

prise of the private sector.

3. The policy spelt out in the Resolution of 1956 was

ceview~d from time to time and the Government came out
with Industrial Policy Statements in 1973, in 1977 and
in 1980. Basically all these Policy Statements reflected
the concerns and priorities of the Government of the
day and also took into account the changing scenario -
both domestic and international - and made corrections .
and adjustmeﬁts keeping these factors in view. For

instance, the Policy Statement of 1973 addressed itsclf




specially to the growth of industrial monopoly and market
dominance by unfair means - tendencies which were evident
at that time. It made certain adjustments to tackle
these tendencies by passing regqulations to check these.
Similarly, the Statement of 1977 laid special emphasis
on the interaction between the agricultural and industrial
sectors of the economy and segmented the industry further
by providing fo; what is known as the "tiny sector".
It also laid emphasis on development of village and
rural industries. The Statement of Industrial Policy
of 1980 takes into account the fact that the country
had reached a take off stage in the indust;ial develop-
ment and laid emphasis on optimum utilisation bf installed
capacity: achieving higher productivity, promoting

export-oriented industries: and producing High' quality

and internationally competitive products.

4. It is obvious that the policy quidelines or thrusts
indicated from time to time had less to do with the
ideological slant of the Government of the day than
to a recognition of the ground realities of the situation.
It can be said on hindsight that the policies which
have been followed over the years were all relevant
at the points of time when these were spelt out. For
instance, initially the private sector was not fully
developed and there were also gaps in the basic infra-
structure of industry which needed greater State partici-
pation and involvemenﬁ. There was also reluctance on
the part of private sector to invest in projects having

a longer gestation period and ofifering lower returns.




The situation, however, changed over the years and necessary

directional thrusts were given through policy pronounce-
ments, while taking cognizance of these changes. While
sectoral prioritisation of industries has been the key
note of policy over the years, concepts like the minimum
economic size, higher emphasis on quality and competitive-
ness, dgreater utilisation of installed capacity have
of late been given more importance. There has also
been a distinct liberalisation both in policy and proce-
dures for promoting rapid industrial growth. An important
concern which flows from the basic objective of self-
reliance has been the role of the foreign sector in
India's industrial development; While there have been
restrictions on injection of foreign equity in the Indian
corporate sector, there has been considerable liberali-
sation in this area also during the last few years and
the foreign sector has been assiéned a role in high
technology areas while. its participation 1is regulated
in svch a way that investments made are in tandem with

the priorities and objectives of State policy.

11.2 Stages of evolution of an industrial drug policy

5. It is in the above context that the evolution of
Industrial drug policy in India has to be seen. Sector -
specific policies have been determined by the Government
from time to time and the drug sector has, due to its
special characteristics, been considered for
a 3Separate treatment. No special policy for the drug

industry existed till 1962 and the initial forays into




the area of deterﬁining drug policy were also confined
basically to regulating the prices of end products to
protect the interests of the consumer. The Drug (Display
of Prices) Order, 1962 was the first of its kind and
this Order merely required all manufacturers, iﬁporters
and distributors of drugs to publish price 1lists of
their products and the Chemists to display such prices.
Subsequently, the Drug (Control of Pricing) Order, 1963
was promulgated freezing the sale prices of drugs at
the levels obtaining on 1lst April, 1963. Apart from
thgse. the drug regulation aspect has been taken care
of since 1940 itself when the Drugs & Cosmetics Act
was passed. But it is not the intention of treéging
the developments in the field of drug standards _;nd
drug regqulation as part of the process ;f"evolutiOn
of the industrial drug policy although significant progress
had been made in these areas also in the shape of develop-
ment of the Indian Pﬁarmacopoeia. These are, however,
proposed to be discussed separately, though briefly

under the heading of Quality control.

6. The rudiments of a drug policy can be traced to
the Drug (Display and Control) Order of 1966 which providead
for prior approval of the Government before increasing
the prices of any formulations as also the approval
of the Government of the prices of new drugs. Subscquent
amendments made tc the Order allowed for {(a) exemption

of drugs with pharmaceutical names from price approvals
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and (b) exemption of drugs evolved out of original rescarch

and marketed:' for the first time from the price contrcl.

7. It is for the first time thus that cognizance was
taken of R&D efforts and the control Order did not merely
concern itself with keeping the prices low in the interest
of the consumers although this continued to be the primary
concern. In 1966 the Government asked a Tariff Ccmmission
to study the cost Jstructure of 18 specified drugs sold
in bulk and single ingredient formulations manufactured
from these drugs. The Tariff Commission took a sample
of a few units for detailed cost study and made certain
recommendations. Based on these recommendations.the Drug
Price Control Order of 197C was promulgated with the
principal objeccive' to effect a measure of rationali-
sation in the prices of drugs and to build up a rational
system of price control. The order aimed at :

i) Reduction in the prices of essential drugs

which were high:

ii) Providing incentives to the industry to encourage
its growth from the basic stage and to develop
research facilities and expansion in a planned

manner:;
iii) Curbing excessive profits;

iv) Promoting diversification of entrepreneurst.ip

in the future development of the industry.

11.3 Hathi Comwittee and the 1978 policy

8. It would be seen from the above that while by 1970
the Government of India had taken sgome decisions with
a view to developing the drug industry, the primary

concern continued to be to check the prices in the 1ntoves!




of the coasumers. It is only in 1974 that the Government

ot India took a comprehensive look at the drug industry

and appointed a Committee under the chairmanship of Jaisukh
Lal Hathi who enquired into the various facets of druq

industry in 1India. This Committee is popularly known

as the Hathi Ccmmittee and was the forerunner of the

Industrial Drug Policy of 1978 which, for the first

time, covered all aspects of the drug industry. Therefore,
the Hathi Committee can real'v be said to be a landmark

in the historical evolution ¢ the drug policy in India.

The Committee was given the task of reviewing the status

of drug industry in fhe country and of making appropriate

recommendations with the following specific terms of

reference :

1) To enquire into the progress made by the industry

and the status achieved by it;

ii) To recommend measures necessary to ensure that
the public sector attains a leadership role
in the manufacture of basic drugs and formula-

tions, and in research and development;

iii) To make recommendations for promoting the rapid
growth of the drugs industry, and particularly
of the Indian and small scale industries sectcr.
In making its recommendations the Hathi Committee
will keep in view the need for a balanced regional

dispersal of the industry;

iv) To examine the present arrangements for the
flov of new technology into thn industry, and

make recommendations thereof:

v) To rcecommend measures for effective quality
control ol drugs, and for cendecing asgintance

to small scale units in this regerd;




vi) To examine the measures taken so far to reduce
the prices of drugs to the consumer and to
recommend such further measures as may be necc-
ssary to rationalise the prices of basic drugs

and formulations:

vili) To recommend measures for providing essential
drugs and common house-hold remedies to the
general public, especially in the vural areas:

and
viii) To recommend institution and other arrangements
to ensure equitable distribution of basic drugs
and raw materials, especially to the small
scale sector.
9. After considering the recommendations of the Hathi
Committee, the Government came out with a Drug Policy
covering a wide range of aspects of the industry. The
broad objectives of the Drug Policy annouriced in 1978

vere :-

i) To develop self-reliance in drug technology:

ii) To provide a leadership role to the public
sector:
iii) To aim at quick self-sufficiency in the output

of drugs with a view to reduce the gquantum

of imports:

iv) To foster and encourage the growth of the Indian
sector;

v) To ensure that the drugs are available in abun-
dance in the country to meet the health nceds
of our people:

vi) To make drugs available at reasonable prices:

vii) To keep a careful watch on the quality of produc-

tion and prevent adulteration and malpractices:




viii) To offer special incertives to firms which

are engaged in Research and Development; and

ix) To preovide other parameters to control, requlate
and rejuvenate this indu.try as a whole, with
particular reference to centaining and channelising
the activity of foreign companies in accord

with national objectives and priorities.

10. These objectives were sought to be achieved through
a number of measures covering broadly areas of licensing,
rational use of drugs and price control. The major
thrust of the apove-measures was to encourage development
of indigenous industry vis-a-vis the foreign dominated
industry on the one hand, and to control prices of a
large number of drugs in the interests of the consumer,
on the other. For achieving the first of these thrusts,
a number of restrictions were put on the foreibd'companies
(all companies were deemed to be foreign if they had
a foreign equity of more than 4C% ). These 1included :
Restricting them to the manufacture of "drug intermediates"”
from the basic stage: and to production of high technology
bulk drugs from the basic stage and formulations based
thereon”; restricting the import of technology for the
bulk drugs by the foreign drug companies in accordance
with the terms and conditions laid down by the Government :
requiring a foreign drug company having a turnover of
over Rs.50 million per annum cto have R&D facilities
within the country on which capital investment had (o
be at least 20% of theic net block and requiring thoem

Lo spend at least 4% of their sales Lucrnover as recurring




expenditure on R&D facilities. Foreign drug companics
were perceived at that time as making unduly large profits
specially on formulation activity because of their brand
strengths. It was also felt that the Indian market
was being used by thesé companies to push their products
developed as a result of R&D carried out outside India.
The idea, therefore, was not only to restrict the entry
of foreign companies to high-technology areas only but
also to ask them to have R&D within the country. This
was considered necessary to encourage basic stage manufac-
ture and to shift away from manufacture from penulti-
mate intermediates imported by most of these companies
from their principals at transfer pricing. Besides
rhese measures, the 1978 policy also laid emphasis on
encouraging dilution of foreign holdings in the foreign
companiés to levels so as to make the total foreign
holdings not more than 40% of the total equity. The
results of these measures were apparent after a few
years. The number of companies covered under the defi-
nition of foreign companies was as high as 38 in 1978
but it came down to 9 by 1986. Similarly the production
of bulk drugs by foreign companies was of the order
of Rs.560 million in 1978 but it came down to Rs.400
million in 1985. At the same time the production of
the Indian sector went up trom Rs.750 million in 1978
to Rs.1910 million in 1985 (at constant prices of 1979-80)
These figures, prima facie, indicate a sharp rise in

production of bulk drugs by Indian companies against




a corresponding decrease in the case of foreign companies.

But this may be deceptive in that a number of erstwhiice
foreign companies became Indian as a result of equity
dilution and to that extent their production got clubbed
with that of the other Indian companies. On the other
hand, even with equity dilution there was hardly any
change in the basic management characteristics of trans-
national companies whose management structure and the
focal points of decision making remained more or less
the same. This was so because of the widely dispersed
nature of the Indian equity.preventing; it from exercising
any clout to influence Management policies in a signi-
ficant manner and these continued to be determined as
per the global interests and strategies of~the toreign
transnationzl companies. Nctwithstanding th;sé observa-
tions, the fact rémains that the 1978 policy gave consi-
derable fillip tc the Indian sectur of the industry
which developed in a big way after the implementation

of the policy.

11. The other major thrust of the 1978 policy was on
price control of drugs, although the policy also took
care of some of the other concerns like discouraying
manufacture of formulations alone by prescribing ratios
on bulk drugs and formulation production for every company;
encouraging the use of generic names by decreeing that
in case of Analgin, Aspirin, Chlorpromazine, Fecrous
Sulphates, Piperazine and its salts, brand names shall

be abolished and only generic names shall be used.




All these measures together with the price control regime

vere primarily aimed at protecting the consumer against

profiteering.

12. The price control regime spelt out in 1978 policy
was more comprehensive than had been the case hitherto.
It provided for fixation of maximum retail prices by
the Government in respect of as many as 347 bulk drugs
and their formulations. It also provided for a normative
system of pricing. In the case of bulk drugs the price
fixation was to be based on a detailed cost-cum-technical
study providing for a fixed post-tax return. In the
case of formulations three different’' mark-ups on the
ex-factory price were prescribed. depénding. upon the

category to which a drug belonged.

.13. The mark-ups were again allowed on ex-factory prices
which in turn were determined by the Government on the
basis of prescribed norms. Thus the Policy provided
for fixation of prices by the Government on a fairly
large number of bulk drugs and their formulations and
the fixation of ex-factory prices was determined by

certain prescribed norms.

11.4 Impact of the 1978 policy

14. Even though the 1978 Drug Policy constitutes

a significant step in the evolution of a Comprechensive
Policy, its restrictive provisions particularly puvice
control regime tended to slow down the growth and inv st -
ment . Ironically this stagnation in growth was most




marked in the case of products which were regarded u=:

more essential for the common discases and for the masses
which was completely the opposite of what had been

intended. There was a fall in production in dfugs; like
Penicillin,  °~ Dapsone, ° Chloroquin. There was
also.a decline in investment and a number of Drug Companies
started moving away from pharmaceutical business tc
other activities. However, the objective of encouraging
the growth of indigenous industry was achieved in spite
of these constraints. This is shown by the increase
in the share of the indigenous sector in the production
of bulk drugs and formulations. This increased from
29% in 1976 to 65% in 1985. Besides, Table at Annexure I
which gives the production {1984-85) of 30 major drugs
would indicate that in a large number of cases the Indian

Companies had a hundred percent share in production.

15. These achievements notwithstanding, a review was
made of the impact of the various elements of the Drug
Policy and it was felt that the restrictive provisions
of the policy were certainly having a deleterious effect
on the Drug Industry as. a whole. A study conducted by

National . ?oupcil. of . Applied Economic Research in 1984-85 tended
to reinforce this view. The study had .examined 33 compariies and
came to ‘the conclusion that the profitability :of. the industry as
a vhole had come down. The study found that the post
tax profits of 5% of the units in 1977-78 were in the
range of 2-5% while in the case of one unit it was over
10%. In 1980-81 none of the sample units had enjoyed

A post tax return of over 8%. The number of units with




less than 2% pre-tax profit showed an 1increase from

6% in 1977-78 to 1l1l% by 1980-8l1. However. the number
of units whose pre-tax profit was in the range of 2-
5% remained unchanged during this period. Of the 33
units that the study had examined, 16 had a Profits
Before Tax(PBT).as percent of sales of over 10% in 1977-78
vhile it came down to 8% in 1981-82. While on the issue
of profitability the study cannot be said to be conclusive
for the reason that it confined itself to a limited
number of Companies and also did not go beyond the period
1981-82, the trends certainly indicated, if not a decline,
certainly a stagnation in the profitability of the Industry
as a whole. The Industry certainly attributed the decline

in profits and profitability to the restrictive price

control regime.

11.5 Measures for rationalization, quality control and growth of

drug industry in India

16. Government took up a review of the Industrial Drug
Policy of 1978 after considering the recommendations
and the reports of a number of Expert Committees set
up for the purpose and selL about to correct imbalances
in the earlier Policy. Government of India came out
with what it called “"Measures for Rationalisation,

Quality Control and Growth of Drugs & Pharmaceutical
Industry in India", 1in. December 1986. As would be seen
from the fact that the Government chose to call what
it announced in December 1986 a series of measur:s,
it continued to retain the basis of the 1978 Drug Poli

and the measures which were announced were in the nature

ol correct ive ot e, Another osoect which aad not heon




taken into consideration in 1978 was the formulation
of a National Health Policy. Such a policy was announced
by the Government of India in 1983 with the basic objective
of providing Health for all by 2000 A.D. The measures
_of 1986 seek to subserve this objective. A brief descrip-
tion of relevant portions of the Policy Statement would
give an idea about the context and the objectives which

the Government had in view while announcing these measures,
extracts from which are reproduced below :-

“The National Health Policy of 1983 marks a significant
step in the national endeavour to improve public health.
It reiterates 1India's commitment to the goal “Health
for all by the year 2000 A.D." through the universal
provision of comprehensive primary health care service.
The attainment of this goal requirgs an ‘gccelerated
development. of all inputs to the health ca;é system,
including essential and life saving drugs and vaccines
of proven quality. Drugs alone are not sufficient to
provide health care. However, if rationally used, they
do play an important role in protecting, maintaining
and restoring the health of the people and in controlling
pogulation. The Indian Pharmaceutical Industry has,
therefore, a vital role in serving thé basic health

needs of the people.”

."The Repoft of the Hathi Commitcee (1975) is an impor-
tant landmark in the development of the Indian pharma-
ceutical industry. The Hathi Committee ewmphasized the

achievement of self-sufficiency in medicines and of




abundant availability at reasonable prices of essential
medicines. Since 1975, the Indian pharmaceutical industry
has grown to be the most diversified and vertically
integrated pharmaceutical industry in the entire Third
World. The country has achieved self-sufficiency 1in
formulations and also in a large number of bulk drugs.
In 1984-85, imports of formulations were only Rs.10.17
crores or about 0.5% of the total formulation production
in the country and imports of 43 bulk drugs were negli-
gible. Technologies for the production of several bulk
8rugs, including antibiotics like Ampicillin, Amoxycillin,
Erythromycin, Anti-infectives like Sulphamethaxazole
and Trimethorpim, anti-TB drugs like Ethambuto-Cardio
Vascular drugs like Hethyl'Dspa: Analgesics iike Ibuprofen
and Isopropyl antipyrine: aﬁti-amoebics lik; ‘Metronida-
zole and Tinidazole, anti-cancer drugs like Vinblastine,
Vincristire and Cisplatin were indigenously developed.
The trade balance in pharmaceuticals is also improving
as a result of increasing exports. In 1984-85, exports
of drugs and formulations were Rs.217.49 crores while
imorts were Rs.215.62 crores. A wide range of bulk
drugs and formulations are being exported to several
countries, 1including the U.S. and the West European
countries. Some Indian firms have also set up production
facilities in other countries and are also engaged in
the sale of turnkey plants and technical services.

The diverse production and technological capabilities

developed by the Indian pharmaceutical industry are




valuable assets in achieving the goals of the National

Health Policy and in fully harnessing the export potential."

“While these achievements are impressive by themselves,
there are many areas where the industry has to re-orient
itself if it has to effectively serve the health needs
of the people. The present production pattern does
not adequately reflect the genuine requirements of the
health care needs of the country. The proliferation
of formulations and packs without adequate therapeutic
rationale is a matter of concern. While many firms
in the organised as well as small scale sector have
excellent internal testing facilities and a good record
of quality control and adoption of good manufacturing
practices, the same cannot be said of a large number
of firms manufacturing formulations. Thé:‘present
institutional and statutory arrangements for enforcing
quality control for registration of new formulations
for monitoring adverse reactions and for dissemination
of unbiased information about the safety and efficacy

of products marketed in the country are far from being

adequate.”

17. The Policy Statement itself indicated the key note
of the Policy as being ;abundant availability on a conti-
nuous basis, at reasonable prices of essential life
saving and prophylactic medicines of good gquality".
The emphasis thus shifted to the need to increase produc-
tion and the implied inference of the mariet forces
taking care of the prices after the production increascd.

A detailed enunciation of the . objectives of the new
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measures indicated that these aimed at :

(a) ensuring abundant availability. at reasonable
prices, of essential life saving and prophylactic

medicines of good quality:

(b) strengthening the system of quality control

over drug production and promoting the rational

use of drugs in the country:

(c) creating an environment conducive to channelising
new investment into the pharmaceutical industry.
to encouraging cost-effective production with
economic sizes and to introducing new techno-

logies and new drugs: and

(d) strengthening the indigenous capability for

production of drugs.

18. The above objectives were proposed to be achieved
by making changes in the policy and systems of :

(a) Rational use of drugs:

(b) Quality coantrol:

(c) Pricing Policy:

(d) Licensing Policy.
19. As regards (a) and (b) above, the new policy measures
proposed to strengthen the infrastructural facility
for quality control: to ensure internal testing facilities
to be maintained by the manufacturers: to give statutory
effect to Good Manufacturing Practices; to have a system

of certification by reputed institutions of Good Manu-

facturing Practices and of quality control products:

to make procedure for clearances of new drugs more stringent:

co strengthen packing and batching.

20. As regards the pricing and licensing policy, the




measures of December 1986, while retaining the basic
framework of the 1978 policy, aimed at liberalising
the existing procedures and systems with a view to channel-
. ising investment towards manufacture of more essential
drugs and implementing a system of control which would
be in conformity with the overall objective of increased
production, reasonable prices and abundant availability

of medicines.

21. Thus the measures of 1986 were more wide ranging
encompassing the health needs of the country and addressing
to certain basic issues 1like rationalisation of drugs
and pricing policies in a more pragmatic manner. The
emphasis had clearly shifted to increased production
by not only higher wutilisation of capacity but also
by channeling fresh investment in the drug sector by
making such investments attractive in terms of reasonable

returns.

22. Specifically, the measures of 1986 (a) strengthen
the infrastructure of quality control and internal testing
facilities and also make GMP a statutory requirement:
(b) reduce the span of control in pricing and also increase
the return or mark-ups to the manufacturers to ensure
reasonable profits: (c) define the role of the foreign
companies more clearly by specifying the list of products

. which these companies were allowed to enter; (d) while
récaining the importance of the public sector, give

definite signals for a shift in this basic policy also



by de-reserving certain items which were hithertc reserved

for exclusive wmanufacture by the public sector:(e) gi:
encouragement to indigenous R&D by delicensing of products
which were indigenously developed through 1local R&D:
(f) further liberalise the licensing regime by delicensing
94 bulk drugs: (g) allow for greater manufacturing flexi-
bility by broad banding 31 groups of bulk drugs: and
(h) regularize production in respect of formulations
being hitherto manufactured on the basis of questionable

approvals.

11.6 Impact of the "Measures"™ of 1986

23. The measures which were announced in 1986 have since
been implemented in full but it is too early to assess
accurately their complete impact. Nevertheless, 1if one
goes by the share market which is at any‘rate indicative
of the perception of the shareholder regarding the future
of a particular industry or a group of industries, these
measures appear to have substantially achieved the objectiv
of giving a boost to the industry, since the share prices
of most of the major drug companies have gone up since
1987. The trends of stock prices of a few éompanies,
namely, Hoechst, Sarabhai, May & Baker, Cipla, Claxo
are given in the graphs in Annexure II which would indicate
the buoyancy of share prices of these companiés during
a period quite relevant 1in the context of impact of
the Policy measures. Similarly, there has been significant
increasg in production in the case of a number ot key
products. A review by the Office of the Economic Adviser

to the Government o” India which covered 6 drugs. showed




an increase of 41.55% during April, January 1985 -—ver
April-January 1987. The data collected from another
source namely the Central Statistical Organisation for
the index of industrial production covering 13 drugs
showed an 1increase of 63.8% during Aprii—January, 1983
over. April-January, 1987. The data collected from a
third source namely the Drug Monitoring Cell of the
Department of Chemicals & Petrochemicals of the Government
of India in respect of 28 drugs showed an increase of
32.91% during January-March, 1988 over January-March,
1987. The above thfee sets of data are in respect of
different drugs and tae sources are also different.
The period taken is significant since it gives sufficient
time to enable the effect of the policy measures to
be felt at the ground level. As stated earlier, it
is still too early to realize the measure of the complete
impact of the various steps that have been taken bu:t:
the trends are indicative of at least the right responses.
Having said that, however, it is necessary to point
out that the policy measures have been subjected to
severe criticism from a number of gquarters particularly
the consumer groups and their representatives in Parliament
The measures have been variously described by the critics
as "pro-industry”, “anti-conaumer” and "“a sell-ou: o

the multinationals”. The pricing policy contained in

these measures has come in for a particularly scath:ng
condemnation by the critics and it is propcsed to disc:. .
this separatély at some length in the chapter on priciag

policies. But 1t appears that the underlying asasumpt:.n




in all this criticism is that the interests of the consumer
and the industry are diametrically opposite - an assumption
which is not necessarily correct. The fears which have
been voiced by the -critics of the measures are quite
genuine and indicate a concern for the intergsts of
the common masses. But it is too early to say whether
these are justified or not since the impact of the
policy has still to be fully evaluated. If it is measured
in terms of increase in production and a.buoyancy of
the industry. the impact so far has certainly been positive.

Whether these results serve the interests of the consumer

in the ultimate analysis - the underlying assumpiion
made in the 1986 policy pronouncements - only time can
tell.

24. The evolution ot industrial drug policy in India
has thus been gradual, based on an indepth consideration
of the various parameters and balancing of the various
goals of the Government in this sector. The Drug Poiicy
pronouncements have also been in tandem with the overall
economic and industrial policy of the Government and
of late the attempt at liberalisation and de-requlation
of the industry as a ;hole has been reflected in the

Drug policy measures too.




IT1.1 Parameters of licensin&

1. The broad parameters of the licensing regime 1in
India have already been spelt out in Chapter II. Basi-
cally, industtiQI licensing involves issuance of letters
of approval for manufacture and determination of para-
meters of product-mix and capacities. Industrial licensing
in the context of the drug sector has a connotation
distinct from approval to introduce a drug which 1is
based on clinical trials., and is given on consideration
of therapeutic efficacy and safety. Industrial licensing
is used as an instrument to regqgulate industrial production
in consonance with the objectives of industrial policy.
Self-reliance, .basic stage manufacture, encouragement
of domestic industry, discouragement -of monopolistic
tendencies have been the main planks of industrial , policy
in general. There have been shifts in the methods used
for acéieving these objectives over the years starting
from very strict regulation in the 60s or early 70s
to liberalisation in the 80s with more emphasis on utili-
sation of capacity, international competitiveress, high
quality of wmanufacture and wminimum economic sizes.

The 1industrial licensing for the Drug sector has been
in tandem with the general licensing policy. lHowever,
drug licensing, owing to the special characteristics
of the industry has certain features which do not exist

in the case of other sectors of the industry.




111.2 Foreign sector

2. To requlate the operations of the foreign sector,
the latest policy document of 1986 mentions that the
business operations of foreign companies would have
to be in accord with the national objectives and priorities
and that these companies would be cligible for entry
mainly in those areas where such an entry is desirable
from the objectives of better health care. According
to the policy document, companies other than foreign
companies would continue to be eligible for industrial
approvals in respect of bulk drugs which are approved
for use in the country and related formulations, subject
to sectoral reservations for public and small scale
sector. Thus the foreign sector which really means
all those companiéa having foreign equity of more than
40% is restricted to entry in areas in accordance with
the above priorities. Further, the latest policy identi-
fies these 3specific areas as consisting of 66 drugs

which are open to the foreign companies for manufacture.

I11.3 Delicensing, broad-banding, ratio parameters, and PMP

3. Another important component of the latest licensing
policy is the one relating to reduction of controls
by delicensing a number of bulk drugs. The overall
industrial policy of 1986 lays great emphasis on ensuring
"abundant availability of drugs” and consequently on
increase in production and for achieving this =sceks
to remove all bottlenecks coming in the way of high poduc-
tion. * It is in this context that the pnlicy talks of

progressive delicensing in addition to the 94 bulk drugs




already delicensed. These 1include anti-cancer ‘rug=
as wel] as all new bulk drugs developed through indizoncus
research. In effect, delicensing implies that no ;ricr

approval is necessary for the manufacture of a particular

product once it has been cleared for manufacture by
the Drug Regulation authorities. The scheme for progressive
delicensing is subject to the following criteria :

(a) Bulk drugs whose imports are allowed on Open

General Licence:

(b) Bulk drugs, whose production is limited to

three producers or less in the organised sector:

(c) Bulk drugs whose formulations are of essential

and mass consumption nature;

(d) Formulations and drug intermediates related

to bulk drugs which are delicensed.

4. In order to ensure higher utilisation of already
created capacity and flexibility of manufacture consistent
with the special features of the drug industry, 31 groups
of drugs have also been “broad-banded". This implies
that within the bands indicated the manufacturer can
manufacture any of the items without the need for a
specific approval for the same depending upon demand
at a given point of time. Other special licensing provi-
sions for the drug sector include determination of a
. Phased Manufacturing Programme, Ratio-parameters and
relationship between associated and non-associated formu-
lators. Phased Manufacturing Programme is aimed at
encouraging cost-effective indigenisation and basic
stage manufacture and ensuring that bulk drug production

is not confined to processing of later intermediat. s
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only. Phased Manufacturing Programme has accordingily

been determined for over 230 drugs and involves going
basic in a phased manner over a pericd of time the time-
frame varying from product to product. The viability
of the Phased Manufacturing Programme has been determined
in terms of the domestic resosurce cost of production

with suitable shadow rate of foreign exchange.

5. The concept of fatio parameters is very significant
from the poing of view of discouraging companies from
manufacturing formulations alone or in manufacturing
formulations in excessive quantities. There is a natural
tendency for companies to engage in formulation activity
which is less capital-intensive and less technological
intensive but promises higher returns depending upon
Brand-strength. 1In order to check this tendency, certain
ratios have been prescribed between the manufacture
of bulk drug and that of formulations. These ratios
are related to the size of the company as also whether
the company is a foreign company or an I;dién company.
In the case of foreign companies the ratios are more
weighted in favour of bulk drug manufacture than in
the case of 1Indian companies. All foreign companies
have to conform to a ratio of 1:4 between the bulk drug
and formulation production in terms of value. In the
case of Indian companies these ratios vary with the
ex-factory value of production, and range from 1:95 in
case of annual production upto Rs.250 million to 1:10

in cases of production upto Rs.100 million. It is thus




recognised that companies~ with a higher turnover - cuan
sustain higher levels of bulk drug production as comparecd
to those having a lower turnover.

I1I.4 "Non-associated" formulators

6- In order to prevent market dominance based on techno-
logical strength as distinct from Brand-strength in
the area of bulk drug manufacture, it has alsc been
provided in the licensing policy that all those companies
which are foreigrn and/or are covered under the provisions
of the Monopolies and Restrictive Trade Practices Act
shall market 50% of their bulk drug production to non-
associated formulators while other companies would market
308 of thne bulk drug production to such formulators.
This 1is primarily aimed at presenting market dominance
by large companies who may, on the basis of their techno-
logical strength in the bulk drug manufacture, deprive
the lesser endowed companies of their share of the raw
material by cornering it either themselves or through
their associates. While the licensing regime subserves
policy thrusts of the Government to a substantial degree
there are a few aberration; which have to -be- commented
upon. Thus, while the foreign companies are restricted
entry only into high technology areas, the definition
of a foreign company allows a large number of companies
that are foreign in character to be clubbed with the
Indian companies and to be eligible for entry into areas
reserved for the Indigenous sector. This is so becausc
the dilution of equity 40% does not necessarily change
the essential character of a company because of widely
dispersed nature of the Indian shareholdings.  The crat g

cism on this score is, therefore, valid to substantiial
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extent. This criticism is met only partly by the argumeont
of the equity dilution reducing remittances abroad consi-

derably  and distributing the profits within the country

to a greater extent. The basic poi.t of there being

no change in the essential character of the foreign
companies including their decision making structure,

even after equity dilution, still remains valid.

I11.5 JIampact and limitations of licensing

7. These reservations notwithstanding, the ground reality
is that the 1licensing regime has helped the 1Indian

companies to come up in a big way. While in the year
1984 among the top 5 companies in the drug sector in
terms of turnover 3 were of foreign origin (including
those having equity of 40% or less but foreign in origin!

wnile in 1988 this number came down to 2.

8. The concern for basic stage manufacture, the concern
with creating a strong base for indigenous industry,
the overall concern to increase production, the_éoncern
for preventing market dominance with a v}ew to protecting
the consumer, have all found place in the various elements
of the licensing system. It must, however, be mentioned
that over the years of evolution of industrial policy
in general and industrial drug policy in particular
in India, industrial licensing as an instrument has
ceased to be as potent in achieving the deciared goals
of Government policies as it was in the initial years
of industrial development. Other more effective instru-
men* -~ like channelising financial assistance from Govern-
ment institutions, tinkering with the tariff structure
etc. have been £ouna to be much more effective in recent

times for achieving policy goals.



CHAPTER 1V

Iv.1 AdminiECered prices — concept with reference to drug sector

1. The concept of 'administered_ prices®™ 1is common in
the Indian context and there are a number of industries
covered under this, 'notably among these are the steel
industzy, tue cement industry and the fertilizer industry.
Although the cement industry has been price decontrolled
recently, these controls =still exist in some of the
other sectors. Statutory price control is essentially
a means to protect the interest of the consumer used
in a situation where it is expected that the normal
market forces of demand and supply will not have a free
play. The concept of administered prices, however,
is somevhat wider and apaft from the interest of the
consumer, there is also an element of protection to
the domestic industry. What constitutes a ‘'fair price'
is also a matter of perception which varies from the
side one is positioned at. While it is commonly believed
that price.mntrols act to the disadvantage of the industry
this is not necessarily true in all cases and in some
cases the system of administered prices can lead to
encouragement of inefficient manufacture which 1is

inherent in any system based on a cost-plus concept

. particularly in the absence of competition.
2. The price control regime as it operates in the phatma-
ceutical industry sector is, however, far more complex

$

and detailed than is the case with the operation of

the scheme of administered pricing in the other sectors.




This 'is as much a result of an anxiety to protect the
consumer as of the nature of the industry itself which
has a large and multifarious product range as compared
to, say, the steel industry or the cement industry or
even the fertilizer industry. The primary objective .
of the statutory price control is obviously to protect
the <consumer by providing drugs at reasonable orices.
However, in the .case of price control in the pharmaceutical
industry, this mechanism has of late been also used
to provide incentives and disincentives for encouraging
certain pre-determinéd policy thrusts and for discourag-
ing certain tendencies. Of course, along with the protec-
tion of the consumer it has to be borne in mind that
the manufacturer also needs a reasonable return and
to that extent the price control system tries 'o balance

two apparently contradictory objectives.

IV.2 Principles and regu!atorz framework for drug pricing

3. The Drug Price Control system in India is based
on the principle of selectively ang?iegulatory framework
for the same is provided by the Drug Price Control Order.
The Order 1lists certain drugs for which prior price
approvals of both bulk and formulations from the Govern-
ment is required. Further, it lays down the parameters
and the procedure for such price fixation and specities
certain penalities including recovery of overchan;eid .
amount in the event of the breach of the provisions.

In addition to the requirement of seceking prior approval

in respect of specified bulk drugs and formulation:,

the Order also prescribes in information Format for ecven




those drugs which are not in the price controlled category

to enable price monitoring of these by the Government.

4. The Drug Price Control Order was first promulgated
in 1970 but it was made more elaboraté and detailed
in 1979. Although it was amended in 1987 by reducing
the span of control to a considerable extent, the basic
framework provided in the DPCO of 1979 still remains
and the principle of selectivity has been retained..
While discussing the various provisions of price regulation
as also the implications and impact of the same, the
DPCO of 1987 would form the reference point for the

purposes of this analysis.

iv.3 Procedure for pricing of drugs

5. Price control as also tariff control - in the drug
sector have to focus on the following product groups:

(a) Bulk drug
(b) Formulations

(c) Drug intermediates
The price regulation procedure varies in respect of
each of these products. In fact, in the case of drug
intermediates there is no price control although there
is regqulation on ta;iff;. In respect of bulk drugs
and formulations the underlying principle behind the
price fixation is that of a normative system of pricing.
This is significant in that except for the cost of raw
materials (which also incidentally is based on informalion

available with the agency fixing the price and rot nece:

ssarily based on the claim made by the company) there

are prescribed norms for all the other activities o




conversion, packaging etc. and actuals are not considered.
This is an important issue of contention between the
industry and the Goverament since according to the industry
the actuals rarely correspond with the norms and are
invariably higher. On the other hand, it is also expe-
rienced that at times the actual costs are really lower
than the norms. In any case, the implications and the
impact of the system would be discussed in some details
in the following paragraphs. First about the procedure

itself.

6. Bulk drugs : Manufacturers of bulk drugs are given

the following three options for determining the basis
of fixing the ex-factory price :

i) 14% post-tax return ‘on net worth:
ii) 22% return on capital employed:
iii) Long term marginal costing with 12% internal

rate of return in the case of new plants.

Government fixes the fair price of bulk drugs on the
basis of any of the three options exercised by the manufac-
turers concerned, by conducting detailed cost-cum-technical
study. This cost-cum-techniqal study involves the analysis
" of production of a number of manufacturers but makes
certain assumptions regarding conversion norms as also
input costs like the cost of utilities etc. It also
assumes a certain minimum capacity wutilisation which
may or may not correspond with the actual utilisation
of capacity. The purpose behind this is to encourage
efficient manufacturers, on the one hand, and on the

other, to give adequate protection to new plants in




the matter of price determination. The fair price deter-
mined by the Governmeant is normally valid for a period
of thfee years and has an inbuilt escalation formula.
Expenses which can be treated as costs and the allocation
of these expenses on individual prpducts is also determined
on the basis of certain guidelines and practices but
recently it has been provided that all expenses on basic
research even those which cannot be directly attributed
to a specific product shall be considered while computing

the ex-factory price of a bulk drug.

7. Formulation pricing : There are two elements in

fixation of formulation prices - one is the determination

of category to which a bulk drug and its formulation

~
~

belongs and the other ‘involves  fixation of ‘the price
according to a formula based on the prescribed mark-
up. The Drug Price Control Order, 1979 had prescribed
three different categories of bulk drugs and its formula-
tions which permitted respective mark-ups of 40%, 55%
and 100%. The Drug Price Control Order of 1987 had
reduced these categories to 2 in line with the objective
of the Government to “"reduce the span of control”.

This objective is further subserved by reducing the
number of bulk drugs and formulations based thereon
under control from 347 in 1979 to 116 now. The mark-
up allowed to formulations of these two categories has
also been increased to 75% and 100%. Thus, apart from
tive span of control being reduced, the manufacturer

had been given a much higher return by way of higher




mark-up indicating recognition of the fact that the
earlier mwark-ups were totally unremunerative and 1in
some cases did not even cover the operating costs.

A word about the basis fcr categorisation. The principle
of selective price control on which the 1979 DPCO was
based has been retained but the manner in which drugs
in controlled category have been determined appears
to be more rational in 1987 than was the case in 1979.
Government had appointed a Committee consisting of experts
from vearious disciplines inéluding costing, medical
profession eic. to draw up a list of essential drugs
to be included under Category II of the DPCO, Categoryl
consisting of d;ugs used for the National health programme.
Thus the Category I 1list of drugs which had a lower
mark-up of 75% was in a way pre-determined and.was condi-
tioned by the requirements of the National health programme
while the Category II 1list which allowed higher mark-
up of 100% was drawn up by an Expert Committee. This
Committee considered a basket of drugs consisting of
the drugs included in the WHO list of essential drugs
glus an almost equal number of other drugs- which the
Committee felt were relevant to the Indian conditions,
The Committee thereafter applied certain exclusion cri-
teria based on economic parameters and came up with
the final list. The underlying objective was to keep
only those drugs {(out of the basket which the Committee
considered to be essential) under the price control

which did not allew for the operation of free market
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forces to stabilise their prices. The exclusion criteria
of the Committee included considerations 1like number
of manufacturers, share of the market and so on plus
as a deliberate and conscious incentive to R&D, those
drugs the process of which had been indigenously deve-
loped. The Government considered the recommendations
of this Committee and by and large accepted the same
and incorporated these in the shape of the Schedules
to the DPCO 1987. Thus the principle of selectivity
tampered with the concept of essentiality has been the

hallmark of the DPCO of 1987.

8. The formula for calculating the maximum retail price
of formulation has two components, namely, (a) ex-factcry
cost (b) mark-up. The ‘ex-factory cost is sum of the
material cost, conversion charges, packing material
cost and packaging charges. But as in the case of bulk
drugs the ex-factory cost is arrived at on the basis
of applying prescribed norms to various activities like
conversion, packing material and so on and not on the
basis of the actual cost. The mark-up consists of all
the costs including distribution and selling expenses
as also the profit to the manufacturer, and is a percentag
of ex-factory cost.

9. There are certain incentives provided in the pricing
regime to subserve certain objectives of policy. These
include - Lotal exemption f(rom price control to industiies

in the small scale sector: exemption from price contto)

for a period of S5 years in respect of drugs developed
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through indigenous R&D: exemption from price control
in respect of drugs having new delivery system: exemption
from price centrol of all drugs sold under generic name.
It is clarified that in case of price-controlled drugs,
Government only fixes the waximum retail prices and
manufacturers are free to sell at prices lower than

these.

IV.5 Tariffs

10. On tariffs, the basic policy of the Government 1is
to complement the measures in the areas of 1licensing
and pricing by progressively reducing Emporc and excise
duties and to ensure that the cumulative incident of
duty on the bulk drug is higher than that on the inputs
and the drug intermediates. There is, however, no control
o~ the prices of the drug intermediates.. Most of these
are petroleum based and their availability Qnd price
depend to a large extent on the availability and price
of petroleum products. In fact this is a gap 1in the
entire policy where the price of the end-product 1is
sought to be controlled while there 1is no control on
the prices of inputs. This is further complicated by
the rapid fluctuations in the value of the rupee 1in

the international market in recent times ;onsequently

increasing the landed cost of imported inputs and thus

putting an:additional strain on the price control mechanism.

IV.6 Analysis of DPCO, 1987

11. Brief analysis : An analysis of the Control Oriler

of 1987 almost a year after it had been promulgar.d

resulted in the following revelations :




1)

ii)
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although there was such a lo: of emphasis on
reducing the span of control, it was found
that actually this had not come down by anv
substantial degree in terms of the wvalue of
production. The number of drugs under price
control had certainly been reduced to less
than half thereby facilitating the work of
the Government machinery in processing price
approval applications but in terms of turnover
the reduction in the span of control was only
around 5-6% as compared to the DPCO 1979.
The objective of making the price control mecha-
nism more manageable had been achieved but
fro the point of view of industry as a whole
the turnover under price control did not undergo
substantial change. Obviously, the high turnover
products are still wunder price control. -A
sectorwise analysis showed that the Indian
private sector enjoyed the maximum degree of
decontrol on production turnover being 27.8%

while it was 25.4% in the case of the foreign

sector. However, in terms of comparison with
the position obtaining in 1979 the biggest
gainer was the public sector since under the
1979 DPCO almost its entire production was

price controlled.

While on the basis of statutory price fixation,
the range of increase in the bulk drug prices
was between minus 18.4% to 117% (the increases
having taken place because of increase in the
cost of inputs over which the manufacturers
had no control) in the case of formulations
the average increase in respect of the deccntrolled
category of drugs was around 30%. There were also
cases where the prices of the decontrolled category
of drugs had come down. However, the figure of
around 30% was a weighted averaje and there wece!
individual cases of much higher increase'in the prices but-
most of these telaéed to extremely Jow turnover items. All
this tends to réin(orcc the view that competition

had set in . the decontrolled category as
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a result of an expectation of higher rveturns
prompting a shift- towards manufacture of Jecon-
trolled drugs and the market forces had given
a degree of stability to the prices which had
not risen to the extent that might have been

expected on the basis of a ‘'lid-off' effect.

[N
[N
b 4

There were a number of drugs both bulk and
formulation which came under the price contrvolled
category but which were selling in the market
at prices much lower than those fixed by the
Government. Notable among these were Ampicillin
and Amoxicillin. Both these products had a
very large number of manufacturing units and
here again market forces butteressed by competi-
tion had helped in keeping the prices under
check, even lower than the statutorily fixed

prices by the Government.

IV.7 Criticism of the price control regime

12. Perhaps no aspect of the industrial drug policy
has been subjected to so much criticism~‘and pressure
from different quarters than the one relating to price
control. The criticism of the price control system
is on diametrically opposite counts from, on the one
hand, the consumer groups supported by the Members of
Parliament and, on the other, from the industry. Taking
the criticism of the consumer groups first, the criticism
is on two counts : One, that Government has gone too
far in decontrolling prices and in increasing the mark-
ups to the industry and two the selection of drugs for
purposes of price control is arbitrary and quest:ionable.
The concern for the intereust of the consumer i . country
where significant portions of the population live below

the poverty line 1is wunderstandable and Justified but

it is not certain that more rigid controls and less




remunerative prices to the Industry would serve the
cause of the consumer better. The experience of the
1979 drug policy wvhich allowed comparatively lower mack-
. ups and also had a much larger basket of controlled
drugs showed that a number of companies w2re moving
avay from the pharmaceutical businass to cther activities
and also there was a sharp decline in the production
of some essential drugs - although not in the overall
production of drugs. There are no easy solutiens tc
this problem.-though,and perhaps one approach that couid
be considered is to subsidize on a selective basis the
distribution of drugs to the poorer section of the
society by the Government. | Another point that nceds
to be considered is the cost of medicines in the total
cost of medicare. Medicines constitute an _important
pot
though énecessarily a dominant input 1into the health
care and while there is need to keep the prices of medicines
in cﬁeck a view also needs to be taken on the cost of
other inputs in health care which are outside the purview
of any control. However, the second point of criticism
regarding the arbitrariness of categorisatiorn of drugs
into price controlled and price decontrolled ones, would
appear to be more valid. Although the latest DPCO promul-
gated by the Government in 1987 is based on a more cational
exercise than its predecessor, the inherent shortcomings
. in the concept of sgelective productwise price-control

nullify the fruits of all such exercises and no amouont

of rational basis can protect those involved 1in such




exercise . from the charge of arbitrariness. Perhaps
the answer to this problem may also lie in moving away
from product-wise control to some other methods of contro-
lling prices. Some of these approaches have been discussed
later in the chapter dealing with conceptual framework
of a model v industrial drug policy but it is considered
necessary to highlight these concerns at this juncture,
not with a view to depicting the existing regime as
a policy failure but to highlight the difficulties involved
in formulating a rational price control system. It
may also be added that in addition to the product-wise
price control, tke DPCO has a ceiling on profitability
on formulation activity which QarieS'from 6-11% depending
on the turnover of a unit. Significantly, the ceiling
relates to formulation activity alone and ‘qpt to the
bulk drug activity. This is an obvious attempt to check
profiteering as a re;ult of brand preferences which
are predominant in formulations alone. There could
thus be an alternative and simpler approach based on
a statutory profitability ceiiing to protect the consumer

from unvarranted profiteering.

13. The cciticism from the manufacturers centres round
(a) wrong cateéo;isation of drugs for purposes of
price control and (b) inadequacies in the system of
price firxation i*self. As regards (a) this is a concern
which is shared by consumer groups also and has already
been dealt at length in the foreqgoing paragraphs. AS

regards (b), according to the industry the price control




regime suffers on two counts, one the insisteqce on
normative system of fixation cof prices rather than the
actuals and, two, the delayvs involved in getting price
approvals. Both these factors tend to erode the profitabi-
lity of the companks and it is being represented on behalf
: of the industry that they should be allowed price fixation
on the basis of actuai costs of raw materials and other
inputs. Interestinély, there is very 1little concern
with the quantum of mark-ups that are presently allowed
vhich seem to be adequate and perhaps the market itself
may noé be able to absorb higher mark-ups than what
had been allowed. It is, however, true that dela?s
in price approvals result in the industry not even getting
what is due to it in terms of Government-determined
norms, in time. Delays in_ giving price approvals are
inevitable inspite of the best efforts. In a situation
prone to inflationary pressures as also fluctuations
in the exchange rates in the international market, the
pressure onr the requlating system is further increased
and it does not have the flexibility either to remove
delays altogether or to undertake price-revision exercises
with the frequency demanded by rapidly fluctuating input
costs. Thus both on'the counts of administrative expediency
as also intrinsic merits the present situation demands
: a fresh approach to the price control regime which should
be effective as well as flexible and satisfy both the
consumer as well as the manufacturer. From the analysis
of the immediate impact of the DPCN 1987 indicated in
para 11, it would be tempting to argue for a total price

decontrol since the market forces have tended to play
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a more dominant role in the recent past. However, given
the nature of the Drug Industry and the fact that perfect
market conditions, in the best of circumstances, rarely
exist, even less so,-in the drug sector, some kind of -
pPrice control or at least monitoring of prices backed
up with a mechanism which enables the Government to

take quick corrective action, appears to be still necessary
and the stage for a complete decontrol does not appear
to have been reached as yet, even though there is a

strong case for relaxing controls in a phased manncr.

IV.8 1Impact of price control system

14. The above gaps notwithstanding, the existing price
control system has certainly achieved the basic objective
of keeping the prices. of drugs low. This is so even
though the prices of bulk drggs as also the intermediate
chemicals are higher in India as compared go the correspond-
ing international prices. While the ratio between indigenous
prices and adjusted international prices of major chemicals
used for the m-rnufacture of drugs varies from 1.056:1
to as high as 3.43:1 and that of major bulk drug prices
from 1.33:1 to as high as 4:1, the prices of formulations
of most of the drugs are much lower in India as compared
to those prevailing in the International ﬁarkets. Formu-
lations 1like Aspirin, Tetracycline, Vitamin-B, etc.
are seliing at much lower prices in India as compared
to those prevailing in the U.K. and some other Western
countries. It is, therefore, remarkable that cven with
‘higher input costs the prices of formulations have been

kept at levels which are not only reasonable nut choeap

from international standards. Some of the reasons for




this apparent anamoly could be, apart from the statutory
price controls, (a) the material costs in India are
less than 35% of the retail price and thus there is
a wide margin for absorption of part of the higher bulk
drug prices (b) the industry in countries like USA is
more governed by brand competition than price competition
and producers -do not necessarily have to bring down
the retail prices in line with costs particularly in

cases where product performance is well established.

15. Apart from the comparison with international prices,
drug prices in India have also increased to a lesser
extent as compared to the prices of other commodities.
Thus with 1970 base price as 100, while the prices of
commodities in general rose from 105.6 in.1971-72 to
450.4 1in 1978-79, Drug prices during the same jeriod

rcse from 99.7 to 222.4.




CHAPTER V

R&D, INDUSTRIAL USE OF MEDICINAL PLANTS

V.1 Concept of R&D in the drug sector

1. R&D connotes with reference to the Drug Industry,

broadly three types of activities :

(a) Development of new molecules and drugs wvhich

can be termed as basic research:

(b) Process and product development - the latter
in case of formulations and not coming in the

purview of isolation c¢f new molecules:
(c) Resolution of plant-specific bottlenecks and
related process problems.
2. vhile most companies allocate their R&D expenditure
on all the above three gctivities, for the purpose of
discussion here the activity indicated at (c) above
is being excluded since it does not eﬁtirely qualify
as an R&D activity leading to substantial developwents

in the area of drug manufacture of a general nature.

V.2 Government policy on R&D

3. Government policy in India has been concerned with
development and encouragement of R&D right fLrom the
beginning but it was in 1983 that a Sub-group ot National
Drug & Development Council was set up to give specific
recommendat ions about steps to develop R&D in the Drugs
Sector. The recommendations of this Sub-group were .
quite wide-ranging but those relating to provision of
incentives for R&D are briefly aiven below

(i) Since research costs have to be met  out  of
the generation of revenue  from  sales

necessary that the  pricing  system e bd b




so devised as to enable the units engaged 1n

basic R&D to recover such costs.

11) Custom ducy should be waived on the 1import of
capital goods, such a waiver presently being
available to R&D units attached to non-commerc:ial

establishments only.

iii) There should be a weighted rebate under Secticn
35 (2A) of the Income Tax Act for sponsoring
research 1in Universities, medical and phavrmacy

institutions and inhouse research units. -

iv) Liberal 1licensing policies should be followed

for products developed through indigenous research.

4. These recommendations were considered by the Govern-
ment and by and large accepted in principle. Concrete
policy measures containing incentives to encourage R&D
in the drug sector were announced from time to time.
The major incentives that are available at present for
this activity are : (i) All new bulk drugs and related
formulations have been brought wunder the scheme of

delicensing which means that specific approvals for
manufacture of these drugs shall not be required once
the Drug Controller has cleared the production of such
a drug:; (ii) all drugs, the process of manufacture of
which has been developed through indigenocus RXD are
exempted from price control for a period of 5 vyears
from the datc of commercial production; (iii) all formu-
lations based on new drug delivery systems are cxowptod
from price control; (iv) it has been recently devcided
to allow the entire expenditure on Ua;ic rescatchoasn

cost while computing the e¢x-tactory price of o buls

drug.
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V.3 R&D infrastructure in lIndia, basic _and process research
5. A fairly strong infrastructure for R&D exists becth
in the Government and the private sectors in India and
the two are complementing the efforts of one ancother.
Research laboratories 1in the Government sector like
Central Drug Research Inétitute, and the Regional Research Labo-
ratories.are engaged in developing new processes as also
new molecules. Quite often there is a tie-up between
the industry and the laboratory for taking up research
in a specific area and often such a research project
is partiy financed by the concerned company. Similarly,
the public sector drug companies have their own fairly
well developed facilities of both basic and process
R&D.
However, when one compares the levels of R&D expenditure
incurred by the industry in India (excidsive of direct
Government expenditure through research 1laboratcries
etc.) with those in the advanced countries, these are
quite low. The 1Indian industry spent around Rs.480
million on R&D which comes to about 2% of it:s tutrnover
although a number of Indian companies spent as much
as 4% of their turnover on R&D. The above figure relates
to the financial year 1985-86 and is a substantial
improvement on the figure of Rs.105 million spent on
R&D in 1976-77 both in real terms and also as percentage
to the sales turnover which was 1.05 at that Ctime. .
As against this, according toc available intormatior,
expenditure levels on R&D by companies like Upjohn's

(380 million US dollars) Merck (650 million U5 dnllars)

Pfizer (219.8 million U5 dollars) Are oven tndy -

vidually much mbre Lhan those of the catre




Iindian industry. In terms of percentage to turnover
also the expenditure in the West is around 8-9%. It
would, prima-facie, appear from these fugures that the
Indian companies have a long way to go particularly
in the area of basic research. But a closer scrutiny
would show that the problem is related to the size of
turnover also and the level of expenditure of the trans-
national companies mentioned above can only be sustainced
by their global scaie of operations. This 1is a point
which is reinforced by the recent trends of mergers
in the drug sector the world over to absrob escalating
R&D costs. There might thus be a case of research of
this kind capable of being undertaken by companies having
global operations'which gives them access to larger
markets. Besides the high costs involved, basic research
is also time consuming and the returns are uncertain.
Discovery of a new drug can cost as much as Rs.600 to
1200 million and take as long as 10-15 years requiring
the synthesis and screening of 15-20 thousand organic
and inorganic compounds to discover therapeutically
efficaciouvs molecules. Given the scales of operations
of most Indian companies (a maximum turnover of around
Rs.800-1200 milliop annually), it follows that the major
thrust of R&D activity has to centre on process ang
product development rather than development of new bLulk
drugs. It would be noticed that incentives provided
by the Government for R&D also focus mainly on process
research. This is not to suggest that no basic rescarch
has taken place in India. On the contrary, the expendi-

ture on R&D by Indian drug industry although low from




international yardsticks 1s still quite high comparcd
to other sectors of the industry. It is in fact higher
than that of most other sectorsas a percentage of turnover.
Annexure III gives the industry-wise comparison of expendi-
ture on Ré&D. Over.IOO companies in India have Inhouse
RED facility recognised by the Government and 9 of these
spent more than Rs.l0 million per year on this. Even
though, for the reasons indicated above, a major portion
of the expenditure on R&D in 1985-86 '(Rs.280 million
which comes to 60% of the total) has been spent on process
and product development, whatever amount has been spent
on basic research (Rs.200 million) has yielded good
results. Quite naturally, basic research in India is
focussed on finding drugs for the tropical diseases
like amoebiasis and malaria (which has recurred ;ecently).
Apart from the two public sector undertakings, Indian
Drués & Pharmaceuticals Ltd.(IDPL) and Hindustan. Anti-
biotics Ltd.(HAL), there are just around six Indian
drug companies engaged in basic research. But these
have extensive facilities for synthesising. isolating
and screening hundreds and thousands of synthetic and
plant products. Even though the discovery of- final
products i.e. therapeutically effective drugs has been
limited to a few, CDRI and other laboratories ha;e come
out with a large number of chemical molecules which
have a potential for being screened and tested for theta-
peutic efficacy and it {3 the latter activity because
of costs and time involved that the laboratories ave

unable to undertake on a sa«ale which 15 necessary.




Some of the drugs that have been developed in India
as a result of basic research are given below:

Sintamil, an anti-depressant dJdiscovered by Hindustan
. Ciba-Geigy has reached the second rank in sailes

in its -segment within a few years of introduction.

Tromaril, an anti-inflammatory drug., discovered

by RRL Hyderabad, and marketed by Unichem Laboratories.

Hamycin, an antifungalagent, discovered by Hindustan

Antibiotics.

Centimazone, an anti-thyroid agent, from the Central

Drug Research Institute, Lucknow.

Forskolin, an anti-glaucoma and cardiotonic agent,

discovered by Hoechst 1India.

Satranidazole, an anti-amoebic and anti-trichomonal
agent, from Hindustan Ciba-Geigy.
6. Apart from these, there are more than 20 others
which are at an advanced stage of clinical trials one
of which 1is an anti-arthiritic drug developed by IDPL

and has reached the final stages of clinical trials.

V-4 Research on medicinal plants
7. The 1Indian region 1is extremely well-endowed with
rich flora and a lot of drug research is concentrated
on material of natural origin. A number of Indian com-
panies have taken up investigation of potential of plant
life as starting material for use as intermediates 1in
. the manufacture of bulk drugs. The work 1in the area
of explcitation of medicinal plants for industrial :..s
is two-fold. On the one hand, it involve:s separar1on

of therapeutically efficacious active ingredient:

the herbal plants that are in existence either (ot u.e




as a drug or an intermediate., and on the other, it 1nvolves
cultivation of these plants on a commercial scale.
The latter involves genetic upgradation, and improvement
in utilization and extraction processes. An illustration
of this wvork is mentha crop producing 13% higher hetb .
yield and richer mentha content. An example of successful
isolation of active therapeutic inaredient from plants
is the work on Rauwolfia Serpentina. The dioscorea
tuber is used in the manufacture of a number of steroidal
compounds including corticosteroids, androgens, estrogens,
etc. A number of medicinal plants have been investigated
apart from the above and used for drugs like Solasodine
(plant Solanum Khasianum), Sennosides (Senna), Menthol
(Mentha arvensis), Vinbalstine and vincristine (Vinca
Rosa), the latter being effective Antifcanéer_ Drugs .
Diosgenin which i3 an important intermediate for a number
of drugs has been extracted from Dioscorea which
is being grown in the Northern and Eastern parts of tne

country.

V.5 Herbal Blants and traditional system of medicine

8. Apart from drugs obtained after isolating active
chemical ingredients conforming to the standafﬁs laid
down in the pharmacopoea, a number of drugs based on
herbal plants have also been developed in the traditional
system of Indian medicines like Ayurveda and Unani.
These are natural products and do not necessarily involve
extraction and 1isolation of an active ingredient bul

find a wide-ranging usc a5 such particularly foo common

ailments like coughs and colds. Chronic ailments 1ike




allments of the liver also respond to some of these
drugs effectively. One example of such drugs 1is the
preparation popularly known as Live-52 which is based
entirely on substances of herbal origin. Companies
like Dabur and Zandu .Pharmacy have done a lot of work
on these products. The traditional Indian system of
medicines like Ayurveda and Unani also have a distinctive
system of diagnosis and treatment of diseases which
is different from the allopathic system arnd the use
of medicines by practitioners of these systems has to
be considered on a different footing which would be
beyond the scope of this paper. It must, however, be
mentioned that the Industrial Drug Policy of 1986 does
talk about encouraging the traditional Indian system
of medicines and also for developing appropriate pharma-
copoeial standards for the same. It is recognised that
given the present level of access to modern medicines
in India, which is very low, and given the fact that
large sections of the Indian population which live
in villages not only suffer from problem of affordability
of medical treatment but al;o have an inherent faith
in the traditioqal system of Indian medicines, it is
but natural that the traditional system of medicines
in India should receive an equal, if not, higher importance
in the overall health care scheme - of the country.
However, an interesting development in recent times
has been the entry of a numbev of companies in the crganised
sector, both 1indigenous and transnational, in the area

of so0-called "Home remedien which can be used without

medical presacription. Some of these medicines are Vicks,
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Amrutanjan, etc. which are supposedly effective in curing
aches and pains and have an increasing demand. These
are not prescribad by medical practitioners either of
the traditi.nal system or of the modern system of medi-
cines but are generally used by the consumers themselves.
These preparations are, characterised by the fact that
they are all herbal-based and do not.. conform to any

pre-set pharmacopoeial standards of chemical entities.

V.6 Advances in process research

9. As already indicated, the focus of R&D in India
has been and continues to be on process and product
development. This has also been helped by the present
patent protection laws prevalent in India which afford
protection to the process patent. The underlying thread
in the industrial policy in the drug sector has all
along been the goal of achieving self-reliaqce.@n order
to reduce pressure on scarce foreign exchange and a
consequent thrust on basif stage manufacture. The emphasis
on basic stage manufacture and backward integration
in production which has been central to the Indian drug
policy all through has triggered, 1indigenous research
in development and improvement of processes. As a result,
more than 250 bulk drdgs are manufactured in India from
the basic stages. During the last two decades or so,
the Indian drug 1industry has indigenously developed
and improved high technology processes involved in the
manufacture of over 100 essential basic drugs. A Jarge
number of companies have successfully upscaled highly

complex processes from the pilot plant to the commercial

scale.




10. During the early part of the development o: the
drug industry in India, a number of drug companies cstab-
lished high process technology in manufacturing Ant:ibviotics,
Sulpha drugs and Vitamins from the basic stage. These
included Penicillin, INH, Sulphadiazine, Dapsone, Vitamin
. A and Bl2, Prednislone, Betamethascae, Corticone, ‘hlor-
amphenicol, Amodiaquin, Tetracycline, PAS, Diethyl .carba-
mazine, etc. Since then, basic stage process ha: been
developed for the manufacture of many more new es:s-ential
drugs which include 1Insulin, Salbutamol, Epheirine,
Chlorpropamide, Ibuprofen, Metronidazole, Mekenda:ole,
Naproxen and Tinidazole. One of the challenge: that
has been faced by the R&D tezms has been development
of processes based on locally available statrting material..
With availability of foreign exchange always posing
problems, development of indigenous substitutes and
processes based on these with a view to effecting 1mport
substitution has been a vital objective and to that
extent, technologies 1involving imported intermcdiates
or raw materials have to have a lower priority. The
process development exercises have not been confined
to the field of synthetic drugs alone but have also
seen improvement in fermentation techniques a: well
as development of new strains. A seven stage process
. for testosterone has novw been reduced to two :tages
and methanol extraction has been simplified to o one-

stage operation as a result of innovative development .

11. There has also been considerable stress on development

of optimum dosage forms in formulations. Incien drug




companies have undertaken extensive phyto-chemicals,.
bioavailability and clinical sub-studies to ey plore
absorption, dispersion and dissolution rates and drug
inter-action. This has resulted in evolving bhetter
drugqg deiivery systems as also produciny drugs of a bLetter
quality. A number of new products have also been launched
in the shape of formulations notable among these being
new dosage forms of Ranitidine, Cimetidine, Cephalosporin
and Nifedipine etc. However, there are a number of
areas which require attention for further development.
Some of these areas of urgent relevance to the Indian
context are :-

(a) Immunoprophylaxis and immunodiagnostics etc.

(b) Beta~Lactam antibiotics.
Recent developments in the fields of genetic engineering
and bio-technology have made available a large number
of technologies for the prqduétion of new and improved
Vaccines, Hormones, Antigens and other biological products
useful for immunisation, making immunoprophylaxis an
important option in the mass health care particularly
in India where a number of infectious and communicable
diseases of ©bacterial, viral and protoszoal origins
still take a heavy toll. Hence the need for sustained
R&D effort in this field. Similarly, the newer Betalactam
antibjotics will find increasing use as speciality drugs
for highly specified problems and this area would need
special attention in terms of R&D, even though some

of the Cephalosporin group of drugs are already being

used in the country. It i3 necessary to pay special




attention to development of those products which have
the special virtue of highly selective action against

micro-organism with minimal toxicity.

V.7 Technolosx transfer and ugsradation

. 12. The questions of technology transfer and technology
upgradation are closely ingerlinked to R&D. A basic
pre-requisite is the presence of a strong and-resilient
infrastructure to absorb the transferred technology
and even to upgrade it. However, before analysing the
results of technology transfer in the Indian context,
it may be useful tc see how the process development
has accelerated the development of the Indian drug industry.
The chart given in Annexure IV gives a list of 13 drugs
starting from the period 1972 to 1987 and indicates
the dates of their international launch and their intro-
duction in India. The drug Pentoxiphylliﬂé was inter-
nationally launched 1in 1972 and 1introduced 1in lIndia
in 1987. There was thus a gap of 15 years between the
two. In the case of Nifedipine this gap came down to
10 'years: in case of Cefotaxine the gap came down to
7 years and in the case of Insulin it came down to 4
vyears. In the éase of Ciproflouxacin the gap has come
down to 2 vyears. The infrastructure of R&D fcor process

. development has thus now reached a stage where sophisti-
cated products are being introduced in India within
a period of 2-4 years from their launch in the inter-

national market which 15 a testimeny to the strength

of the process development of R&D in India.
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13. Since most technologies in the drug sector are very

closely held and are also very costly, the access is
limited to technologies which can be regarded at best
as second rate or even out-of-date. This 1s another
reason why it is imperative for developing countries
to have a strong infrastructure capable of not only
absorbing the technology but alsc of upgrading it.

While the access to information about the efficacy and
impact of technology transfer in the private sector
is limited for reasons of market confidentiality, there
is ample evidence available to show that the techno-
logies which have been obtained by the Indian companies
from the developed countries have by and large been
absorbed and also upgraded effectively in a number of

cases.

14. A striking case is that of the Penicillin technology.
HAL a public sector company <£first obtained Penicillin
strain having productivity of 15,0d~ u/ml in 1963 which
the ccmpany subsequently improved to 15,000 u/ml by
1976 through Inhouse R&D and strain improvement programme
following conventional 'mutation and natural selection
methods, HAL decided to obtain a high yielding strain
and technology from Toyo Jozo of Japan in 1976 and this
technology was absorbed and adapted initially with the
help of Toyo Jozo at the pilot plant level and upgraded
to the productivity level, 30,000 u/ml in 200 hours
with an extractiua and recovery efficiency of 65%.

R&D efforts thus substituted the imported raw materials

with indigenously available ones: simultancously by

improving strain productivity through mutation and




natural selection methods and also alterations 1in the
environmental conditions of the fermentor, vyields of
a productivity of around 38,000 u/ml in 180 to 200 hcurs
as also an improvement in the downstream extraction to
75% have been ‘possible. Interestingly, the same techno-
logy was later transferred by HAL to IDPL, another public
sector undertaking, which along the way obtained techno-
logy for this product from the USSR also. IDPL also
wvas able to upgrade the Penicillin technology to such
an extent that recently it has even offered to transfer

the same to USSR which was one of the sources of its

Penicillin technology.

15. Similarly, in the case of Streptomycin, HAL obtained
the technology from Merck Sharp and Dhome of USA in
the year 1960-61 with a yield of 8000 to 10,000 u/ml.
This technoldogy had some inherent problems of productivity
of both Streptomycin A and B and HAL subsequently obtained
a better strain from Glaxo Laboratories, U.K. in 1973-
74 which was directly established on the main plant
with productivity of 16,000 to 18,000 u/al having Strepto-
mycin content of around 10-15%. Interestingly, in this
case it was the IDPL which gave HAL the technology 1in
1985 having a higher productivity of 18,000 to 20,000
u/ml. HAL through its own R&D efforts was able to synthe-
sise all the three technologies that it obtained and
developed a commercially viable down-stream téchnoloqy
thereby increasing the extraction and recovery etti1-

ciency and minimisin: '« cost of production. HAL 15

able to manufacture around 120 tonnes per annum of Strepto-




mycin through this upgradation.

16. While there has been transfer of technology from
developed countries to India, there have also been lateral
transfers within India in a number of cases to the mutual
advantage of all parties. The basic pre-condition for
@ successful technology-transfer, as already stated,
is the availability of infrastructure to absorb and
upgrade the same which exists in good measure in India.
Given the present international envirenment the access
to "state of the art technology” of developing countries
is likely to rémain limited. There does not seem to
be any escape from laying hands on whatever technology
is available, and then adapting and upgrading it through

inhouse R&D. The need for Heveloping countries for

creation of infrastructure to . enable this carnot be

over-emphasized.




CHAPTER VI

VI.1 Relevance of quality control to industrial drug policy

1. Even though quality control and drugs standards
do not strictly come under the purview of an Industrial
Drug Policy per se, to the extent that one of the primary
objectives of the comprehensive drug policy announced
by the Government of India in 1986 has been “strengthening
the saystem of quality control over drug production and
promoting the rational use of drugs in the country"”,
it 13 necessary :to briefly consider these aspects parti-
cularly in terms of availability of infrastructure.

VI.2 Regulatory framework for quality comtrol

2. Quality control and related regulations are administered
by the Ministry of Health in the Government of India
with an apex controlling authority in the shape of Drug
Controller of India. The States have parallel regula-
tory authorities called the State drug control authori-
ties and the basic regulatory framework for drug regulation
is the Drugs & Cosmetics Act and the rules framed there-
under. The Act together with the rules regulate the
import, manufacture, distribution and sale -of drugs.
No drug can be manufactured or even introduced in the
market without the prior approval of the drug controlling
agency which is done on the basis of clinical trials
etc. While the Drugs & Cosmetics Act and the rules
framed thereunder cover a very wide range of activities
related to manufacture and distribution of drugs and
are, therefore, all encompassing in their scope, and

applicability as also sanctions, provided for violation,
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the infrastructure available for implementing these
provisions is not as strong as is warcanted by the size
and the spread of the industry and the sale points..
As against over 20,000 listed manufacturing premises
and around 2,00,000 sales premises spread all over the
country the number of Drug Inspectors is only around
700. The regulatory system is also based on the federal
concept and the power i3 concurrently shared betveen
the federal and the State Governments, even though the

pover to make rules rests with Federal Government.

3. The Drugs & Cosmetics Act defines drugs, misbranded
drugs, adulterated drugs, spurious drugs, new drugs
and also lays down specific standards of quality drugs.
A Drug is defined as :

i) All medicines for internal or w®xterna} use
of human beings or animals and all substances
used for or in the diagnosis, treatment, etc.

of any disease in human beings or animals.

ii) Substances intending to affect the structure

or function of human body.

iii) Substances intended for use as components of
a drug.
iv) Devices intended for internal and external

use in the diagnesia, treatment, mitigation
or prevention or disorder in human beings.
A misbranded drug is defined as under :

a) If it is so coloured, coated, powered or polished
that damage 1is concealed or appear of better

of therapeutic value than it really is.
b) Not labelled in the prescribed manner.

c) It the label bears any statement, design or




device which makes (false claim or misleadiny

in any particular.

An adulterated drué is defined as under :-
a) If it is filthy, putrid or decomposed.

b) If prepared, packed or stored under insanitary
. conditions whereby it may be contaminated with

filth or rendered injurious to health.

c) If its container 1is composed of any poisonous

or deleterious substance which may cause injury

to the health.
d) If it does not contain any permitted colour.

e) If it contains any harmful or toxic substance

which may be injurious to health.

£f) If it is mixed with any substance to reduce

its quality or strength.

A "spurious drug" is defined as under :
i) If imported under a different name.

ii) If it is imitation of, or substitute for another
drug or resembles another drug to deceive.
If it 1is conspicuously marked to reveal to
its true character and 1its 1lack of identify

with some other drug.

iii) If its’ label or° container bears name of the
manufacturer or company which 1is fictitious

or does not exist.

iv) If it 13 substituted whelly or in part by another

drug.
- v) If it purports to be the product of a fictitious
manufacturer.
A "new drug” is defined as under

a) A new substance c¢f chemical, Gbtiological or

Biotechnological «c¢rigin, in bulk or dosage




form, wused in prevention of diseases in man

or animal.

b) A drug which is already approved by the licensina

authority for certain claim.

c) A fixed dose combination of two or more drugs.
individually approved earliér for certain claims .

but contain ingredients in a fixed ratio.

d) For this purpose all vaccines shall be new

drugs as approved by the licensing authority.

e) A new drug shall be considered as new drug
for a period of four years from the date of
its approval or its inclusion in I.P.
The Act then lists offences and lays down penalties
for the same. The Indian Pharmacopoea has also been
developed and updated from time to time. It lays down
standards for a very large number of substances .and 1s recagnir.ai
in large parts of the world as a reiiablé- standardé.
There are a number of Central drug laboratories for
testing samples, which are under the control of the
federal Government. In addition to the Central drug
control organisation, each State has got its own Drug
Contrcl Organisation which varies in strength from State

to State.

VI.3 Gaps_in the quality control regime

4. Even though the 1legislative framework for quality
control of drugs in India is quite strong and adequate,
considering the size of the 1industry and distribution
points, there are gaps 1n the infrastructure. The e
gaps were highlighted in recent times by a Commisnion

popularly known as the Lantin Commission which had ¢one

into the quality control infrastructure and its imple-

mentation in the State of Maharashtra in the 1light of




some deaths . resulting from sub-standard drugs. The
Commission made an open and very detailed enquiry and
has come up with important recommendations after pointing
out serious lapses in the organisation as well as imple-
mentation of the Drug Control Regulations. The Commi-
ssion has made a scathing attack on the functioning
of the Federal drug administration in the State of Mahara-
shtra and has recommended acticn against a number of

functionaries, as also corrective action.

5. It is in the context of the gaps in the drug regulation
and quality control machinefy and the varying degree
of efficacy and strength of the infrastructure in the
States that the policy measures announced by the Govern-
ment in 1986 recommended the creation of a National
Drug Control Authority. The idea was to have an apex
authority which would be responsiktle for the entire
gamut of activities relating to quality control of drugs
starting from laying down of uniform standards to imple-
menting the quality control measures not only through
a post-check but also by strengthening internal testing
system. The modalities of creation of such an authority
are still being egaminod and the problems in evolving
a framework are compounded by the delicate nature of

the federal-State relationr.

VI.4 Rational use of drugs

6. The Government policy alsn lays emphasis on rhe

rational use of drugs. In specific terms the policy




statement mentions that “new formulations based on drugs
already approved for use in the country would not be
alloved to be manufactured unless their therapeutic
afficacy and rationality are adequately tested and approved’
This is a general statement and the concretisation of
this policy objective runs into difficulties for obvious
reasons. For one, definition of what is rational and
what is irrational takes one into the domain of subjective
judgement since no amount of rational justification
or arguments can fully result in the conclusiveness
of a particular drug being rational or otherwise. Even
drugs having the same OrC similar composition may be
considered necessary by different physicians as suiting
individual body constituiions. Like elsewhere 1in the
world, these issues are being hotly debated .in India
also and it is the considered viev of a lot of people
that irrational drugs are being marketed in the country
through high pressure sales techniques, particularly
by the trans-national companies. It is argued that
there are only limited number of essential drugs which
alone should be manufactured in the country and the
rest should be banned. While the question of banning
of harmful drugs can be tackled easily, the problem
of irrational drugs does not lend itself to such easy

solutions.

7. Notwithstanding the complexities involved, Government
in India has taken some steps to protect the consumers

from undue proliferation of drugs. One of these steps




involves a statutory reqguirement to display generic
names on all ghe drugs marketed in the country in a
size twice that of the brand name. The earlier decision
to abolish brand names altogether in a number of products
ran into legal difficulties when some companies approached
the courts. Another decision, though having only an
indirect bearing on the question, relates to controlling
the prices of certain vitamin combinations while keeping
out the single ingredient formulations from price control
thereby discouraging the proliferation of unnecessary
combinations and éutting a premium on such proliferation.
Nevertheless, exercises tu determine what would constitute
a list of rational drugs and for weeding out irrational

combinations are going on a continuous basis.




CHAPTER V11

VIIi.1 An overview of the Indian drug industry

1. Having analysed the major components of the Industrial

drug policy in India, it would be worthwhile to take

an over view of the Indian Drug Industry and its production

profile not only to assess the impact of these policy
measures but also with reference to the health situation
and the relevance of the industry to the same. The
Indian Pharmaceutical Industry 1is among the largest
and more diversified in the developing world. The growth
of this sector took plaée primarily after the country
attained independence although there was some indigenous
production of allopathic medicines as early as in 1901
with the establishment of Bengal Chemicals & Phétmaceuti—
cals Limited. The extent to which the industry owes
its present position to the policies of the Government
or the entrepreneurship shown by the industrialists
particularly the technocrats, 1is difficult to assess.
Perhaps both the factors were responsible for these
developments in equal measures and it would be unfair
for either the Government or the entrepreneurs to claim
the entire credit for whatever developments have taken

place in this sector.

2. At the time of the independence of the country the
output value of the pharmaceuticals was nearly Rs5.100
million which basically consisted of imported bulk drugs

being converted into formulations. From a vecy small




base the industry grew very rapidly in terms of phiysical

output as also product diversification, basic stage
manufacture and technological advancement. Today the
industry produces a very wide range of bulk drugs including
antibiotics, harmones, sulpha drugs and other synthetic
. phyto-chemicals and biological products besides practically
the entire rcnge of formulations required by the medical
profession. The technology adopted for the production
of different bulk drugs covers intricate and sophisticated
fermentation technology., syntehtic formulations and
extractions and purification of active 'bands contained
in the plant and animal kingdom. The growth of industry
over the years can be seen from the following table

which indicates the pattern 1in the post-independence

period :
{(Rs. in millions)
1952 1962 1979-80 1987-8¢

1. Investment 240 560 4500 7500
2. Sales value
(a) Bulk drugs N.A. 150 2260 4800
(b) Formula- .

tions 350 1000 11595 23500

VII.2 Sector-wise performance of the industry

3. The pharmaceutical sector in India is segment ed
broadly into the public sector, the Indian sector, the
foreign sector and the small scale sector. There ave
around 250 wunits in the organised sector, 5 of which
are Central Government public sector undertakings as

also 7 joint ventures. Companies which are treated

as strictly foreign in terms of the Foreign Yxchanqace




and Regulation Act are only 9 in number at present and
there are over 5000 units operating in the small scale
sector. The number of active units among these varies
and may be around 2000 at any point of time. While
these are mostly engaged in the manufacture of formulations,
about 100 units in the small scale sector also produce
importaat bulk drugs. The composition of these small
scale units 1is nevertheless multifarious and ranges
from genuine small-scale units primarily engaged in
formulation activities to sophisticated small scale
units which are linked or associated 1in some way with
trans-national companies manufacturing bulk drugs.
These companies float small scale units to take advantage
of some of the regulations favouring this sector. The
comparatively high turnover:to‘investment” ratio in the
drug sector coupled with the fact that in India the
definition of small scale units is based vn investment
in capital equipment, add to confuse the real character
of these units. Questions relating to quality efficacy
of drugs manufactured by some of these units have also
been raised from time to time and this is an area which
the Government has been addressing itself to for resolu-
tion. The total turnover of the industry which is
of the order of around Rs.30,000 million does not perhaps
justify such a large number of manufacturing units.
The share of each of these sectors in the production

of bulk drugs from 1978-79 onwards is shown an the following




table :
(Rs. in millions)

Sector 1978-79 1979-8C 1080-81 1981-82 1982-83 1983-84 1984-85
Public Sector 490 590 620 670 610 610 640
Foreign Sector 560 -530 560 730 720 €50 680
Large Indian 750 900 950 1200 1210 1550 1660
Sector »

Small Indian  ,,, 240 270 300 650 740 790
sector

4. It would be seen from the above that there has been
a remarkable .growth in the share of the large Indian
sector in production of bulk drugs and the share of
the foreign sector has gone down considerably oven though
the actual production has marginally increased. Similarly,
the share of public sector ,in percentage terms has also
gone down but the share of small scale sector has increased
to a considerable extent. Although the public sector
and the private sector playing a complementary role
in the overall advancement of the pharmaceutical secior
are producing a wide range of bulk drugs falling under
therapeutic groups like cardiovascular, diuretics, vitamins,
anti-TB, anti-cancer etc, there are still a large number
of basic chemicals and intermediates going into the
production of bulk drugs which are being imported by
the country. Presently around 350 bulk drugs are being
manufactured in the country, but iu spite of this, the
country has to import certain éssential items. Even
tiough imports are likely to continue since no country
can possibly be wholly self-sufficient, the pharmaceutical

sector, as on date, gives a substantial trade surplus.




VII.3 Export of drugs

S. The incustry has developed sufficient sophistication
to export its products to other countries. Today the
import of pharmaceuticals in India is of the order of
6 to 8% of the total value production whereas India 1s
exporting about 10 to 12w of its product and the present
level of export of drugs from India is around Rs.4600
million. The grcwth of export over the years is indicated

by the following chart :

1988-89
1987-88
1986-87
1985-86
1984-85
1983-84
1982-83
1981-82
1980-81

Value Rs. in Millions

The countries where these exports are taking place includes
Canada, USA, West Germany, UK, France as also a number
of East European countries.

VII.4 Projections for demand

6. The demand for drugs depends upon various factors
such as nutrition, primary health care facilities etc.
In India the coverage of the population witin health
care is also quite i0ow and the delivery system is being
strengthened to increas« this coverage. The Nat 1ol
Healch Policy has accepted the goal of health for ol
by the year 2000 A.D. On the baslis of the populatiog,
the growth in the health care infrastructure and the
expected iIncrease in the coverage of population, ot
is anticipated that by the turn of the century lindia

would require medicines worth, Rs.l1,30,000 million which

1




shows an increase in demand from 1980-81 level at

cumulative rate of 14.4% per annum. The policy thrust
enunciated in recent mes aim at Increasing investwmen
in the sector and optimising production to mcet thi.
kind of demand. The thrust areas requiring specia.
attention would be technology wupgradation and infusior
of new technology in selected therapeutic groups: develop
ment of technologies in the field of drug delivery for
achieving better results and greater emphasis on cost
effective manufacture of drug intermediates and the

chemicals going into the production of bulk drugs.

VIiI.5 Production Brofile in terms of therapeutic groups

7. The production profile of the Indian Drug Indust.y
in terms of wvarious therapeutic groups with rveierence
to the health needs of the country shows. that the industry
is self-sufficient to a considerable degree in conforming
to the diseased patternsobtaining in the country. Like
in most developing countries, in india also the health
care scenario 1is characterised by malnutrition, unsatis-
factory sanitary conditions, inadequate water supply
etc., even though over the years there has been some
improvement in facilities like drinking water, sanitation,
etc. The policy of the Government for realising the
objective of health for all the 2000 A.D. also envisages
strengthening of basic health care system. The object ives
in the National health policy includge control and eradica-
tion of coemmunicable as well an non-communicat]e
diseases, expansion of immunisation programme and o

for prevention of discases like Diabetes, Hypertoen, . o,




etc. In the case of communicable diseases Malaria,
Leprosy., Tuberculosis are to receive prime attention
while the attack on non-communicable diseases centres
on blindness control, Goitre and cancer. There is also
emphasis on immunisation programme in order to reduce
incidence of Polio, Tetanus, Diphtharia etc. The produc-
tion profile of the Pharmaceutical Industry in India
has conformed to these requirements by and large as
is evident from the.grouth rate in the major therapeutic
groups which are used for combating diseases coming
in the thrust areas identified by the National health
policy. Thus the growth raﬁe projected per year in
the case of Anthelmintics has been from 10-15%, that
in the case of Antibiotics around 15%, in the case of
Antiamoebics/diarrohals it.has been around-10%, 1in the
case of Antiasthmatics it has been around 5%, in the
case cf Anti-tuberculars it has been around 10%. 1in
the case of Gastro-Intestinals it has been around 10%.
The future projections of demand for bulk drugs and
formulations from the year 1990 to 1995 based on factors
like past trends of consumption, discase pattern, the
objectives of National health programme, likely obsolescence

of existing drugs, are given below, in terms of total

value :
(Rs. in million)
Year Value of bulk drugs Value of formulations
1690-91 8800 34050
1991-92 9600 37340
1992-63 10450 40800
1993-94 11400 44400

1994-95 12550 48900

e e —— — [P e e e e e {4 4




CHAPTER VI1I

1. Any Industrial Drug Policy would necessarily have
to be country-specific and region-specific and would
reflect the concerns and priorities of the Government
and society. What is being attempted here is to develop,
in brief, an approach towards formulation of such a
policy and the degree of relevance of this would vary
from region to region, for obvious reasons. The basic
assumption while. developing such a model is of course
the need to develop an indigenous drug industry. Such
an assertion is necessary since there might be a situation
of a trade surplus of such comfortable magnitude as
to allow for free imports of all the requirements of
drugs needed for a country. Such a scenerio would prima
facie obviate the need for development of an indigenous
drug 1industry but even here a careful assessment of
comparative cost-benefits not only in economic but also
in social terms would be necessary before such a view
can be supported. The theory of comparative: - - advantage
if applied at the global level may also militate against
each country having a well developed industry of its
own but to carry this concept to the global level would
itself be fallacious in that such an argument would

preclude large sections of the world from any industrial

development at all - something that would be cepuagnant
to the aspirations of Developing Countries tor shat ing
the fruits of Industrial development. (t is also clarifi-’
that the approach being discussed in this chapter 5

based on the Indian éxperience.




VII1I.? Assumptions for developing a model

2. Before attempting an approach to an industrial drug
policy, certain assumptions are being made without which
it would not be po%sible to develop a cogent set of
policy options capable of being applied with a degree
of universality. These assumptions are :
i) Development of an indigenous bulk drug and
formulation industry 1is a conscious objectivé

of the policy makers:
ii) There exists the necessary legal framework

for regulating industrial development:

iii) Making medicines available at reasonable prices

is a policy objective:

iv) There is a gqrowing market and an unsatisfied

domestic demand for drugs;

v) There 18 access, to a reasonable degree, to
drug technology either domestically or inter-

nationally;

vi) The environment allows manufacture and distri-
bution of drugs directly to the consumers through
privaﬁe enterprise. In other words, the Stoate
does not monopolize the entire apparatus of

manufacture and distribution of drugs.

VII1I.3 Elements of the policy

3. An Industrial Drug Policy can be extremely intricate
and detailed covering a wide range of agpects and, on
the other hand, it can focus on a limited aspect:s of
the 1industry. For purposes of developing a model, it
is broadly proposed to focus on

(a) The health policy and the discase patterns

prevalent 1n the region;
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(b) Instrumeats to regulate industrial manufacture

of drugs:

(c) Technology development and upgradationg

(d) Incentives for developing indigenous capabi-

lities of the industry: and

(e) Pricing policies.

VIIT.4 Cowmponents of the model

4. As a first step, the health policy of the country
and, in the absence of a formal policy, the disease
pattern and the priorities of medi-care needs would
have to be examined. The pr&duction of drugs will have
to be in conformity with these. As a next step, it
would be worthwhile to draw up a list of essential drugs
to cover the disease patterns. There are some inherent
problems in developing such a 1list and there may be
arguments and counter-argquments as to what would consti-
tute "essential” as against “non-essential"”. -Neverthe—
less, going by the local conditions, such a list can
certainly be prepared. The WHO list of essential drugs
can form the ‘basis for such an exercise. It is considered
necessary to have such a list to ensure focus of govern-
mental attention on these drugs both in terms of investment
and control. It may not be necessary to ban other drugs
- 1in fact it may be legally counter-productive tc do
so but the approach should be te encourage production

of drugs contained in this list by mecans of Government

pelicy, as also to control, wherever necessary, only
the drugs contained in this "essential" basket. The
Indian experience has shown that having a policy for

the entire range of drugs and pharmaceuticals increasses




the range of coverage to almost unmanageable proportions

and stretches the requlatory system unduly.

S. Having identified the essential drugs which should
be focused upon in terms of policy support, it would
be necessary to encourage production of these. This
can be done by not only giving incentives for increased
investment in these areas but at the same time having
disincentives for production of the so-called non-essential
drugs. A regulatory mechanism with a legal basis which
could control investment, creation of capacity and produc-
tion of bulk drugs and formulations and channelise the
same in the desired areas would be a necessary pre-requisite.
Since one of the assumpticns made at the outset also
relates to the encouragement of development of indigenous
industry, to- the extent the - foreign companies tend to
stifle its growth, their activities will have to be regulated.
Encouragement to the use of generic vis-a-vis brand names
through incentives could be considered in order to achieve
not only this objective but also to afford a measure
of protection to the consumer. There are pros and cons
tc the encouragement of generic names vis-a-vis brand
names and one argument given against encouragement of
generic names relates to the quality aspect, the underlying
idea being that brand names engender confidence in the
minds of the consumer regarding Quality. On balance,
hovever, it appears to be a desirable strategy to encourage
generic drugs in order to restrict the capacity of
exploitation of brand preferencea to the detriment of

the consvmer.




6. Another area which needs to be encouraged 1s cost-
effective indigenisation of production. This can be
done by developing a Fhased Manufacturing Programme (PMP)
for each of the items of bulk drugs and to regulate imports
in conformity with this PMP. Care, however, has to be
taken that indigenisation 1is cost-effective and does
not lead to higher costs due to manufacturing inefficiencies

or deficiencies.

7. Suitable incentives may be given not only for encourag-
ing the manufacture of selected bulk drugs and formulations
based thereon but also the intermediate chemicals which
go into these manufacture. This 1s an important area
wvhich requires policy support since the non-availability
of these intermediates as also excipients can render
all efforts at encouraging manufacture of selected drugs

infructuous.

8. Technology development and upgradation comprises
an important input to any industrial drug policy. This
would mean creation of adequate and strong infrastructure
as also the legal back-up for encouraging process and
product development. It has been assumed at the beginning
that the country or the region concerned has some access
to technology. However, it 1is common knowledge that
ﬂn the drug sector access to the state of the Art techno-
logy is rare and one has to make do with whatever technology
is available. The neced for adaptation and upgradation
of the same is, thecefore, imperative and this would

require necessacy inf{rastructural and legal support.




9. Since bulk drug manufacture 1is technology-intensive
there is a natural tendency to go in for manufacture
of formulations alone where the margin of profit is higher
and the investment ana technology coantent much lower.
The policy thrust would, therefore, have to provide for
a package of incentives for Bulk drug production to avoid
a situation where the manufacturing activity is confined
mainly to formula£ions. Dependence for Bulk Drugs on
sources outside the country or even sources within the
country which have a monopoly, would lead to problems
in achieving the objective of increased availability
of formulations and, to that extent, a positive incentives
package for development of bulk drug industry would be
an essential component of any industrial drug policy
which aims at comprehensive development of the Drug indus-

try.

10. Coming to the most sensitive and contentious question
of pricing policy, there may be arguments in favour of
and against State intervention in determining the prices
of drugs. The basic objective of any Government from
the point of -view of the consumer should be to ensure
that the latter gets the product at reasonable prices. To
the extent that this objective is subserved by the operation
of free market forces of demand and supply there may

not be any need for controlling the prices once 1t 1is5

ensured that adequate production 1is generated to mect
the demand. However. experiecance shows that ideal market
conditions co naot exist specially in the formulation:




sector of drugs and aberrations are caused 1in the free
play of market .forces due to : (a) Monopoly. {b) Market
dominance and {(c) Shortages. Different approaches to
price control can be considered but the basic objective
should be to help the consumér by adjusting for the aberra-
tions that might be caused in the market mechanism, and
also to give a reasonable return to the manufacturer.
While there is nothing wrong in the manufacturer trying

to maximise profit, what should be checked is profiteering.

11. One approach to price control could be a selective
product-wise price control as 1is in vogue in India.

There are obvious advantages of such a system in that
it enables the Government to fix the exact sale prices
of the products the price of which it wishes to control
and to that extent nothing is left to the market forces,
the consumer is protected, and if the norms for fixation
of such priceé are reasonable, the manufacturer also
gets protected. But in practice it is found that disadvan-
tages of such a system outweigh the advantages as detailed
in Chapter IV. The first problem starts with the principle
of selectivity itself. However rational the process
of selection might be, there is always an element of
subjectivity in it and what should be price controlled

and wvhat should not be price controlled is always open

to guestion. Secondly, such a system involves a lot
of administrative work and with the best of intentions,
there is always a taime lag between the appiication for

price approval and the actuasl price approval which goes




against the interests of the manufacturer specially in
an inflation-prone economy. Conversely, the selective
price control system tends to hit the consumer also by
diverting investment from price-controlled products to
decontrolled products, and there may even be a situation )
where, as a result of such a diversion competition 1is

able to protect the interests of the coasumers in the

decontrolled products more effectively than is the case

with the controlled basket.

12. A second approach could be to move to a tariff-based
control from a product-vwise control. In other words.,
the Government could use the mechasismof import tariffs to control
domestic prices. In such a situation, tariffs have to
be used in the interest of consumer and not for protecting
indigenous industry. However, tariff based controls
require a lot of fine tuning as also sufficient flexibility
in the system to allow for frequent changes. In a situation
vhere tariffs are considered an important soucrce of revenue
for the Government, and are linked to the Budget-formulation
exercise which takes place once in a year, tariff based
controls may not be the ideal solution. Besides, 1t

is not easy to determine what price would be fair to

the consumer. Comparison with international prices may
also Jead to distortions if these prices are "dumping
prices”.

13. A study conducted by the MNational Council of Applied
Economic Research in 1964 in respect of about 55 companies

in India showed that in most of the companies 2-4 top
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selling products had a major contribution to totzl sales.
This figure was as high as B80% or more in some cases.
If these results» are extapolatedand it is assumed that
most companies would depend upon a small number of products
for most of their sales turnover, the imposition of a
ceiling on profitability could be considered as an ideal
way of checking profiteering by drug companies at the
expense of the consumer. This ceiling can be imposed
on the formulation activity of companies since it 1is
this activity which brings them iato interface with the
ultimate consumer. It is also this activity which lends
itself to a propensity to profiteering. A logical question
would, however, be as to what happens if a consumer requires
only those drugs at a point of time which- constitute
a small segment of the sales of a particular company.
Obviously as far as that consumer is concerned, tgé profit-
ability ceiling may not be of much help to him. To take
care of such distortions, it may he possible to combine
the concept of profitability ceitling with controlling
the prices of those drugs where there is market dominance.
To concretise this concept, it may be possible to control
the prices of all drugs which are manufactured by less
than three manufacturers or where though the number of
manufacturers 1is large, the market share of a single
manufacturer is say, more than 30%,or for that matter,
any pre-determined figure. This should take care of
the two factors primarily responsible for aberrations
in the free play of market f(orces, namely monopoly and

market dominance. The numbers and percentages indicated




above are flexible and would depend upon the degree of

sensitivity of the market to these factors.

VIII.5 A note of caution

14. Wwhat has been stated in the foregoing paragraphs
is only an approach to a possible industrial drug policy
and should be treated as such only. It is not being
put forward as a “"prescription"” for the problems of the
industry or the consumer, nor is it being suggested that
this approach would have universal applicability. Nonethe-
les:;s, the model which has been suggested can form the
bas:s for further discussion and each country may then
be able to arrive at its own model in the light of 1its

own priorities and socio-economic environment.




SUMMARY

An Approach to Drug Policy - Rationale & Parameters

The concept of industrial drug policy would be relevant
in the politico-economic context of countries where govern-
mental intervention to achieve the desired goals 1s not
onlv possible but also considered necessary.

Industrial drug policy will have to center around
three product groups, namely, formulations, bulk drua:
and buik intermediates.

The special characteristics of the drug industry which
distinguish it from other sectors of the industry will
also have to be taken note of while formulating an industrial
drug policy and certain sub-elements of the total policy
need to be identified. The policy could mainly focus on
regulation of industrial production; gquality control: R&D:
indigenisation and basic stage manufacture; pricing of
products: and rational use of drugs.

Any 1industrial drug policy will have to be seen in
the context of subserving the objectives of the health
policy:; and the strategy for health care.

The range of policy regulations inherent in the drua
policy would vary from country to ccuntry and would depend
on the degree of relevance cf the various factors indicated
above to a particular situation, the socio-political predi-
lictions of the Government of the day, constraints of the
economy and the overall environment.

The guestion for a need to have an industrial drug
policy has its answer in the necessity of relating in
a coordinated manner the diverse objectives of State policics
that are sought to be achieved in the context of mceel ing
the health care requirements.

ghagter~II

Evolution of Industrial Drug Policy in India

To understand and appreciate the complexities of Indus-
trial Drug Policy, it 1is necessary to have an idea abou
the regulatory framework for industries in the country.




The basic regulatory provisions relating to industries
are Industries (Development & Regulation) Act, Monopolies
and Restrictive Trade Practices Act, Foreign Exchange
Regulation Act and certain quidelines and press notes issued
from time to time which lay down parameters in respect
of licensing - related issued.

The Indian regulatory system is characterised by a
broad division of industries on ownership basis; demarcation

of industries into sectors on the basis of capital investment:

restrictions on imports: and prioritisation of different
types of industries.

The entire regulatory regime evolved over the vearvs
in consonance with the basic economic goals of the Govern-
ment, namely, self-reliance and allocation of resources
in accordance with pre-determined national priorities.

The Industrial Policy Resolution of 1956 gave direction
to the industrial development of the country and continues
to be the guiding force for the same even today. although
the policy spelt out in 1956 has been reviewed from time
to time - in 1973, 1977 and 1980. But basically thesc
latter policy statements reflected the concerns and prio-
rities of the Government of the day taking into account
the change in scenerio and made corrections and adjustments
keeping these in view.

The evolution of Drug Policy in India has to be seen
in the context of the overall Industrial policy of the
country, although due to its special characteristics the
drug sector has been considered for separate treatment
with regard to policy formulation.

Till 1962, no special policy for the drug sector existod
and the first policy was initiated in 1962 through the
Drug (Display of Prices) Order 1962 which was primarily
concerned with controlling prices of drugs. This Control
Order was amended from time to time and the rudiments of
a conscious policy can be traced to the Drug (Display and
Control) Order 1966 which provided for prior approval of
the Government before increasing the prices of any formu-
lations, as also for fixing the prices of new drugs.
This Order was further refined and amended to provide for
(a) exemption of drugs with pharmaceutical names from price
approvals and (b) exemption of drugs evolved out of original
research and marketed for the first time from the price
control. Thus it is the first time that cognizance was
taken for R&D efforts and the Control Order did not merelyv
concern itself with keeping the prices down.
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In 1966 Government asked the Tariff Commission to
study the cost structure of certain drugs and based on
the recommendations of the Tariff Commission, the Drua
Price Control Order of 1970 wvas promulgated with the main
objective of effecting 2 measure of rationalisation in
the prices of drugs and to build up a rational system of
price control.

Whije by 1970, the Government of India had taken scm.
steps for developing the drug industry. the primary concern
continued to be the control of prices in the irterest ot
the consumers and it was only in 1970 that Government took
a comprehensive look at the drug industry and appecinted
2 Committee under the chairmanship of Jaisukh Lal Hathi
to enguire into the various facets of drug industry in
India. This Committee was the forerunner of th2 Industrial
Drug Policy of 1978, which for the first time, covered
all aspects of the drug industry ranging from licensing,
price control, imports, role of foreign companies, quality
control, etc. “he major thrust of the policy of 1973 was
to encourage development of indigenous industry vis-a-vis
the foreign dominated industry and to control prices of
a2 large number of drugs in the interests of the consumer.

A number of restrictions were pui on the activities
of the foreign companies (which meant all companies having
a foreign equity of more than 40%) to be in ccnsonance
with the objectives of State policy ard quite stringent
and detailed provisions were made for regulating and fixinag
the prices of over 347 bulk drugs and their formulations.
Emphasis was laid on the foreign drug companies for setting
up R&D facilities within the country and spending a minimum
percentage of their turnover on R&D. The entry of foreign
companies was sought to be restricted to high technology
areas.

The results of these measures were quite remarkable
in that the number of companies covered under the Definition
of "foreign companies” came down from 38 in 1978 to 9 by
1986. The policy of 1978 also provided for a normative
system of pricing of Drugs.

Even though the 1978 drug policy constituted a signi-
ficant step in the evolution of a comprehensive policy.
its restrictive provisions particuiarly the price control
regime tended to slow down the growth and investment.
This led the Government to make a review of the impact
of the wvarious elements of the policy particularly in
the context of revealtions from studies to the effect that
the post tax profits of a number of conpanics yere show
ing a declining trend and & number of essential! product:
vere also showing a declining trend in production.




Based on the above, the Government of India came out
with what it called “Measures for Rationalisation, Quality
control and Growth of Drugs & Pharmaceutical Industry in
India” in December 1986. These measures continued to retain
the basis of the 1978 drug policy but tended to correct
some of the anomalies. The key note of the policy of 1986
was "abundant availability on a continuous basis, at reason-
able prices of essential life saving and prophylactic medi-
cines of good quality." The emphasis thus shifted to the
need to increase production and the implied inference of
market forces taking care of the prices after production
increased. The policy of 1986 also laid considerable stress
on strengthening of quality control measures and promoting
rational use of drugs: on creating an environment conducive
to channelising new investment into the pharmaceutical
industry and encouraging cost-effective production, and
above all, on making the price control regime more effective
by reducting the span of control. While indications point
to a positive trend of the impact of the policy of 1986,
it is too early to assess the complete effect of the same.

However, the policy measures of 1986 have been subjected
to severe criticism from a number of quarters particularly
the consumer groups and their representatives in Parliament
on a number of counts and the measures have been variously
described by the critics as "pro-industry", "anti-consumer”,
and "a sell out to the multinationals”.

The evolution of drug policy in India has been gradual

and has also been in tandem with the overall industrial
policy of the Government.

Chapter-111

Industrial Licensing

Basically, industrial licensing involves issuance
of letters of approval for manufacture and determination
of parameters of product-mix and capacities, as distinct
from approval to introduce a drug which is based on clinical
trials and is given on consideration of therapeutic efficacy
and safety.

Self-reliance, basic stage manufacture., encouragement
of domestic industry, discouragement of monopolistic tenden-
cies have been the main planks of industrial policy in
general and have been reflected in the industrial licensing
regime which has been used as an instrument to subserve
the cbjectives of industrial policy.

The latest licensing reqime as spelt out in the 1986
Industrial drug policy restricts the entry of the foreign
sector to 66 bulk drugs which have bven identified speci-
fically.
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Another important component of the latest licensing
policy is the one relating to delicensing of a number of
bulk drugs. 94 such drugs have been delicensed which implies
that no prior approval is necessary for the manufacture
of these drugs once these have been cleared by the drug
requlation authorities. The policy also spells out a scheme

for progressive delicensing subject to a given criteria.

The higher utilisation of capacity already created
and flexibility of manufacture consistent with the sp.cial
features of the drug industry have been ensured with "broad-
banding” of 31 groups of drugs which implies that within
the bands created the manufacturers can manufacture any

of the items without needing a prior approval.

Other special licensing provisions for the drug sector
include determination of a Phased Manufacturing Programme,
Ratio-parameters and relationship between associated and
non-associated formulators. Phased Manufacturing Programme
is aimed at encouraging cost effective indigenisation and
basic stage manufacture and ensurin¢ that bulk drug preduc-
tion is not confined to processing of later intermediates
only.

The concept of ratio parameters has been usrd to dis-
courage ° companies from manufacturing formulations alone
or in manufacturing formulations in excessive quantities.
For doing so, certain ratios betwveen, the bulk drugs and
formulations production in terms of value have been prescribed.

In order to prevent market dominance based on technologi-
cal strength in the area of bulk drug manufacture, the
licensing regime also provides for a certain minimum percen-
tage of the total production of bulk drugs to be made avail-
able to non-associated formulators by bulk drug manufacturers.

The licensing regime, on the whole, has helped the
Indian companies to come up in 2 big way as 1is ecvident
from the increase in the number of Indian companies amony
the top five in 1988 as compared to those in 1984 vis-a-
vis the foreign companies.

While the various concerns of the policy makers inctud-
ing the concern for basic stage manufacture, concern for
preventing market dominance etc. have found place 1in the
various elements of the licensing system, over the years,
Industrial licenaing as an instrument has ceased to be
as potent in achieving the declared goals of Government
policies as it was in the initial years of industrial
development.




Chagter-lv

Pricing of Pharmaceutical products -
Policy & Implementation and Tariffs

The concept of "administered prices" is quite prevalent
in the Indian context but while in the case of other indus-

tries it is not only consumer-oriented but also has a domestic

industry angle to it, in the case of phcrmaceutical industry
the pricing regime is far more complex and detailed and
is primarily aimed at protecting the consumer.

The price control regime in India 1is based on the
principle of selectivity and the regulatory framework for
the same is provided by the Drug Price Control Order (DPCO)
which lists certain drugs for which prior price approvals
from the Goverrnment is required.

The Drug Price Control Order was first promulgated
in 1970, was made more elaborate and detailed in 1979 and
has been amended in 1987 by reducing the span of control
to a considerable extent. While discussing the various
provisions of price regulations as also its impact, the
DPCC of 1987 has been made the reference point.

There are three product groups on which price controi
and tariff control focusses, namely, bulk drugs, formula-
tions and drug intermediates. The price requlation procedure
varies in respect of each of these products but a normative
system of pricing is followed in all cases.

Bulk drug pricing is based on a detailed cost-cum-
technical study for determining the ex-factory price and
gives tnree options to the manufacturers viz. 14% post
tax return on networth: 22% return on capital employ>d
and 12% internal rate of return.

Formulaticen pricing 1is based on a formula prescribing
a certain mark-up on the ex-factory price. The mark-up
presently allowed on formulations of the two categories
of drugs prescribed in the DPCO is 75% and 100%.

The drug price control regime has two aspects -
(i) determination of the price-controlled basket and the
category to which a particular drug belongs for purposes
of determining the mark-up:; and (ii) fixation of the price
of those drugs which come under the controlled category.
The principle of selectivity tampered with the concept
of essentiality is the hall-mark of the DPCO 1987.




In addition to protecting the consumer by controlling
the prices of drugs, the pricing regime has also been used
to provide certain incentives to subserve objectives of
policy. These include - total exemption from price control
to industries in the small scale sector; exemption from
price control for five years for drugs developed through
indigenous R&D;: exemption from price control of drugs having
new delivery system: exemption from price control of drugs
sold under generic name.

The basic policy of the Government on tariffs is to
progressively reduce the import and excise duties and to
ensure that the cumulative incidence of duty on the bulk
drug is higher than that on the inputs and the drug inter-
mediates.

The analysis of DPCO 1537 a year after it had been
promulgated reveals that (i) although the number of drugs
under price control has been reduced to less than half,
there was reduction of only 5-6% in terms of turnover which
showed that the high turnover products were still under
price control:; (ii) the average increase in the prices
of decontrolled formulations was around 30% as compared
to a wide range of minus 18.4% to 117% in case of bulk
drugs whose prices were statutorily controlled. The analysis
showed that competition had set in the decontrolled category
due to expectation of higher returns prompting a shift
towards manufacture of decontrolled drugs and the market
forces had given a degree of stability to the prices:
(iii) a number of drugs under the price controlled category
were selling in the market at prices much lower than those
fixed by the Government.

No aspect of the Industrial Drug Policy has been subjected

to so much criticism and pressure from different quarters
than price control system. The criticism is voiced by
the corsumer groups on the one hand and by the industry
on the other. The criticism of the consumer groups centres
round the fac* that Government had increased the mark-ups
more than was necessary and that the selection of drugs
for purposes of price control was arbitrary and questionable.
The criticism from the industry was basically against the
insistance on normative system of price fixation rather

than the actuals, as also the delays in getting price approvals.

Both on the counts of administrative expediency as
also intrinsic merits, the present situation demands a
fresh approach to the price control regime which may be
effective as well as flexible and satisfy both the consumer
and tne manufacturer. Some of the approaches to the problem
have been dealt with in the Chapter on a Model Drug Policy.

The gaps in the price control system notwithstanding,
it has certainly achieved the basic objective of the prices
of drugs being low in India.
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Chapter-V

R&D, Industrial use of Medicinal Plants
and Transfer of Technology.

R&D connotes with reference to the Drug Industry
broadly three types of activities: (a) development of new
molecules and drugs, which can be termed as basic research:
(b) process and product development - the latter in case
of formulations and not coming in the purview of isolation
of new molecules: (c) resolution of plant-specific bottlenecks
and related process problems.

Government policy in India has been concerned with
development and encouragement of R&D right from the beginning
but was concretised in 1983 when some specific steps were
taken to develop R&D in the drug sector through recommenda-
tions of a sub-group set up for this purpose.

The major incentives available for R&D are: (i) All
new bulk drugs and related formulations have been brought
under the scheme of delicensing which means that specific
approvals for manufacture of these drugs are not required
once the Drug Controller has cleared the production of
such a drug: (ii) all drugs, the process of manufacture
of which has been developed through indigenous R&D are
exempted from price control for a period of 5 years from
the date of commercial production:; (iii) all formulations
based on new drug delivery systems are exempted from pricec
control: (iv) it has been recently decided to allow the
entire expenditure on Basic research as cost while computing
the ex-factory price of a bulk drug.

Although a fairly strong infrastructure for R&D exists
both in the Government and the private sectors in Indie.
the levels of R&D expenditure incurred by the industry
in India (exclusive of direct Government expenditure through
research laboratories etc.) are very low compared to those
in advanced countries. However, whatever allocations have
been made for R&D by the 1industry have been fruittully
utilised and a number of new products have been developcd
as a result of basic research.

Given the scales of operations of most - Indian companie:-
the major thrust of R&D activity has to centre on process
and product development and the incentives provided by
the Government also focus mainly on process research.
More than 250 bulk drugs are manufactured in India fcom
the basic stage and during the last two decades or so the
Indian drug industry has indigenously developed and improved
high technology process involved in the manufacture of
over 100 essential basgsic drugs.

~




- 99

The Indian region being extremely well-endowed with
rich flora, a lot of drug research is concentrated on material
of natural origin. Separation of therapeutically efficacious
active ingredients from the herbal plants has been supple-
mented by cultivation of these plants on a commercial scale.

Apart from the drugs obtained afrer isolating active
chemical inygredients, a number of drugs based on herbal
plants have also been developed in the traditional system

of Indian medicines like Ayurveda and Unani.

While considerable stress has been laid on development
of optimum dosage forms in formulations, there are a number
of areas which require attention for further development,
some of which are : (a) Immunoprophylaxis and immunodiagnos-
tics etc. (b) Beta-Lactam antibiotics.

The questions of technology transfer and technologv
upgradation are closely inter-linked to R&D. The infrastruc-
ture of R&D for process development has reached a stage
in India where sophisticated products are now being introduced
within & period of 2-4 years from their launch in the inter-
national market as compared to a gap of 15 years or so
in 1972.

Given the fact that technologies in the drug sector
are closely held and access to best technology is limited,
it is imperative for developing countries to have a stronq
irfrastructure capable of not only absorbing the technologyv
but also upgrading it. Specific instances show that the
technologies which have been obtained by the Indian companies
from the developed countries have, by and large, been absorbed
and upgraded effectively.

Apart from transfer of technology from developed coun-
tries to 1India, there have also been 1lateral transfers
within India in a number of cases to the mutual advantage
of all concerned.

ChaEter—VI

Quality Control and Rational use of Drugs

Even though Quality control and Drug standavds do
not strictly come under the purview of an Industrial Drug
Policy per se, it is necessary to briefly consider thesec
aspects particularly in terms of availability of infrastructure
since the comprehensive drug policy announced by the Govern-
ment in 1986 has laid great stress on strengthening the
system of quality control.




The regulatory framework for quality control is provided
by an Apex controlling authority in the shape of Drug Contro-
ller of India with the States having parallel regulatory
authorities called State Drug Control Authorities. The
basic regulatory framework is the Drugs & Cosmetics Act
and the Rules framed thereunder.

While the regulatory framework is quite strong. the
infrastructure for implementing the various provisions
is not as strong as 1is warranted by the size and the spread
of the industry and the sale points.

The Drugs & Cosmetics Act defines drugs. misbranded
drugs., adulterated drugs., spurious drugs, newv drugs and
lays down specific standards of quality for these.

The Act also lists offences and lays down penalitice:
for the same. The Indian Pharmacopoea has also been developed
and updated from time to time and it lays down standards
for a very large number of substances.

The gaps in the infrastructvre of quality control
in India were strikingly highligh_ed in recent times by
a Commission pcpularly known as the Lentin Commission
which had gone into the quality control infrastructure
and its implementation in the State of Maharashtra in the
light of some deaths resulting from sub-standard drugs.

The policy of the Government in India lays emphasis
on Rational use of drugs. 1In spite of complexities involved
in segregating rational from irrational, Government in
India has taken some steps to protect the corsumers from
undue proliferation of drugs and one of these involves
a statutory requirement to display generic names on all
the drugs marketed in the country in a size twice that
of the brand name.

Chapter-VII

production profile and status of Drug Industry in
India with special reference to the health situation

Having analysed the major components of the Industrial
Drug Policy in India, it would be worthwhile to take an
over view of the Indian Drug Industry and its production
profile not only to assess the impact of these policy messures
but also with reference to the health situation and the
relevance of the industry to the same. The Indian Pharma-
ceutical Industry is among the largest and more diversified
in the developing world.




The Indian industry has growr rapidly after the attain-
ment of Independence, wher the output value was just Rs.100
million which basically consisted of imported bulk drugs
being converted into formulations and has now grown to
a size of around Rs.30,000 million prodvcing a very vwide
range of bulk drugs as well as formulations.

The Pharmaceutical Industry in India is broadly segmented
into public sector, the Indian sector, the foreign sector
and the small scale sector. There has been a remarkable
growth in the share of the large Indian sector in production
of bulk d&rugs over the years and the share of the foreign
sector has gone down considerably even though the actual
production has marginally increased. Similarly the share
of public sector in percentage terms heas also gone down
while the share of small scale sector has increased.

The Indian industry has Jdeveloped sufficient sophisti-
cation to export its products to other countries. Today .,
the import of pharmaceuticals in India is 6-8% 2f the total
value of production whereas the export is round 10.12%
of its production and the present level of export is around
Rs5.4600 million.

The National Health Policy has accepted the goal cf
health for all by the year 2000 A.D. and the projections
for achieving this objective indicate a requirement of
12,550 million rupees worth of bulk drugs and 48,900 million
rupces of formulations by the vear 1994-95.

Apart from increasing investment in the sector and
optimising production to meet the demand, the areas requir-
ing special attention for future development are technology
upgradation: infusion of new technology in selected thera-
peutic groups; development of technologies in the field
of drug delivery: and, cost effective manufacture of drug
intermediates and chemicals going into the production of
bulk drugs.

Chapter-VIII

Approach to a Model Drug Policy

Any Industrial Drug Policy would necessarily have
to be country-specific and reqion-specific and would retled!
the concerns and priorities of the Government and the sociely.

: It would also have to be assumed that there is need to
develop an indigenous Drug industry.
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Oother assumptions while attempting an approach to
an Industrial Drug Policy would inciude that (a) the develop-
ment of an indigenous drug industry is a conscious objective
of the policy makers: (b) there is a legal framework fov
regulating industrial development: (c) there 1s access
to drug technology: (d) the environment allows manufacturce
and distribution of drugs directly to the consumers through
private enterprise, and (e) making medicines available

at reasonable prices is a policy objective.

The various aspects to be covered under an industrial
Drug Policy would include the health policy and the diseasc
patterns: instruments to regulate 1industrial manufacture
of drugs: technology development and upgradation, pricing
policies: incentives for developing indigenous capabili-
ties.

it would be useful fto first identify the essential
drugs based on the diseease pattern and the medi-care neegs.

The essential drugs may then be focussed upon in terms
of policy support by giving incentives for increased invest-
ment in tliese areas as also disincentives for the production
of the so-called non-essential drugs.

A Phased Manufacturing Programme (pMP) for each of
the products identified as essential may be developed in
order to encourage cost effective indi/,enisation of produc-
tion and imports regulated in conformity with the PMP.

Apart from the drugs, incentives need to be gilven
for the manufacture of intermediate chemicals which go
1nto their productioen.

Adeguate and strong infrastructure as also the legal
back-up for encouraging process and product developmert
also needs to be created.

A package of incentives encouraging bulk drug production
to avoid over-manufacture of formulations also needs to
be drawn up since over-dependence on bul: 3:ruqs on sourc~?s
outside the country or even monopoly sources within the
country would not be conducive to attaining the overall
objective.

The basic objective of any Government from the point
of view of the consumer should be to ensure availability
of the product at reasonable prices and to the extent that
this objective is subserved by the operation of free market
forces, there may not be any need to control the prices,

once adequate production is generated. However, aberrations
in the free play of market forces are caused due to
(a) Monopoly (b) Market dominance and (c) Shortace. Somoe

price control to take care of these aberrations is, there
fore, necessary.




Different approaches to price control could be based
on selective, product-wise price control: tariff basecd
control; and a profitability ceiling.

A combination of the approaches of profitability ceiling
on formulation activity together with controlling the prices
of those drugs having market dominance could be used te
take care of the two factors primarily responsible for
aberrations in the free play ot market forces, namely,
monopoly and market dominance.

The above suggestions only constitute an approach
to a possible Industrial Drug Policy: there cannot be 2
uniform prescription for a universal applicability. The
approach which is being suggested can form the basis for
furtnher discussion and each country may then be able to
arrive at its own model in the light of its own priorities
and socio-economic environment.




Supply & demand of selected essential phamaceut icals

18.
19.
20.
2l.
22.
23.
24.
25.
26.
27.
28.
29.
30.

ANNEX 1

3.12

Registered Imports Production  1989-90  Rage Shares
Licenced 19314-85 1984-85 Demand of Indian
capacity (Tonne)  (Tonne) (Tonne) Companies
(Tonne) production
1. 2. 3. q. S. 6.
Ampicillin 252.5 3.3 190.79 580 100
Doxycyline 22.5 .005 4.56 11 100
Vitamin C 1385.50 0.35 716.23 1210 100
Metronidazole 401 .00 1.5 295.07 572 96
Chlorpropamide 76.1 Nil 60.55 49 70
Thiacetazone 152.6 N.A. 47.19 85 100
Sodium PAS 1190.0 Nil 119.07 250 88
INH 525.0 12.15 192.57 450 59
':in"';;“ém‘:‘* 5.0 - N.A. 17 Nil
Pethidine 0.5 0.15 0.39 1.76 100
- Diethyl Carbamazine  56.0 Nil 40.95 89 a6
Xylocaine 80 N.A. 13.87 80 100
Phenylbutazone 174 1.00 120.44 100 87.5
Oxyphenbut azone 92.5 Nil 103.86 220 100
Caffeine 97 7.5 40.27 140 100
Diazepam 13.58 Nil S.67 5 100
:gizalyl Sulphathia- ), Nil 28.92 32 75
Sulphaphenazole 50 N.A. 51.17 90 26
Sulphamethoxazole 565 20.13 638.84 720 100
Sulphasomidine 190 Nil 72.76 85 25
Diloxaide Furcate  55.95  Nil 49.95 "53 74
Ethambutol 684 Nil 269.24 450 80
Theophyline )
Aminophylline ) 427 117.2 N.A. 290 100
Nitrofurantoin 2.0 0.10 1.67 5 100
Furazolildone 2.0 54.85 15.0 225 100
Nitrofurazone 2.0 N.A. N.A. - 100
Dextropropocxyphene 26 Nil N.A. 19 100
Imipramine 3 1.0 N.A. 3.87 100
Anitriptyline 0.2 1.90 N.A, N.A.
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RED Expenditure - an inter-industry Comparison

(Private Sector)

ANNEX I11

Number of

R&D Expenditure as t of sales

units turnover
1980-81 1981-82 1982-83

1. Metallurgical industries 44 0.44 0.53 C.47
2. Fuels S 0.21 .11 0.19
3. iézggzz:écs & elecrrical 115 0.84 0.83 0.72
4. Industrial machinery 35 1.03 1.19 1.16
>- igﬁziﬁizr;‘)"“e‘ than 133 0.87 0.99 1.00
6. Pertilizers 4 0.45 0.58 0.43
7. Dyestuffs 1.07 1.10 1.00
8. Drugs & Pharmaceuticals 54 2.05 1.72 2.01
9. Textiles 22 0.35 0.45 0.55
10. Paper and pulp 13 0.59 0.45 0.42
11. Sugar 8 0.42 0.28 0.63
12. Vegetable oils & vanaspati 3 0.05 0.16 0.13
13. Soaps, cosmetics & toiletries 6 0.51 0.44 0.16
14. Machine tools 6 4.85 4.47 2.44
1S5. Scientific instruments 6 4.84 5.01 4.21

Total (including Others) 6GC 0.77 0.76 0.68
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ANNEX 1V

Dates for launching of drugs

in international and Indian markets

Substance International Introduced Gap in

Launch in India Years
Pentoxifylline 1972 1987 15
Diltiazem 1974 1988 14
Nifedipiae 1975 1985 10
Atenolcl 1976 1986 10
Labetolol 1977 1987 10
Cefotaxime 1980 1987 17
Ranitidine 1981 1986 5
Insulin (Highly Purified) 1982 1986 4
Astemizcle 1982 1988 5
Norfloxacin 1983 1587 4
Cefrazidime 1984 1989 5
Pamotidine 1985 1989 4
Ciprofloxacin 1987 1989 p:






