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CHAPTER I 

AN APPROACH TO DRUG POLICY - RATIONt.LE & PARAMETERS 

t. Industrial drug policy pre-supposes a degree 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 regulation, 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 

i~ 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~ 

I.l Focus of industrial drug policy 

2. Industrial drug pol icy wi 11 have to cent re around 

the following product groups 

i) Formulations i.e. the finished dosage form ir1 

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 u:.t'd 

in the manufacture of bulk drugs and which 

are generally referred to as drug intermediate;,. 
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3. In addition to the product groups, certain sub-

elements of the total policy also need to be identified. 

These can be : 

i) Regula~ion of industrial production in desired 

areas and priorities, through licensing: 

ii) Ou al ity control and related matters which \./ClU ld 

broadly come under the category of •drug regu­

lation•: 

iii) 

iv) 

v) 

vi) 

Research and development, upgradation and Trans­

fer of Technology: 

Pricing and Tariff structure: 

In~igeniaa~ion and basic stage manufacture; 

Rational use of Drugs. 

4. The above are very broad aspects on which an ind11s-

trial drug policy can focus. However, there may be 

certain other aspects which could be of an. equal if 

no~ 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 balunce competing claims of various 

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 Policy certain basic charac­

teristics of the drug industry which distinguish it 

from the other sectors of the industry. Some o ! t 11 <>5P 

are : 
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i! It is a highly R&D intensive industry requiring 

an ongoing R&D effort involving large 

in the ture. Some of the companies 

countries are known to spend as much 

9\ of their ~urnover on R&D. 

expendi­

advancPd 

as 8 

ii) 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 1 es 

companies which have a str()ng brand image in 

the market to exploit this image in a manner 

dispropo~tionate to the intrinsic quality or 

value of the product. Any pol icy, therefore, 

has to take into account this 3pecial charac-

iii) 

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 ne~ 

advances taking place in various. therapEutic 
'• 

groups but also by the Body resistance developed 

over the years as a result of extensivP. us,-o 

of certain drugs. • 

iv) Unlike most other industries, the drug industry 

does not sell its products directly to the 

ultimate consumer. Except for some over-the­

counter products, there is an intermediary 

in the form of the Medical Practitioner. This 

not only requires special marketing strdtegy 

on the part of the concerned companies, but 

is an important factor needing consideration 

a t t he po 1 i c y form u l a t ion 1 eve 1 i n t he con t ex t 

of providing adequate protection to the con-

sumer. 

v) Since this industry so intimately affects ,Jl 1 

segments of the society being an essr·11t i<Jl 

input in the health care, it ha5 an inteL face 



vi) 

vii) 

viii) 
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with a wide ranging segment cf socie-ty ana 

is con~equently beset with ccntroversies of 

various kinds v is··a-v is the consumer and other 

vvluntary action groups. Questions like efii­

cacy of drugs, their harmful effects, the 

rationality of drugs are, therefore, of signi­

ficant concern to the policy makers. 

The ~rug industry is also, by and large, charac­

terised by closely-held technolog i<-s. Th<' 

question of transfer and absorpt;_on of techno­

logy particularly (or 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 also a matter of concern parti-
, 

cularly to the consumer protection groups. 

This is so 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 in the United States, 

even in many developed countries of the West, 

there is some regulation inforffial or otherwise 

to prevent over-pricing of the prod~cts by 

the drug companie3. It should, therefore, 

be a matter of concern to the policy makrr~ 

to check the tendency of over-pricing on the 

one hand, to protect the consumer, and to ensure, 

on the other, a reasonable return 

to the industry. 

on investment 

The Drug Industry operates 

controls and regulations 

under very 

of qualitv. 

stringent 

It is 

the only sector of 

of a regulatory 

introouce a new 

industry W'here prior appn1\·t1l 

pharmacopoeia! 

each product. 

agency is required evt~n f.,) 

product and eldbor~te 

standards are lit id do1.;n f n r 
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6. The basic fact, however, is that d~ugs constitute 

a smal 1, even though important, input in the over al 1 

health ~are system. To that extent, all industrial 

drug policy has to subserve the objectives of the Health 

policy. Therefore, the disease patterns obtaining in 

different regions and countries as also the strategy 

determined to provide health care to the people mu~t 

have an importart bearing ~n the Drug policy. 

I.3 Span of regulations 

7. The formulation of any Industrial Drug Po, icy "-'OU ld 

require consideration of the above factors. But all 

these 

cases 

may 

and 

not be relevant 

situations. The 

to the sace degree in al 1 

range of policy regulat ior.s 

have a very wide spectrum in different countries. At 

one end of ::he spectrum is the U.S., which has· the ba ~€st 

minimum of regulatory co~trol confined to various asp~ct~ 

of quality control, although the int~nsity of C.:(l11f r,d 

in this limited area is very strong: at the other end 

of the spectrum is India, which perhaps has the most 

comprehensive and complex policy impinging on almost 

all aspects of the industry from control on qJal ity 

tv regulation of production parameters, to price control 

and profitability control. The concern of po! icy-mak0r:; 

w i t h q u a 1 i t y - r e 1 a t e d i !3 s u e 5 i s u n d e r. s t a n d a b l e f o r o I >1: i o 11 :; 

t"ea.son.s but the other main concet"n with pricing i:; .11 i r·i -

butable to the higher deqree of brand loyaltie:; 11i,1t. 

the Drug CompaniE':s are .=thl" to exploit. 
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Drug Policy being followed by different countries 1 .. .-0:.;!J 

reflect the concerns of the policy makers with difter-e~~t 

issuPs at any given point of time a~d this would deter-

mine the •span• of regulation or c0ntrol. for in!=tance, 

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 con st r.ai nts of the 

economy, the overall ~nvironment but also by the caracity 

of the different players to apply pressure. In the 

U.S., for instance, the extremely e f feet i. ve and voe a 1 

consumer movement may obviate the need for any majo~ 

Governmenlal intervention in the consumer inter-ests 

and the opposite may be the case in Sl .ne of the de•:e­

loping countries. 

1.4 Structure of the paper 

8. A word about the 'Way this paper i.s structured .... 011ld 

be in order at this stage. It is proposed to treat 

the subject of this paper 'With the above perspectivr 

in view. The evolution of the Industrial dru,J i'·>l icy 

in India 'Would be discussed in the following chapter, 

follo'Wed by a detailed tr:-eatment of the important el0ment:: 

of the policy with an attempt at analysing the imp.let 

of these on the industry and the extent to wtiicli u,.. 

ob j e ct i v es have been a ch i eve d ; i t i :; pr op o !".; e d t o 'P ·: • · 

an over view of the drug industr:-y in India and it:; i':•'<h·· 

tion particularly with reference to the health n0 1 •.!:. 

there o f t et and ! i n a 1 l ·1 an at t empt i :; m c1 de t o d '-' : " l " ; · 
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a frameuork for a model of drug ?Olicy ... hich may ~~ 

of relevance particularly to the developing co1.rntr.ic_>s_ 

It is conceded at the outset that ~-he last of the above 

tasks leads one to extreme! y st icky terrain in that 

.. such a model cannot have a universal applicability an<i 

"'ill have to be seen in the context of the local condi-

tions as also the overall policy objectives of the c0n-

cerned country. Nevertheless the relevance or other\."ise 

of a conceptual model would depend upon the stage of 

development of a particular region or country and \.That 

may not be relevant for a region today may be so tomon::·o1.:, 

and it would be important to keep in rr.ind this time-

dimension to relevance. 

1.5 The need for a drug policy 

9. The quest ion for a need to have an indust r i J l drug 

policy has its answer in the necessity of relating in 

a coordinate~ manner the diverse objectives 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 

alt hough 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 Ll:-·1~~,-

sections of the population to the benefit:; of t.ri·· t<1ll-

out of industrial development in qerH·r·al. 

analysis o( the objectives and the extent to 1..1t1icll the'.;•· h.i·:,. !••'"II 

' 

~h~ ~N;d, in,,the Indian cc1r1t..ext, t0 liavf' ;rn ir1d11r;tri.d dr111, ;•>!:,,··,·. 
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CHAPTER II 

EVOLlTTION OF INDUSTRIAL DRUG POLICY IN INDIA 

II.1 Reguldtory framework for industries in India 

1. To understand and appreciate the complex it i e ~ 0 f 

Industrial Drug Policy in India, it is neces5an· tc 

in the ~ountry. Industrial production in In,ii."'l ~~ 

regulated through a licensing regime covering a ~ide 

range of activities. The basic regulatory prov1s1on 

is the Industries(Development & Regulation) Act. In 

addition, there are regulations like Monopolies & Restric-

tive Trade Practices and foreign Exchange Regulation 

Act which have been framed with a view to checking the 

grow.th of monopolies or mac-ket dominance and ·regul.1t ion 

of foreign equity respectively. In addition, there 

are certain other provisions which l " ,, 

various guidelines and press notes issued from time 

to time laying down para.meters in respect of licensir.'J 

related issues. Broadly, the Indian rEgulatory system 

has the following characteristics : 

i) There is a broad division of industries on 

the basis of ownership into public sector 

(Government owned), private sector, joint s,:-ctor 

(partly Government owned) and the foreign sectcr 

(foreign equity of more thdn 40\). 

ii) There is alrio a very broad, though fJ,~:..:!•l··· 

demarcation of activitie;, 

to each sector. 
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iii) Industries are also divided into 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 techno_logy 

and capital which are governed by Foreign Ex·­

dtarge Regulation Act and import-export regulations. 

v) There is prioritisation, of industries but 

such a prioritisation is 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 a'ld material) in accordar.ce 

with pre-determined nat ionrl 1 priori tie~. Hesource i\lio-

cation is sought to be effected through the instruments 

of licensing and regulating Financial flow through term 

lending institutions and both theRe 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 mor~ 

precise and gave direction to the industrial developmPr~t 

of the country, and inspite of shifts in emphasi:; over 



10 

the years in licensing and related issues, the basic 

structure created by the Industrial Policy Resolution 

of 1956 still remains intact. Broadly, the Industrial 

Policy Resolution of 1956 determined the following thrusts 

for the industrial development of the country : 

i) It accepted implicitly th~ principle of a mixed 

economy providing for the existence of the 

public and private sectors: 

ii) 

iii) 

It placed the public sector at 

heights of the economy• giving to 

role in generating the necessary 

industrial development: 

"commanding 

it a major 

impetus to 

It categorised industries into three categories 

the first being th-e exclusive responsi.._,ility 

of the State, the second consisting of industries 

where State was expected to take the initiative 

in establishing new undertakings ·put 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 

review~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 a 1 so took into accour.t the changing scenario -

both domestic and international and made correct i ems 

and adjustments keeping these factors in view. vor 

instance, the Policy Statement of 1973 addressed its1'lf 
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specially to the growth of industrial monopoly and market 

dominance by unfair means - tendencies which were evident 

at that time. It 111ade certain adjustments to tackl<' 

these tendencies by passing regulations 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 pro,,-iding for what is known as the "tiny sector". 

It also laid emph~sis 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 industrial develop­

ment and laid emphasis on optimum utilisation of installed 

capacity: achieving higher. productivity, promoting 

export-oriented industries: and producing high· quality 

and internationally competitive products. 

4. It is obvious that the policy guidelines 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. F'or 

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 parti'-i­

pation and involvement. ThP.rf.:' was al.Go reluctanc<> nri 

the part of private sector to invest in projects h.1vin•3 

a lon9er gestation period and o~fering lowur returns. 
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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 m1n1murn 

economic size, higher emphasis on quality and competitive­

ness, greater 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 1 iberal i­

sat ion in this area also during the last fe1J years and 

the foreign sector has been assigned a role in high 

technology areas while. its part ic ipat ion is re9u 1 a ted 

in such a way that investments made are in tandem "'it h 

the priorities and objective3 of State policy. 

II.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 Goverrimen t 

from time to time and the drug sector has, due to its 

special characteristics, been considered for 

a separate tredtment. No speci-31 pol icy for the druq 

industry existed till 1962 and the initial forays into 
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the area of determining drug policy \Jere also conf inc-d 

basically to regulating the prices of enJ products to 

protect the interests of the consumer. The Drug (Display 

of Prices) Order, 1962 \las the first of its kind and 

thi5 Order merely required all manufacturers, importer:; 

and distributors of drugs to publish price lists of 

their products and the Chemists to display such prices. 

Subsequently, the Drug {Control of Pricing) Order, 1963 

was proaaulgated 

the levels 

freezing of drugs 

Apart 

at 

from 

these, the 

the sale prices 

April, 1963. 

aspect has been 

obtaining on 1st 

drug regulation 

1940 itself when 

taken care 

of since 

was passed. But it 

the developments in 

is 

the 

not 

the Drugs & Cosmetics Act 

the intention of treat._ing 

field of drug standards and 

drug regulation as part of the process of evolution 

of the industrial drug policy although significant progre~s 

had been made in these areas also in the shape of develop­

ment of the Indian Pharmacopoeia. These are, ho..,ever, 

proposed to be discussed separately, though brief!~ 

under the heading of Quality control. 

6. The rudiment~ of a drug pol icy can be traced to 

the Drug (Display and Control) Order of 1966 which provid~d 

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. Sub.sequent 

amendments made to the Order allowed for (a) exemption 

o f drugs w i t h p ha rm ace u t i ca 1 n am e ;, f r om pr i c e: a ppr o v .i 1 :; 
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and (b) exemption of drugs evolved out of original rc~earclt 

and marketed} for the first time from the price control. 

7. It is for the first time thus that cognizance \.lo$ 

taken of R&D efforts and the control Order did not· mt> rely 

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 Commission 

to study the cost Jtructure of 18 specified drugs so! d 

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 1970 was promulgated with the 

principal objective 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 entrepreneur5i.iti 

in the future development of the industry. 

11.3 Hathi Coanittee and the 1978 fol icy 

8. It would be seen from the above that while by 197L' 

t he Gove c nm en t o f I n d i a h ad t a ken some de c i s i on:; • .. : i t h 

a view to develoa>ing the drug industry, the rr i111.ny 

concecn continued to be to check the 'prices in th!! 111: ··r»:;t 
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It is only in 1974 that the Government 

ot India took a comprehensiv~ look at the drug industry 

and appointed a Committee under the chairmanship of Jaisukh 

Lal Hathi vho enquired into the various facets of drug 

industry in India • This Committee is popularly known 

as the Hathi CC'mmittee 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 the country and of making appropriate 

recommendations vith the following specific terms of 

reference : 

i) To enquire into the progress made by t.he industry 

and the status achieved by it: 

ii) 

iii} 

To 

the 

in 

recommend measures necessary to ensure that 

public sector attains a leadership role 

the manufacture of basic drugs and formula-

tions, and in research and development; 

To make recommendations for promoting the rapid 

gro1.1th of the drugs industry, and particularly 

of the !ndian and small scale industries sector. 

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 arrangem.: nts for the 

flo\.I of new technology into thn industry, and 

make recommendations thereof; 

v) To recommend mca5ure5 for e(fe:ctiv~ quality 

cc~rilrol o( drtJ<j:t, rtlld f<Jr" rc11Jeri11<J a:J:Ji:!l.111,·(· 

to emal! ~cale units in thie regard~ 
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vi) 'l'o examine the measures taken so far to r~duc~ 

the prices of drugs to the consumer and to 

reco~mend such further measures as may be nece­

ssary to rationalise the prices of basic drugs 

and formulations: 

vii) 

viii} 

To recom•end measures for providing essential 

drugs and common house-hold remedies to the 

general pllbl ic, especial 1 y in the i.-ural art?as: 

and 

To reco1D1Dend institution and other arrangements 

to ensure equitable distribution of basic drugs 

and raw materials, 

scale sector. 

especially to the small 

9. After considering the recommendations of the Hathi 

Committee, the Government came out with a Drug Policy 

covering a \lide range of aspects of the industry. The 

broad object iv es of the Dc-ug Pol icy announced in 1978 

"ec-e :-

i} To develop self-c-eliance in dc-ug technology: 

ii) To pc-ovide a leadership role to the public 

sector-: 

iii) To aim at 

of dc-ug:: 

of imports: 

quick 

with a 

self-sufficiency 

view to c-educe 

in the out put 

the quantum 

iv) To foster- and encourage the growth of the Indian 

sector; 

vj To ensuc-e that the drugs are available in abun­

dance in the country to meet the heal th needs 

of our people; 

vi} 

vii) 

To make drugs dvailable at reasonable prices: 

To keep a careful watch on the qu~lity of produc­

tion and prevent adulteration and malpractice~: 
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viii) To offer special incertives to firms which 

are engaged in Research and Development: and 

ix} To provide other parameters to control, regulate 

and rejuvenate this indu. try as a whole, vi th 

particular reference to containing and channelisi~g 

the activity of foreign companies in accc~d 

with national objectives and priorities. 

10. These objectives were sought to be achieved th t-OU•Jh 

a number of measures covering broadly areas of licensing, 

rational use of drugs and price control. The major 

thrust of the above 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 foreign·companies 

(all companies were deemed to be foreign if they had 

a foreign equity of more than 4C\). These included: 

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 fo:; the 

b•Jlk drugs by the foreign drug companie.:> in accordance 

with the terms and conditions laid down by the Government; 

requiring a foreign drug company having a turnover o C 

over Rs.SO million per annum to have R&D facilities 

vithin the country on which capital investment had lo 

be at lea!Jt 201 of their ri<>t blnc:k and rP.quirin9 lfl,•111 

to spend at lea:it 41 of thrir 9ale:; turnover as recurri11•J 
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e:ipendit.ore on R&D facilities. Foreign drug compJn i...•s 

vere perceived at that time as making unduly large prof its 

special 1 y on formulation activity because of their brand 

strengths. It was also felt that the Indian mdrket 

was being used by these companies to push their products 

developed as a result of R&D carried out outside Indi.1. 

The idea, therefore, was not only to restrict the entt·y 

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 manuf ac­

ture and to shift away from manufacture from penulti­

mate intermediates imported by most of these companies 

from their principals at transfer pricing. Besides 

these measures, the 1978 policy also laid emphasis on 

encouraging dilution of foreign holdings in t-l"!e foreign 

companies 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-

nit ion of foreign companies was as high as 38 in 1978 

but it came down to 9 by 1986. Similiirly the production 

of bulk drugs by foreign companies was of the order 

of Rs.560 mill ion in 1978 but it came down to Rs. 400 

million in 1985. At the same time the product ion of 

the Indian sector went up trom Rs.750 million ln 1970 

to Rs.191D 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 agdinst 
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a c0rrespondin9 decrease in the case of foreign companie~. 

But this may be deceptive in that a number of erst,,..hil,• 

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 

the same. This 

decision making remained more or less 

was so because of the widely dispersed 

nature of the Indian equity.preventting 1 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 foreign 

transnational companies. Nctwithstanding these observa­

tions, the fact remains that the 1978 policy gave cons i -

derable fillip tc the Indian sector of the industry 

which developed in a big way after the implement at ion 

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 discour.:iyirHJ 

manufacture of formulations alone by prescribing ratio:: 

on bulk dcugs and formulation production foC" every company; 

encouragfng the use of genf!ric names by decreeing that 

i n ca s e o f An a 1 g i n , As p i r i n , C h l o r p r om a z i n e , f't.• r r o u : ; 

Sulphates, Piperazine and its salts, bnrnd narne:; .sl .. il 1 

be abolished ancl only gP.nP.ric namen 5hall be t1:;1•ri. 
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All these measures together with the price control regime 

were primarily aimed at protecting the consumer against 

profiteerin9. 

12. The price control regime spelt out in 1978 pol icy 

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 

stuny providing for a fixed post-tax return. In the 

case of formulations three different· mark-ups on the 

ex-factory price were prescribed_ depending_ upon the 

category to which a drug belonged • 

. 13. The mark-ups were again allowed on ex-factory pcices 

which in turn were determined by the Government on the 

basis of prescribed norms. Thus the Policy provided 

for fixation of prices by the Governmt?nt on a fni dy 

large number of bulk drugs and their formulations and 

the fix at ion of ex-factory prices was determint:d by 

certain prescribed norms. 

11.4 Impact of the 1978 policy 

14. Even though the 1978 Drug Policy constitute~ 

a significant step in the evolution of a Coniprchc·11::1vt• 

Policy, its restrictive provisions particularly 1·r1 "t! 

control regime tended to slC'w oown the growth and inv ·;;L -

,ment. , Ironically this stagnation in gr<;>wth was me ;t 
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marked in the case of pr0ducts which were regarded ":' 

more essential for the common diseases and for the mass~~ 

which was completely the opposite of what had bl?t~n 

intended. There was a fall in production in drugs; like 

Penicillin, · Dapsone, Chloroquin. There va~ 

also.a decline in investment and a number of Drug Companies 

started movinq away from pharmaceutical business tc 

other activities. However, the objective of encouraging 

the y1·owth of indigenous industry was achieved in spite 

of these constraints. Th is 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 notwithsta~ding, a review 1,.;as 

made of the. impact of the various elements of the Dr-ug 

Pol icy z.nd it was felt that the restrictive provisions 

of the policy wer-e certainly having a deleterious effect 

on the Drug Industry as. a whole. A study conducted by 

~tional . Coupcil . of . Applied Economic R~search in 1984-05 tended 

io. reinfprce this view. The study had .examined 33 comp.11iie.u •1\hi 

~ to ·the conclusion that the profitability :of. the .industry a:; 

a 1.·hol e had come down. The study fo1Jnd that the po;,t 

tax profits of S\ of the uriit::; in 1977-78 were in th·· 

range of 2-Si while in the cas(> of one unit it wa!; ovpr 

10\. In 1980-81 n1Jne of the sample un 1 ts h<.id en joyt!d 

ill post tax retu:-n ~f over 8\. Tha number of units with 



- 22 -

less than 2\ pre-tax profit showed an increase from 

6\ in 1977-78 to 11\ by 1980-81. However, the number 

of. units whose pre-tax pl'."ofit was in the range of 2-

5\ remained unchanged during this period. Of tht: 33 

units tha~ the study had examined, 16 had a Profitj 

Before Tax(PBT).as percent of sales of over 10% in 1977-78 

while it came down to 8\ in 1981-82. While on the issue 

of profit~bility 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 certai~ly 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 :::ndustr-ial Drug 

Policy of 1978 after considering the recommendations 

and the reports of a number of Expert Committees set 

up for the purpose and set about to correct imbalances 

in the earlieL" Policy. 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. As would l>e .S•?CP 

frorr. the fact that the Government chose to call ·.;1J,1t 

it announced in Oecemher- 1986 a ser1e!J of rr.ear.ur.~:;, 

i t co n t i ri u e d t o r e t a i n t h e b a s i s o f t h c l 9 7 0 D r u <J P (1 I i _ , 

and the measur-es which were announced were in t.hP nat 1ir.• 

1" I 1 < n r r , · < 1 r 1 v " , , r -• p1 ""· • /\r1<1r t1Pr .1 •.;r,,.,: 1 wll11c h l.t• r1,1f 1~1,·••t1 



23 

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.O. 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 heal th. 

Ic reiterates India's commitment to the goal "Health 

for all by the year 2000 A.~." through the univecsal 

prov is ion of comprehensive primary heal th care service. 

The attainment of thio goal requires an accelerated 
'. 

developmen~ of all inputs to the health care system, 

including essential and life saving drugs and va.:cines 

of prov~n quality. Drugs alone are not sufficient to 

provide health care. However, if ration al 1 y used, they 

do play an important role in protecting, maintaining 

and restoring the health of the people and in controlling 

population. The Indian Pharmaceutical Industry has, 

therefore, a vital role in serving the basic health 

needs of the people." 

. "The Report of the Hathi Committee (1975) is an imper-

tant landmark in the development of the Indian pharma-

ceutical industry. The Hatld Committee emphasized the 

achievement of self-sufficiency in medicines and of 
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abundant availability at reasonable prices of essential 

medicines. Since 1975, the Indian pharmaceutical i~dustry 

has grown to be the most diversified and vertically 

integrated pharmaceutical industry i.n the entire Third 

World. The country has ac~ieved self-sufficiency in 

formulations and also in a large number of bulk drugs. 

In 1984-85, imports of formulations were only Rs .10. l 7 

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 product ion of several bulk 

6rugs, including antibiotics like Ampicillin, Amoxycillin, 

Erythromycin, Anti-infectives like Sulphamethaxazole 

and Trimethorpim, anti-TB drugs like Ethambuto-Cardio 

Vascular drugs like Methyl· Dopa: Analgesics ~ike Ib~profen 

and Isopropyl antipyrine: ant i-amoebics 1 ike -~et ron ida­

zole and Tinidazole, anti-cancer drugs like Vinblastine, 

Vincristire and Cisplatin were indigenously developed. 

The trade balance in pharmaceuticals is also impr-oving 

as 

of 

a result ·of increasing 

drugs and formulations 

exports. In 1984-85, expor-ts 

wer-e Rs.217.49 crores ...,hile 

imorts were Rs.215.62 crores. A wide range of bu 1 k 

drugs and formulations are being exported to several 

countries, including 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 capabilitie:; 

developed by the Indian phar-maceutical industry are 
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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 ref1 ect the genuine requirements of the 

health care needs of the country. The prolif~ration 

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. The,, present 

institutional and statutory arrangements for enforcing 

quality control for registration of new formulations 

for monitoring adverse react ions and for dissemination 

of unbiased information about the safety and efficacy 

of products '.!larketed in the country ac-e far from being 

adequate.· 

17. The Policy Statement itself indicated the key note 

of the Policy as being •abundant availability on a co11L i-

nuous basis, at reasonable prices of essential life 

saving and prophylactic medicines of good quality". 

The emphasis thus .:Jhifted to the need to increase proJuc-

ti on and the implied inf~rence of the market forces 

taking care of the prices after the production incr-ea~··d. 

A detailed en~nciation, of ,tbe, objectivcn o! the ne1.· 
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~easures 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 product ion 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 

(:Conomic sizes and to introducing new techno­

logies and new drugs: and 

(d) strengthening the indigenous capabi 1 ity for 

production of drugs. 

18 ... The above objectives vere proposed to be achieved 

by making changes in the policy and systems of : 

(a) Rational use of drugs: 

(b) Quality control: 

(c) Pricing Policy: 

(d) Licensing Policy. 

19. As regards (a) and ( b) above, the new pol icy measures 

proposed to ~trengthen the infrastructural facility 

for quality control: to ensure internal testing facilitie~ 

to be maintained by the manufacturers: to give statutory 

eff~ct to Good Manufacturing Practices: to have a system 

of certification by reputed institutions of Good Ma:1u-

facturing Practices and of quality control products: 

to make procedure for clearan~t~ of new drugs more stringent: 

'o strengthen packing and batching. 

20. As regards the pricing and licensing pol icy, th(' 
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measures of December 1986, while retaining the basic 

framewor'< of the 1978 pol icy, aimed at liberal is i n9 

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 like ~ationalisation of drugs 

and pricing policies in a more pragmatic manner. The 

emphasis had clearly shifted to increased production 

by not only higher utilisation 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 pro!its; (c) define the role of the foreign 

companies more clearly by specifying the list of product~ 

which these companies were allowed to enter: (d) '"'hile 

recaining the importance of the public sector, give 

definite signals for a shift in this ba3ic policy .1l!>o 
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by de-reserving certain items which were hitherto rese~ved 

for exclusive 11anufacture by the public sector: (e) gi• 

encouragement to indigenous R&D by delicensing of products 

which were indigenously developed through local R&D: 

(f) fur.ther liberalise the licensing regime by delicensing 

94 bulk drugs: (9) 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. 

23. The measures which were announced in 1986 have since 

been implemented in full but it is too early to assess 

·accurately the·ir complete impact. Nevertheless, if one 

-
goes by the share market which is at any rate indicative 

of the perception of the shareholder regarding the> 1111 urt' 

of a particula~ industry or a group of industries, these 

measures appear to have substantially achieved the objcctiv 

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 pr ices of a few companies, 

namely, Hoechst, Sarabhai, May & Baker, Cipla, Claxo 

are given in the graphs in Annexure II which would indicate 

the buoyancy of share pr ic.?s of these companies during 

a period quite relevant in the context of impact. of 

the Policy measures. Similarly, there has been significant 

i n c re as e i n product ion i n the case o f a numb e r o 1 k e y 

products. A review by the Off ice of the Economic Advi~cr 
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an increase of 41.55\ during April, January 19Uti '\"(>t 

April-January 1987. The d~ta collected from ano~her 

source namely the Central Statistical Organisation for 

the index of industrial production covering 13 drugs 

showed an increase 

over April-January, 

of 63 .8\ 

1987. 

during April-January, 1988 

The data collected fro!'I a 

third source namely the Drug Monitoring Cell of the 

Department of Chemicals ' Petrochemicals of the Goven1n:,•nt 

of India in respect of 28 drugs showed an increase of 

32.91\ during January-March, 1988 over January-Ma"ch, 

1987. The above three sets of data are in respect of 

different drugs and t~e sources are also different. 

The period taken is significant since it gives suf!ici~nt 

time to enable the effect of the policy measures to 

be felt at the ground level. As stated eaclier, it 

is still too early to realize the measure of the complete 

impact of the various steps that have been taken b::t · 

the trends are indicative of at least the ~ight responsPs. 

Having said that, however, it is necessary to point 

out that the policy measures have been subjected to 

severe criticism from a number of quarters particulat·ly 

the consumer groups and their representatives in Par l i Cl1:1en t 

The measures have been variously described by the critics 

as "pro-industry", "anti-con3umer" and "a sell-cu~ :o 

the multinationals". The pricing policy contained in 

these measures ha.CJ come in for a particularly sca~ll:1i1 

condemnation by the critics and it is propcsed to d1:•c:. 

this separdtely at some- length in the chapter on pr1c1::·1 

policies. But 1t appears that the undl'rlyinq cl!'lsui:1i'' :"11 
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in all this criticism is that the interests of the consum~r 

and the industry are diametrically opposite - an assumption 

vhich is not necessarily correct. The fears vhich have 

been voiced by the ·critics of the measures are •lU it~ 

genuine and indicate a concern for the interests of 

the common masses. But it is too early to say vhether 

these are justified or not since the impact of the 

policy has still to be fully evaluated. lf it is measured 

in ter111s 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 dssumpt ion 

made in the 1966 policy pronouncements - only tirae can 

tell. 

24. The evolution ot industrial <lrug policy in India 

has thus been gradual, based on an indepth consider~ti0n 

of the various parameters and balancing of the various 

goals of the Government in this sector. The Drug Poi icy 

pronouncements have also been in tandem vith the overall 

economic and industrial policy of the Government and 

of late the attempt at liberalisation and de-requLll ion 

of the industry a!l a vhole has been reflected in the 

Drug policy measures too. 
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CHAPTER Ill 

INDUSTRIAL LICENSING 

l. The broad parameters of the licensing regime in 

India have already been spelt out in Chapter II. Basi-

call y, industrial 1 icensing involves issuance of 1 et ters 

of approval for manufacture and determination of par-a-

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 is 

based on clinical trials, and is given on consider-at ion 

of therapeutic efficacy and safety. Industrial licensing 

is used as an instrument to regulate industrial production 

in consonance with the objectives of industrial policy. 

Sel £-reliance, . basic stage manufacture, encouragement 

of domestic industry, discouragement ·of monopolistic 

tendencies have been the main planks of industria1 , policy 

in general. There have been shifts in the methods used 

for achieving 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-

sat ion of capacity, int ernat ion al com pet it i ver.ess, high 

quality of manufacture and minimum economic sizes. 

The industrial licensing for the Drug sector h<ls b•!en 

in tandem with the general licensing policy. 

drug licensing, owing to the speciill characteri:;tic.; 

of the industry has certain leature!l which do not t>x1:_;t 

in the case of other sectors o( the industry. 
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III.2 f~!~!g~-~~~!~! 

2. To regulate the operations of the .foreign st:ctor, 

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 prioritie~ 

and that these companies would be aligible for entry 

mainly in 

from the 

tho~e areas where such an entry is desirable 

to the 

objectives of 

policy document, 

better health care. According 

companies other than foreign 

companies would continue to be eligible for indust1·ial 

approvals in respect of bulk drug:l 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 companies 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 specific areas as consisting of 66 drugs 

which are open to the foreign companies for manufacture. 

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 ovPrall 

industrial policy of 1986 lays great emphasis on ensuring 

•abundant availability of drugs" and consequently on 

increase in produr;tion and for achieving this s<?eks 

to r1.?mo·1e all bottlenecks coming in the way of hig!1 p 1JJu..:­

tion. · It is in thi.s context that the policy' t<llk:, o{ 

progressive delicensing in additiG>n to the 94 bulk druq" 
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alc-eady delicensed. These include ant i-cancet· ,:: t;•j:; 

as '"'ell as all ne"1 bulk dc-ugs developed thc-ough indi·.>':L':.;s 

c-eseac-ch. In effect, del icensing implies that no :'~· 1cr-

appc-oval is necessac-y foc- the manufactuc-e of a particular 

product once it has been cleared for manufacture by 

the Drug Regulation authorities. The scheme for progrcs~ive 

delicensin9 is subject to the following criteria 

(a) Bulk drugs whose imports are al lowed on f\!1en 

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 ut il is at ion of a 1 ready 

created capacity and flexibility of manufacture consistent 

with the special features of the drug industry, 31 g~oups 

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 li=ensing provi­

sions for th<? drug sector include determination of a 

Phased Manufacturing Programme, Ratio-parameters and 

relationship between associated and non-associated formu-

la tors. Phased Manufacturing Programme is aimed .1t 

encouraging cost-effective indigenisation and 

stage manufacture and ensurin<;J that bulk drug produrt i ,,ri 

is not confined to processing of later intermediat••:; 
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only. Phased Manufacturing Programme has accorJing:y 

been determined for over 2 30 drugs and involves going 

basic in a phased manner over a period of time the tim0-

frame varying from product to pr-oduct. The vi ab i li:. y 

of the Phased Manufacturing Programme has been determint?d 

in terms of the domestic resosurce cost of product ion 

with suitable shadow rate of foreign exchange. 

5. The concept of ratio parameters is very significant 

from the point of view of discouraging companies from 

manufactut"ing 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. In 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 com pan;• is a foreign company or an Indian company. 

In the case of foreign companies the ratios are more 

weighted in favour of bulk drug manufacture than in 

the case of Indian companies. All foreign compan1~s 

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 thesf> r.1tios vary with tlir> 

ex-factory value of production, and range from l:rJ 1n 

case of annual production upt0 Rs.250 million to :IC 

in cases o! production upto Rs.100 million. 
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recognised that companie.-, 1.1ith a higher turnover· ,-d:1 

sustain higher l~vels of bulk drug production as co~ra~~J 

to those having a lower turnove~. 

111.4 "Non-associated" formulators 

6: In order to prevent mark~t dominance ba~ed 011 tech110-

logical strength as distinct from Brand-strength in 

the area of bulk drug manufacture, it has also been 

provided in the licensing policy that all those companies 

which are foreign and/or are covered under the provisions 

of the Monopolies and Restrictiv~ Trad~ Practices Act 

shall market SO\ of their bulk drug productie,,n to non-

associated formulators while other compani~s would market 

30\ of the bulk drug production to such formulators. 

This is primarily aimed at presenting market dominance 

by large companie.s who may, on the basis of their ted1111..l-

logical strength in the bulk drug 1nanu f acture, deprive 

the lesser endowed companies of their share of the rau 

material by cornering _it either them~elves or through 

their associates. While the 1 icensi ng regime subserves 

policy thrusts of the Government to a substantial degree 

there? are a few aberrations vhich have to' -be -c:>mmented 

upon. Thus, while the foreign companies are restricted 

entry only into high technology areas, the definiti0n 

of a foreign company allows a large number of companiPs 

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 becau.st:• 

t.he dilution of equity ·10\ does not necessarily chamj ,. 

the essential character 0( a company because of widPI':' 

disper!led nature of the Indian ~h.:ireholdinq:;. Th(· r:r 1r 1 

cism on thi!1 score i.:J, t.hPn~fo.-1•, Villid to .c.ub:•l'.i11'f'1.il 
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extent. 7his cc-iticism is m~t orilr ~·artly l>y the a~-,,:;;:::._':•~ 

ot: the equity dilution r-educing remittances abc-oad co::.si­

derably- and distributing the profits 1.1ithin the co:.:n::.::-y 

to 

no 

a greater 

change in 

extent. The 

the essential 

basic poi •. t 

ch.lracter 

of 

of 

ther-e be ins 

t he f ·-~ t- e i '-J 11 

companies including their decision making structure, 

even after equity dilution, still remains valid. 

111.5 !~2!~!_!~~-!!~!!!!!~~!-~!_!~c~~~!~g 

7. These reservations notwithstanding, the ground reality 

is that the licensing regime has helped the Indian 

companies to come up in a big way. While in tht."' yeat-

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 for-eign in origin~ 

while in 1988 this number came down to 2. 

8. The concern for basic stage manufacture, the concern 

with creating a strong base for indigenous ind~stry. 

the over al 1 concern to increase pr-oduction, the cor.cerr. 

for preventing market dominance with a view to protecting 

the consumer, have all found place in the various element~ 

of the licensing system. It must, however, be mentioned 

that over the years of evolution of industrial pcl icy 

in general and industrial drug policy in particular 

in India, industrial licensing as an instrument has 

ceased to be as potent in achieving the decJ.ared goals 

of Government policies as it was in the initial years 

of industrial development. Other more ef(ectiv(> i11:'.Lt-u-

men .. - like channelising financial assi.5t<snce from Go•:(·rn­

ment institutions, tinker:-ing with the tariff structur1.• 

etc. have been found to be much more ,.(fectivc in r·,.«··•1:. 

times for achieving policy goals. 
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CHAPTER IV 

PRICIN~ OF PHARMACEUTICAL PRODUCTS -

POLICY & IHPLEHENTATION AND TARIFFS 

1. The concept of •administered prices" is common in 

the Indian context and there are a number of indust 1· i es 

covered under this, ·notably among these are the st ee 1 

industz: y, ti1e 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 

mat·ket forces of demand and supply will not have a iree 

play. The concept of administered prices, however, 

is some':!hat wider and apart from the i'nterest of the 

consumer, there is also an element of protection to 

the domesti~ 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 th~ industt·y 

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 l.S 

inherent in any system based on a cost-plus conce~L, 

particularly in the absence of competition. 

2. The price control re9ime as it orr>ralf>!J in th" i'lt.11111.1·· 

ceutical industry seclor is, however, far more co111pl1'x 

and detailed than is the case with the oparation u: 

the sch em e o: f ad m i p i s t e red p ri c i n, g i n t h e o t h e r s e c t o r s . 
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This ·is as much a result of an anxiety- to protect the 

consumer as of the nature of the industry itself '""hi ch 

has a large and multifarious product range as compc.red 

to, say, the steel industry or the cement indust r:y or 

even the fertilizer industry. The primary objective 

of the statutory price control is obviously to protect 

the ~onsumer by providing drugs at reasonable prices. 

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-detecmined 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 reaso~able return and 

to that extent the price control system tries to bal3nce 

two apparently contradictory objectives. 

3. The Drug Price Control system in India is based 
the 

on the principle of selectively andl regulatory ft"ame10ork 

for the same is provided by the Drug Price Control Order. 

The Order lists certain drugs for which prior price 

approvals of both bulk and fo~mulations from the Gov~rn-

ment is required. Fut"thet", it lays down the pat"ameters 

and the procedure for such price fixation and spec i tic:. 

certain penalities including r e co v e r y o ( o v e t" c ti .111. ; • • , i 

amount in the event of the bt"each of the provi~;it111:;. 

I n add i t i on t o t h e r e '1 'Ji r em e n t o f s c e k i n g pr l o r <1 p p r l' ·: . ii 

in respect of specified bulk drugs and formulation:;, 

the Order also pC"escC"ibes in information format for ~·1: .. 11 



- 39 -

those d~ugs which are not in the price controlled category 

to enable price monitoring of these by the Government. 

4. The Drug Price Control Order \las first promulgated 

in 1970 but it was made more elaborate and detailed 

in 1979. Although it "'as amended in 1987 by reducing 

the span of control to a considerable ex tent, the bds i c 

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 \IOuld form the reference point for the 

purposes of this analysis. 

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 uf 

each of these products. In fact, ir. the case of drug 

intermediates there is no price control although thet·e 

is regulation on tariffs. 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 excep~ for the cost of ril\.' 

materials (which also incidentally is ba!led on inform.-ilic111 

available with the agency fixing the price and r~ot llt'l'.•' 

ssarily based on the claim made by the company) t.her1· 

are prescribed norms for all the other activitie:; (): 
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conversion, packaging etc. and actuals are not considered. 

This is an important issue of contention between the 

industry and the Government 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 tiaes the actual costs are really lm1er 

than the nor111s. 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-~actory price : 

i) 14\ post-tax return ·on net worth; 

ii) 22\ return on capital employed: 

iii) Long ter111 marginal costing with 12% internal 

rate of return in the case of new plants. 

Government fix es 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-cur.i-tectinical 

study. This cost-cum-technical 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 utilisation 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 
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the matter of price determination. The fair price deter-

mined by the Government is normally valid for a period 

of three years and has an inbuilt escalation fot-mula. 

Expenses which can be treated as costs and the allocation 

of these expenses on individual products 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 pre..;cribed 

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 no\/. The mark-

up allowed to formulations of these two categories h,1s 

also been increased to 75% and 100%. Thus, apart from 

tlie span of control being reduced, the manufacturer 

had been given a much higher return by way of higher 
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•ark-up indicatin9 recognition of the fact that the 

earlier •ark-ups were totally unremunerative and in 

some cases did not even cover the operating costs. 

A word about the basis fer categorisation. The principle 

of selective price control on which the 1979 DPCO was 

based has ~een retained but the manner in which drugs 

in controlled category have been determined appears 

to be aaore rational in 1987 than was the case in 1979. 

Government had appointed a Committee consisting of experts 

from various disciplines including costing, medical 

profession etc. to draw up a list of essential drugs 

to be included under Category I I of the DPCO, Category I 

consisting of drugs used for the National health programme. 

Thus the Category I list of drugs which had a lo"'er 

mark-up of 75\ was in a way ~re-determined and,was condi­

tioned by the requirements of the National health programme 

while the Category II list which allo"'ed higher mark­

up of 100\ was drawn up by an Expert Commit tee. Th is 

Committee considered a basket of drugs consisting of 

the drugs included in the WHO list of essential drugs 

plus an almost equal number of other drugs- which the 

Committee felt were relevant to the Indian conditions. 

The Committee thereafter applied certain exclusion er i­

teria based on economic parameters and came up "'i~h 

the final list. The underlying objective \las to keep 

only those drugs (out of the basket "'hich the Committee 

considered to be essential) under the price control 

which did not allow for the operation of free market 
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forces to stabi l iee th"ei r prices. The exclusion c r it t:• t· i .:i 

of the Committee included considerations like number 

of manufacturers, share of the ma.rket and so on pl us 

as a deliberate and conscious incentive to R&O, those 

dru9a the process of which had been indigenously deve­

loped. The Governaent 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-factory 

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 distributi0n and selling expenses 

as also the profit to the manufacturer, and is a percentag~ 

of ex-factory cost. 

IV.4 !~~!~!!!!!.!~!!!8~_2!!~!~8-!!~!~! 

9. There are certain incentives provided in the pricing 

regime to subserve certain objectives of policy. 

include - Lota! exemption from pr-ice contr·ol to indu:it t t••:; 

in th€' small :!Cale sector; exemption fr-om pr-ice conti •Jl 

for a period of 5 years in respect of drugs devalop.:.>J 
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through indigenous R&D; exemption from price control 

in respect of drugs having new delivery system; exemption 

from price control of all drugs sold under generic name. 

It is clarified that in case of price-controlled drugs, 

Government only fixes the maximum retail prices and 

aanufacturers are free to sell at prices lower than 

these. 

IV.~ Tariffs 

10. On tariffs, the basic policy of the Government is 

to complement the measures in the areas of licensing 

and pricing by progressively reducing impo.r.t.: 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 a~d their availability and price 

depend to a large extent on the availability and price 

of petroleum products. In fact th is is a gap in the 

entire policy where the price of the end-product is 

sought to be controlled while there is no control on 

the pr ices of inputs. This is further comp! icated by 

the rapid fluctuations in the value of the rupee in 

the international market in recent times consequently 

increasing the landed co.'3t of imported inputs and thus 

putting an:additional strain on the price control mechanism. 

IV.6 ~~~!I~i~-~!-~!fQ~-!~~~ 

11. Brief analysis An analysis of the Control Or·.J.:r 

of 1987 almost a year afti?r it had been pronit:lq.i~ ... ; 

resulted in the following rev~iations 
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i) :.lthough ther-e 1.."as such a lo: uf emµhasis 0n 

reducing the span of control, it was found 

that actually this had not come down by any 

substantial degree in terms of the value of 

product ion. The number of drugs under pr ice 

control had certainly been reduced to less 

than half thereby facilitating the work of 

the Govern•ent machinery in processing price 

approval applications but in terms of turnovet­

the reduction in th".. 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 

froiw 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 under price control. A 

sectorwise analysis showed that the Indian 

private sector enjoyed the maximum degree of 

decontrol on production turnover being 27.8\ 

vhile it was 25.4\. in the case of the foreign 

sector. However, in terms of compa:-ison with 

the position obtaining in 1979 the biggest 

gainer was the public sector since under the 

1979 DPCO almost 

price controlled. 

its entire production was 

ii) While on the basie of statutory price fixation, 

the range of increase in the bulk drug prices 

was between minus 18. 4\ to 11 7\ (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 .Jas around JOi. ·TP.ere wet"e al :;o 

cases where the· prices of the decontrolled category 

o! drugs had come down. Howevet", the ! igure of 

around 30\ was a weiqhted avera:;c>·arid there wt.>re• 

indi vi<lual cases of much higher increase· in the pdce5 but· 

mo5t of these related to extr-em<>ly Jo..., turnover items. ,\11 

thi~t tends to reinforce the viel.J that ..:ompetit_ion 

had SP.t , in , the deaontt"ol l'.?d category cl:> 
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IV.7 
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a result of an expectation of higllct- t«.•tun1s 

prompting a shift· towards manufacture of Jecon-
trol.led 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. 

There weC'e a number of drugs both bulk and 

formulation which came under the price controlled 

category but which were selling in the market 

at prices much lower than those fixed by the 

Government. -Notable among these were Ampici 11 in 

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. 

Criticts• of the orice control regime _________________ £_______________ ---

12. Perhaps no aspect of the industrial drug policy 

has been subjected to so much critici3m '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 suppocted by the Members of 

Parliament and, on the other, from the industry. Taking 

the criticism of the consumer gcoups first, the criticism 

is on two counts : One, that Government ha.:; yone too 

far in decontrolling prices and in increasing the 111.uk-

ups to the industry and two the selection of drug.s for 

purposes of price control is arbitrary and que:~t 1011.ilJlc. 

The concern for the intere~•t of the con.sumer i1: .1 1_·< 1 1111t ry 

where significant portions of the population 11v(' l>clo..., 

the poverty line is under3tandable and ju~t1fi0d but 

it i~ not certain that m0re rigid control:; ,rnd l":>:_; 
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remunerative prices to the Industry '"'ould serve th~ 

cause of the consumer better. The experience of the 

1979 drug policy which allowed comparatively lower mark-

~p8 and aleo had a much larger basket of controlleJ 

drugs shoved that a number of companies w.~re moving 

a~ay from the pharmaceutical busin~ss to other activities 

and also there ·was a sharp decline in the product ion 

of some essential drugs although not in the over al 1 

production of drugs. There are no easy solutions tc 

this problem, though, and perhaps one approach that could 

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 th.:lt 11..:·eds 

to be considered is the cost of medicines :;.n the total 

cost of medicare. Medicines constitute an important 
pot 

though l necessarily a dominant input into the heal th 

care and while there is need to keep the prices of medicines 

in check a vie\J 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 categorisation of drugs 

into price controlled and price decontrolled ones, would 

appear to be more valid. Although the latest OPCO promul-

gated by the Government in 1987 is based on a more rational 

exerc i ae than its predecessor, the inherent shortcomings 

in the concept of selective productwise price-control 

nu l l i ! y t h e ! r u i l 3 o f a l l :; u c h t? x e r c i :; e :; ,1 n d ri o .i mo 11\>11 t 

ot rational ba:;i5 can protect tho.::;e involved 111 ~;11cli 
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exercise from the charge of arbitrariness. Perhaps 

the answer to tt.is problem may i\lso 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 frame\lork. 

of a modeL' industrial drug policy but it is consid\?red 

necessary to highlight these concerns at this junct.ice, 

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, tt.e DPCO has. a ceiling on profitability 

on formulation activity which varies· from 6-11\ depending 

on the turnover of a unit. Significantly, the ceiling 

relates to formulation activity alone and not to the 

bulk drug activity. This is an obvious attempt to check 

profiteering as a result of brand preferences which 

are predominant in form~lations alone. There could 

thus be an alternative and simpler approach based on 

a statutory profitability ceiling to protect the consumer 

from unwarranted profiteering. 

13. The c.:iticism from the manufacturers centres round 

(a) wrong categorisation of drugs for purposes of 

price control and (b) inadequacies in the system of 

price fi>ration i"-self. As regards (a) this is a concet"n 

which is sha["ed by consume[' groups also and has already 

been dealt at length in the foregoing paragt".:sphs. 1\s 

regards (b), according to the industry the price cont col 
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regime suffers on tw~ counts, one tha insistence on 

normative system of fixation cf prices rat.her than the 

actuals and, two, the delays involved in getting price 

approvals. Both these factors tend to erode the profitabi­

lity of the ~.i!s and it is being represented on behalf 

of the industry that they should be allowed price fixation 

on the basis of actual costs of raw materials and other 

invuts. Interestingly, there .is very little concern 

with the quantum of mark-ups that a~e presently alloued 

vhich seem to be adequate and perhaps the market itself 

may not be able to absorb higher mark-ups than vhat 

had been allowed. It is, however, true that delays 

in price approvals result in the industry not even getting 

vhat is due to it in terms of Government-determined 

norms, in time. Delays in. giving price approvals are 

inevitable ins pi te of the best efforts. In a situ at ion 

prone to inflationary pressures as also fluctuations 

in the exchange rates in the international market, the 

pressure or. the regulating system is further increased 

and it does not have the flexibility either to r-einove 

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 vell as the manufacturer. From the analysis 

of the immediate impact of the OPC0 1987 indicdted ir1 

para 11, it \Jould be tempting to argue for o total price 

decontrol since the market (oC"ce.s have tendeJ to pl .1y 
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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 

price 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 mJ11m:t·. 

IV. 8 !~!!~S.!._!!!_f!.!S.!_S.!!~!!~!-~.I~!!~ 

14. The above gaps· notw:a.thstanding, 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 drugs as also the intermediate 

chemicals are higher in India as compared to the .. c"orr-espond­

ing international prices. khile the ratio between indigenous 

prices and adjusted international prices of major ct1emicals 

used for the m~nufacture of drugs varies from 1.06:1 

to as high as 3.43:1 and that of major bulk dn:g prices 

from 1.33:1 to as high as 4:1, the prices of for~ulations 

of most of the dtugs are much lower in India a~ compar-ed 

to those prevailing in the International markets. formu­

lations like Aspirin, Tetracycline, Vitamin-0, etc. 

are selling at much lower pr ices in India a!j compac·ed 

to t ho .s e pre v a i l i n g in t he U • K • and .some o t he r \·: e :; t e r n 

countries. It is, therefore, remarki!ble that 1·\:":" ._·1rll 

higher input costs the prices of formulations tia·J., b1·c>11 

kept at lev~ls which are not only reasonable :•ut ct1•'<lP 

from international .standar-ds. 
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this apparent anamoly could be, apart from the statutory 

price controls, (a} the material costs in IndiJ ~re 

less than 35\ of the retail price and thus there is 

a wide margin for absorptior1 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 d0\..'n 

the retail prices in line with co3ts particularly in 

cases where product performance is well established. 

15. Apart from the comparison with international pnces, 

drug prices in India have also increased to a lesser 

ex tent as compared to the pr ices of other commodities. 

Thus with 1970 base pr ice as 100, while the prices of 

commoditie.s in general rose from 105.6 in. 1971-72 to 

450.4 in 1978-79, Drug prices during the same r•eciod 

rose from 99.7 to 222.4. 
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CHAPTER V 

!!~~-!~~!~!!!~~-!~~-~!-~~~!~!~~~-!~~~!~ 
AND TRANSFER OF TECHNOLOGY 

l. 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 l.:ltter 

in case of formulations and not coming in the 

purview of isolation cf new molecules: 

( c) Resolution of plant-specific bottlenecks and 

related process problems. 

2. While most companies allocate their R&D expt..•nditure 

on al 1 the above three activities, for the pu r-pose of 

discussion here the activity . indicate~ at ( c) above 

is being excluded since it does not ent i r-e l y qualify 

as an R&D activity leading to substantial developments 

in the area 0f drug manufacture of a general natur-e. 

3. Government policy in India has been concerned .... ith 

development and encouragement of R&O right trom the 

beginning but it was in 1983 that a Sub-group o( National 

Drug & Development Counc i 1 Wd.S .St!t up to g i vv ~;i•cc 1' i c 

recommendations about steps to develop R&D in th0 Orugs 

Sector. The recommendations of this Sub-cJroup ...,ere 

quite wide-ranging but those relatin<J to pro•11:;iori of 

incentives for R&O are briefly qiven below : 

(i) SincP. rc:1earch <:03l::i have t" l>e m•·I I) l lf I) ( 

th'· <j('l1Pr,1tion of r•"/Prlll" fr<>m :;.i!" l :. 

r1 '· c ,_, :; :~ ,, r y t t1d' r h .. pr!Clrl'f :~ y :, t '·r11 : I •1 I, 1 ( i : ''I 
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so devised as to enable the units eng.v~L'O in 

basic R&D to recover such costs. 

ii) Custom duc.y should be "'aived on the impor:-t of 

capital goods, such a waiver presently being 

available to R&D units attached to non-commer:-cial 

establishments only. 

iii) There should be a weighted rebate under Sect i l'n 

35 (2A) of the Income Tax Act for sponsonng 

research in Univer-sities, medical and phaL-macy 

institutions and inhouse research units. 

iv) Liberal licensing policies should be follo~ed 

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 Rl.;:) 

in the drug sector were announced from time to t 1 m<'. 

The ma j or inc en t i v es that are av a i l ab l e a t. pr cs c n t f o r-

this activity are : (i) All new bulk drugs and n:l.Jtcd 

formulations have been brought under the scheme of 

delicensing which means that specific approvals for 

manufacture of these drugs shal 1 not be requ i rL>d once 

the Drug Controller has cleared the product ion of :;ucli 

a drug: (ii) all drugs, the process of manufactu1-0 of 

which has been developed through indigP.flOU" l~.\l) ,lft' 

exempted from price control for a period of 5 years 

from the dat'-.! of commercial production; {iii) all forrnu-

lations based on new drug delivery systems arc P>:•'11q>t,.,: 

from price control; (iv) it has been recently (),,,-:,il·,: 

to al lo"' the entire expenditure on Basic rt>o.1·.i: .·11 .i:; 

cost 1.rhile computing the <:x-t;ictory price of .1 :•11!~. 

drug. 
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5. A fairly strong infrastructuce for R&D exists l>e·th 

in the Government anu the private sectOt'S lll InJi.1 and 

the two are complementing the efforts of one ,"'\t\('ther. 

Re.sear-ch laborator-ies in the Gover-nment sector like 

Central Drug Research Institute, and the Regional Rt·s~at-ch Labo-

ratories . .are engaged in developing new processes as also 

new 1:1olecules. Quite often there is a tie-up betweer. 

the industry and the laboratory for taking up resedr-ch 

in a specific area and often such a r-esearch project 

is partiy financed by the concer-ned company. Similarly, 

the public sector dr-1Jg companies have their- ol..'n f.:tir-ly 

well developed facilities of both basic .:ind pr\.1cess 

R&D. 

However, when one compares the levels of R&D expenditure 

incurred by the industry in India (exclusive of direct 

Government expenditure through r-esearch 1 a bot- at ct- i es 

etc.} with those in the advanced countries, thc'se are 

quite low. 7he Indian industry spent arou~d Rs.460 

million on IUD which comes to about 2\ oi it:' L11rr10VL'l° 

although a number of Indian companies spent as much 

as 4\ of their turnover on R&D. The above figute relate~ 

to the financial year 1905-86 and is a subsl.1ntial 

improvement on the figure of Rs.105 million SP«llt on 

R&O in 1976-77 both in t'eal terms and also as p0rc~ntage 

to the s a l es tu r- no v er ..: ti i ch was 1 . O 5 at t t 1 d t t i me . 

As against this, according to available I 11 I l • l 111 d l i (.\ r·, 

expenditure levels on RF.D by companies ld .... 1:;, 1utin':; 

(380 million US dollar.•;) Merck (6~0 million I':~ d·,11.ir·:;l, 

Pfizec· (219.8 million { I'" 
, " dol lar.s) '· v,, r 1 

vidually much mp re those of • _. : l ~ 1 r • • 
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Indian industry. In ~erms of pet::"centage to turnovet· 

also the expenditure in the West is around 8-9\. It 

would, prima-facie, appear from these fugur~s that the 

Indian companies have a long way to go particularly 

in the area of basic research. But a closer scrutiny 

would sho"' 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 su.:.>l."li11._•d 

by their global scale of operations. This is a point 

which is reinforced py the recent trends of mergers 

in the dru_g sector the world over to absrob esci\lat ing 

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 

e!ficacio~s molecules. Given the seal es of operations 

of most Indian companies (a maximum turnover of around 

Rs.800-1200 millior annually), it follows that the maj0r 

thrust of R&D activity has to centre on process and 

product development rather than development of ne"' l>u 1 k 

drugs. It would be noticed that incentives provided 

by the Government for R&D also focus mainly on proce:;~; 

research. This is not to sugge:;t that no basic research 

has taken plac~ in India. On the contrary, the expc11di-

turc or. R&D by Indian drug industry although low f:·,,1;1 



international yardsticks is still quite high compan·d 

to other sectors of the industry. It is in fact higher 

than that of most other sectorsas a percentage of turnover. 

Annexure Ill gives the industry-wise comparison of expendi-

t.ure on R&D. Over 100 companies in India have Inhouse 

R&D facility recognised by the Government and 9 of th~se 

sp~nt more than Rs.10 million per yeat- on this. 

though, for the reasons indicated above, a major port ion 

of the expenditure on R&D in 1985-86 (Rs. 280 mi 11 ion 

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 !inding drugs for the tropical diseases 

like amoebiasis and malaria (which has recurred recently). 

Apart from the two public sector undertakings, Indian 

Drugs & Pharmaceuticals Ltd. ( IDPL) and Hindustan Anti-

biotics Ltd.(HAL), there are just around six Indian 

drug companies engaged in basic research. But thcs".! 

have extensive facilities for synth~sising, isolating 

and 3creenir.g hundreds and thousands of synthetic and 

plant products. Even though the discovery of· final 

products i.e. therapeutically effective drugs has l..h~cn 

1 imi ted to a f eY, CORI and other laboratories have come 

out with a large number of chemical molecules uhich 

have a potential for being ~crecned and tested for thrt~­

peutic efficacy and it i:J the latter activity l>e.:au:;<> 

of cost3 and time involved that the ldboratoric~; .11•' 

unable to undertak(> on a !lr:.Jlr \.Jhirh i:; nec••:;:;.iry. 
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Some of the drugs that have been developed in India 

as a result of basic research are given below: 

Sintamil, an anti-depressant discovered by Hindustan 

Ciba-Geigy has reached the second rank in sales 

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 Hindu~tan 

Antibiotics. 

Centimazone, an anti-thyroid agent, from the Central 

Drug Research Institute, Lucknow. 

Forskolin, an anti-glaucoma and cardiotonic agent, 

discovered by Hoechst India. 

Satranidazole, an anti-amoebic and anti-trichomonal 

agent, from Hindustan Ciba-Geigy. 

6. Apart from these, there are more than 20 ot.hcr-s 

which are at an advanced stage of clinical trials one 

of which is an anti-arthiritic drug developed by IUPL 

and has reached the final stages of clinical trials. 

7. The Indian region is extremely well-endowed ~ith 

rich flora and a lot of drug research is conceutr.'\ted 

on material of natural origif1. A number of In<li,1n com-

panies have te\ken up investigation of potential of i>Lrnt 

life as starting material for use as inter-mcdi.ne;. in 

the manufacture of bulk drugs. 

of explcit<1tion of medicinal plants (or in<.Justri,d ::_ ... :; 

i S t WO - f 0 1 cJ • On the one hand, it involv1':; ~r·p.ir;i• l'in 

the hertial plants that are 1n existence either lul' 11.-•.' 
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as a drug or an intermediate, and on the other, it involv~s 

cultivation of these plants on a commercial scale. 

The latter involves genetic upgradation, and impr.::>vement 

in utilization and extraction processes. An illustration 

of this work is mentha crop producing 13\ higher hrl"l> 

yield and richer mentha content. An example of successful 

isolation of active therapeutic ingredient 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 Anti,...cancer. Drugs. 

Diosgenin which is an import~nt intermediate for a number 

o~ drugs has been extracted from Dioscorea ~hich 

is being gro".rn in the Northern and Eastern parts of the 

country. 

v.s ~!!~!!_e!!~!~-!~~-!!!~!!!~~!!-~I~!!~-~!-~!~!~!~! 

8. Apart from drugs obtained after isolating active 

chemical ingredients conforming to the st anda t"ds I aid 

down in the pharmacopoea, a number of drugs ba.sed on 

herbal plants have also been developed in the traditional 

system of Indian medicint:>!l 1 i k e A y u r v e J ;1 and u 11 , 111 i . 

These are natural product!> and do not neces.sarily involv·· 

ex t r a c t i on a n d i so I a t i on o ( a n a c t i v t• i n g r c d i c n l ti u : 

!ind a 'Jide-ranging us.:- ;s~; ~-1u<:h partir::ularly foL· commun 

ailments like coughs and cold~. Chronic ailment:; 11). ... 
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ailments of the liver al::;o respond to some of thes._, 

drugs effectively. One example of such drugs is 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 ar.d 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

copoe ial standards for the same. It is recognised that 

given the present level of access to modern medicines 

in India, which is very lo\./, ancJ given the fact that 

large sections of the Indian population which live 

in villages not only suffer from problem of affordability 

of medical tceatment but also have an inherent faith 

in the tradition'! system of Indian medicines, it is 

but natural that the traditional system of medicines 

in India should receive an equal, if not, h iqher import .:rnce 

in the overall health care 9cheme - of the country. 

However, an interesting development in recent times 

ha a b t? en t he en l r y o f a numb e t· o f comp an i es i n t h c o r g an i s c-- d 

sector, l>oth indigenous and tran5nat ional, ln the area 

o( so-called "Home remedie:." \Jhich can be used withoul 

medical prc3cription. Somr• of tllP;.P medicine:; ar~ Vick:;, 
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Amcutanjan. etc. vhich ar:-e suppos~dly effective in c:•Jr1n<J 

aches and pains and have an incceasing demand. 'l'h~se 

are not prescrib~d 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 th.:it 

they are all herbal-based and do not._ confocm to any 

pre-set pharmacopoeia! standards of chemical entities. 

9. As already indicated, the focus of R&D in India • 
has been and continues to be on pLocess and product 

development. This has also been helped by the present 

patent protect ion laws prevalent in India which afford 

protection to the process patent. The underlying thread 

in che industrial policy in the drug sector has all 

along been the goal of achieving self-reliance. in 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 drlHJ 

policy all through has triggered, indigenous research 

in development and improvement of processes. As a result, 

more than 2 50 bulk dn1gs a re rianu fact ured in India f ron1 

the basic stages. During the last two decades or so. 

the Indian drug industry has indigenously developed 

and improved high technology pror.esses involved in th" 

manufacture of over 100 egsent ia 1 ba:>ic drUq!.i. ,\ J cH<J•' 

number of companies have successfully upscaled hiqhl·:· 

complex processc!l from the pilot plant to the comnH)rci,il 

scale. 
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10. During the early .part of the development ,-.: the 

drug industry in India, a number of drug companies estab­

lished high process technology in manufacturing Ant 1!•iotics, 

Sulpha drugs and Vi tam ins from the basic stag\?. 

included Penicillin, INH, Sulphadiazine, Dapsone, \/i:..amin 

A and 812, Prednislone, Betamethasc.1e, Corti:;one, ·:hlor­

amphenicol, Amodiaquin, Tetracycline, PAS, Diethyl ~~rba-

mazine, etc. Since then, basic stage process ha_; been 

developed for the manufacture of many more ne"' es:~·-nt i al 

drugs which include Insulin, Salbutamol, 

Chlorpropamide, Ibuprofen, Metronidazole, Met-end.l ;,:ole, 

Naproxen and Tinidazole. One of the challenge~~ that 

has been faced by the R&D tee ms has been deve I opment 

of processes based on local 1 y av di lable stat ting m.1 t er i al .. 

With availability of foreign exchange ~l"'ays posing 

problems, development of indigenous substitutes and 

processes based on these with a vie"' to effecti11y import 

substitution has been a vital objective and t0 that 

extent, technologies involving imported interm0diates 

or raw materials have to have a lower pt'iori ty. The 

process development exercises have not been confined 

to the field of synthetic drugs alone but have al~o 

seen improvement in f ermenta~ ion techniques a:; "'e 11 

as development of new strains. A seven stage l'rocess 

for testosterone has no"' been reduced to t\.lo :;t ages 

and methanol extraction has been simplified to .i one­

stage operation as a result of innovative develop11t(·11! 

l 1 • Th e r e h a s a l so been con s i d e r a b 1 e :. t r e :; ::; on d c• ... , · I , ' i J m e 11 t 

of optimum dosage forms in formulation::;. Inc.iit!n drug 



companies have undertaken extensive phyto-chen1 i cal s,. 

bioavailability and clinical sub-studies to 
I 

absorption, dispersion and dissolution rates and drug 

inter-action. This has resulted in evolving b.·t t <>r 

drug delivery systems as also producin? drugs of a ~~tte~ 

quality. A number of new products have also been launched 

in the shape Jf 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 : 7 

{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 prqduction oi 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 

st i 11 take a heavy toll. Hence the need for sustained 

R&D effort in this field. Similarly, the newer Betalactam 

antibiotics will find increasing use as speciality drugs 

toe highly specified pcoblern3 dnd this area would need 

special attention in term:; of H&O, even though :;ome 

of the Cephalos;wrin group of drug!; are dlready being 

U5ed in the country. It i3 nccc35ary to pay special 
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attention to development of those products which h~vc 

the special virtue of highly selective action aga111:;t 

micro-organism with minimal toxicity. 

Y.7 !~~~~2!~&1_!!!~~!!!_!~~-~f&!!~!!!~~ 

12. The quest ions of technology transfer and technolo1._1y 

upgcadation are closely interlinked 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 ch~rt given in Annexure IV gives a list of 13 drugs 

starting from the period 1972 to 1981 and indicates 

the dates of their international launch and their intro-

duction in India. The drug Pentoxiphylline was inter·-

nationally launched in 1972 arid introc.luced in 111Ji.1 

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 ye a rs and i n .the case o f I n s u 1 i n i t came do wr n t o 4 

years. In the case of Ci prof loxacin the gap ht1s come 

down to 2 years. The infrastructure of R&D for procesfi 

development has thus now reached a st age where s1Jph i st i -

cated products are beinq int reduced ir1 ! nd i .1 \..'it Iii n 

a period of 2-4 years from their lau:1ch in tl1\' int.<>1·­

natio11al mark.et which i:; a te:;ti11•0ny to the :;trer1CJth 

of the process development of R&D in India. 
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13. Since mo:-,t technologies in the drug sector are \·ery 

closely held and are also very costly, the access is 

limited to techuologies which can be regarded at best 

as second rate or even out-of-date. '!'his is anothet-

reason why it is imperative for developing countries 

to have a 

absorbing 

While the 

impact of 

strong infrastructure capable of- not only 

the technology but al3o of upgrading it. 

access to information about the efficacy and 

technology transfer in the private sector-

is limite1 for reasons of market confidentiality, there 

is ample evidence available to show that the techno­

logies which have been obtai:ied 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. 

H~L a public sector- company first obtained Penicillin 

strain having productivity of 15,00 · u/ml in 1963 \Jhicll 

the ccmpany subsequently improved to 15,000 u/ml by 

1976 through Inhouse R&O and strain improvement p~ograrnme 

following conventional mutation and natural selection 

methods. HAL decided to obtain a high yielding strain 

and technology from Toyo Jozo of J e:tpan in 1976 and th i ~ 

technology was absorbed and adapted initially with the 

help of Toyo Jozo at the pi lot pl ant level and upg radcd 

to the productivity level, 30,000 u/ml in 200 hour:; 

with an ext r act i u ;1 and recovery e f f i c i ency of 6 Si . 

R&O efforts thus substituted tlie imported raw material:; 

wi t.h indigenous! y available ones: simul taneou:;ly 

improving strain produi.:tivity through rrutation and 



natural selection methods and also altecat.ions in ltie 

environmental conditions of the fermentor, yields of 

a productivity of around 38,000 u/ml in 180 to 200 hcucs 

as also an imorovement' in the downstream extraction to 

75l have been =possible. Interestingly, the same techno­

logy was later transferred by HAL to IDP~ another public 

sector undertaking, which along the way obtained techno­

logy for this product from the USSR also. IDPL al.so 

was 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 lo;ooo 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/,11 having Strepto­

mycin content of ar-ound 10-lS'L Inter-estingly, in this 

case it was the IDPL which gave HAL the technology in 

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 thr-ee technologies that it obtained and 

developed a comm e r c i a 11 y v i ab 1 e do..., n - s l r cam t e c h no 1 o (1 ':' 

the r- e by i n c re as i n g the ex l c«H: t. i on <1 n d recovery e f t 1 · 

ciency and minirni5inr; f: co:;t of production. 

a b l e t o ma n u ! a c t u r e a r o 1..111 J l 2 0 l o n 11 e ::> p e r o nr1 u r.i o ! ~ l r 1: ;) t 0 ·-
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mycin through this upgradation. 

16. While there has been transfer of technology from 

developed countries to India, there have also been laterai 

transfers within India in a number of cases to the mutual 

advantage of all parties. The basic pre-condition for 

a successful technology-transfer, as already stat~d, 

is the availability of infrastructure to absorb and 

upgrade the same which exists in good measure in India. 

Given the present international environment the access 

to •state of the art technology" of developing countries 

is likely to remain limited. There does not seem to 

be any escape from laying hands on whatever technology 

is available, and then adQ.pting_ and upgrading it through 

inhouse R&D. The need for ~.eveloping coun.~ri es for 

creation of infrastructure to . enable this car.not be 

over-emphasized. 
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CHAPTER VI 

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 poli~y announced 

by the Government of India in 1986 has been "strengthening 

the system of quality control over drug production and 

promoting the rational use of drugs in the country", 

it is necessary =to briefly consider these aspects part i-

cul~rly in terms of availability of infrastructure. 

2. Quality controJ 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 saie -of drugs. 

No drug can be manufactured or even introduced in the 

aarket without the prior approval of the drug controlling 

agency which is done on the l>a3is of clinical trials 

etc. While the Drugs & Cosmetics Act and the ru!f?s 

framed thereunder co•.rer a very wide range of activities 

related to manufacture and distribution of drug:; and 

are, therefore, all cncompa:;:;inrJ in their sco(H•, <ind 

applicability as also sanr.tion.s, provided for vioL1t.i,ir1, 



the infrastructure available for implementing these 

provisions is not as strong as is varrauted by the ,i::e 

and the spread of the industry and the sale po int:s .. 

As against over 20,000 listed manufacturing premises 

and around 2 ,OO ,000 sales premises spread al 1 over the 

country the number of Drug Inspectors is only around 

700. The regulatory system is also based on the federal 

concept and the pover is concurrently shared betueen 

the federal and the State Governments, even though the 

power 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 axternal 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) 

iv) 

Substances intended for use as components of 

a drug. 

Devices 

use in 

intended for 

the di<lqnlilSi!l, 

internal and 

treatment, 

external 

mitigation 

or prevention or <lisorder in human beings. 

A misbranded drug is defined as under 

a) If it is so coloured, coated, poYered or poli:;hL'J 

that damage is concealed or appear of better 

of therapeutic value lh<rn it really i!3. 

b) Not labelled in I.hf' prt::Jcribed mcinner. 

c) It the label IH.·.ir:; .u1y :;L.it.1•m<•rit, dc:;iqn or· 
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device which makes (alse claim oc- misleadi11'] 

in any particular. 

An adulterated drtig is ·aefi~ed as·under :-

a) If it is filthy, putc-id or decomposed. 

b) If pre pa red, packed or stored under i nsan i ta ry 

conditions whereby it may be contaminated with 

filth or c-endered injurious to health. 

c) If its container is composed of any poisonous 

or deleterious substance Yhich rnay cause injury 

to the health. 

d) It it does not contain any permitted colour. 

e) If it contains any harmful or toxic sub.st.ance 

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 d different name. 

ii) If it is imitation of, or substitute for another 

drug or resembles another drug to deceive. 

If it is conspicuously marked to reveal to 

its true charactec- and its lack of identify 

with some other drug. 

iii) If its· label oc-· containec- bedrs name of the 

manufacturer or company Yhich is fictitious 

or does not exist. 

iv) If it is .substituted \./holly or in part by anoU1er 

drug. 

v) If it purports to be the product of a fictitious 

manufac~urer. 

A ~new drug• is defined as under 

a) A new substance of chemical, t.Jiological or 

Biotc.-cltnological crigin, in bu 1 k 
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f'>rm, used in prevention of diseases l II 111.) 11 

or an i111al. 

b) A drug which is already approved by the licensirH1 

authority for certain claim. 

c) A fixed dose combination of two or more dt·ugs, 

individually approved earlier 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 is recogni:-.:.,.i 

in large parts of the world as a reliable- standarc. 

There are a number of Central drug laboratories tor 

testing samples, which are under the control of the 

federal Go~ernment. In addition to the Central dru~ 

control organisation, each State has got its own Drug 

Contrci Organisation which varies in strength from State 

to State. 

VI.3 ~!2~-!~-!~!_g~~!!!I_~~~!!~!_!!S!~! 

4. Even though the legislative framework for quality 

control of drugs in India is quite strong and adeq11.H P, 

considering the size of the industry and distribution 

points , there are gap~ in the i n fr a:; t r u ct u re . 

gaps were highlighted in recent time:; by a Commi~;;;i,J:l 

po p u 1 a r 1 y k n o \.Jn a s t h '~ L a n t i n C om m i 5 5 i o 11 w h i c h Ii , 1 d ' ; • ) 11 " 

into the qua l i t y con t cal in ! rd:; t r u ct u r a and i t s ir.: p l ~ -

mentation in the Statr> o( Mahar-l!;htra in the l!(jllt n! 
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some deaths resulting from sub-standard drugs. The 

Co!:lmission made an open and very detailed enqu l r:y and 

has come up with important recommendations after ~ointing 

out serious lapses in the organisation as well as imple­

mentation of the Drug Control Regulations. ':he 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 machinery and the varying degree 

of efficacy and strength of the infrastructur-e 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 responsible for the entire 

gamut of activities relating to quality control of drugs 

starting from laying do~n of uniform standards to imple­

menting the quality control measures not only through 

a post-check but also by st:-engthening intecnal testing 

system. The modalities of creation of such an authority 

are still being examinC'd and the problems in evolvi11q 

a framework are compounded by the delicate nature ot 

the federal-State relation~. 

6. The Govc>rnment policy als0 lay:> empha::;i;, c>n ti1•' 

rational use of drugs. In .specific term;, the po!i,-y 
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statement mentions that "ne1.1 formulations based on drugs 

al ready approved for use in the country "'ould not be 

al loved 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 difficulti~s for obvious 

reasons. for one, definition of what is ration.al 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 conclusivene~s 

of a particular drug being rat ion al or otherwise. Even 

drugs having the same or similar composition may be 

considered necessary by different physicians as suiting 

individual body constitutions. Like else1.1here in the 

world, these issues are being hotly debated:. in India 

also and it is the considet·ed vie\J of a lot of people 

that irrational dc-ugs are being mac-keted in the country 

through high pc-es.sure sales techniques, particularly 

by the trans-national companies. It is ac-gued that 

there are only limited number of essential drugs 1.1hich 

alone should be manufactuc-ed in the country and the 

rest should be banned. While the quest·ion of banning 

of harmful drugs can be tackled easily, the problem 

of ire-at ional drugs doe!J not lend itself to such ea!;y 

solution3. 

7. NotYithstandin<J the complexitie;, involv.-.d, Gov0n111H'r1t 

in India has tak<?n some step;, to prot 0ct t ht• con:;urn.-.r:; 

from undue proliferation of rlrug:;. 
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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. The earlier decision 

to abolish brand names altogether in a number of products 

ran into le9al difficulties when some companies approached 

the courts. Another decision, though having only an 

indirect bearing on the question, relates to controlling 

t~e prices of certain vitamin combinations while keeping 

out the single ingredient formul~tions from price control 

thereby discouraging the proliferation of unnecessary 

combinations and putting 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. 
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CHAPTER VII 

!!Q~~~!!Q~_!!Q~!~!-~~~-~!~!~~-Q!_~!~~-!~~~~!!!_!~-!~~!~ 
WITH SPECIAL REFERENCE TO THE HEALTH SITUATION 

I. Having analysed the major components of the Industrial 

drug pol icy in India, it YOuld be worthwh i lo? to take 

an over view of the Indian Drug Industry and its production 

profile not only to assess the impact of these pol icy 

measures but al~o with reference to the health situation 

and the relevance of the industry to the same. The 

Indian Pharmaceutical Industry is among the largest 

and more diversified in the developing world. The growth 

of this sector took place primarily after the country 

attained independence although there was some indigenous 

production of allopathic medid nes as early as in 1901 

with the establishment of Bengal Chemicals & Pharmaceuti-

cals Limited. Th~ 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, is 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 

o u t p u t v a 1 u e o f t h e p h .:i r 111 a c e u L i c a 1 ~1 w a !l n e a r- 1 y !~ ;, . l O O 

million which basically consi:;tcd of imported bulk <lrucp 

bein9 convected into fo~mulations. from a vccy :.;m.Jl l 
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base the industr-y gr-e1.1 very rapidly in ter:('[ls of ph·/~•i·:.i! 

output as also p~oduct diversification, basic stage 

manufacture and technological advancement. Today the 

industr-y produces a very 1.1ide range of bulk dr-ugs including 

antibiotics, harmones, sul pha dr-ugs and other synthetic 

phyto-chemicals and biological pr-oducts besides practically 

the entire rcnge of for-mulations r-equired by the medical 

pr-ofession. The technology adopted for the product ion 

of different bulk ~r-ugs covers intricate and sophisticated 

fermentation technology, syntehtic for-mulations 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 in the post-independence 

period 

(Rs. in millions} 

1952 1962 1979-80 1987-81:' 

1 . Investment 240 560 4500 7500 

2 . Sal~s value 

(a} Bulk drugs N.A. 150 2260 4800 

( b) Formula-
350 1000 11599 23500 tions 

3. The pharmaceutical .sec Lor in India is segmC>nted 

broadly into the public sector, the Indian sector, the 

for-eign sector- and the smol l scrlle 0ector. There .-ire 

around 250 units in the organiGed .sector, 5 o( ...,tiic:li 

ace Central Government public sectoc undertaking;, ;1:; 

also 7 joint venture~. 

as strictly foreign in term:; of th'.:? f'oreiqn ~;xchan11<-



and Regulation Act are only 9 in number at present and 

there are over 5000 uni ts operating in the sma 11 seal e 

sect.or. 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 uni ts in the small sea le sector also produce 

importa.1t bulk drugs. The composit~on of these small 

scale units is nevertheless multifarious and ranges 

from genuine small-scale units primarily engaged in 

formulation activities to sophisticated small scale 

units \lhich are linked or associated in some 1,1ay with 

trans-national companies manufacturing bulk drugs. 

These companies float small scale units to take advantage 

of some of the regulations favour~ng this sector. The 

comparatively high turnover :to =investment·· ra.tio in the 

d["ug secto[" coupled with the fact that in India the 

definition of small scale un j_ ts lS based 1..'n investment 

in capital equipment, add to confuse the ["eal cha["acter 

of these units. Questions relating to quality efficacy 

of d["ugs manufactured by some of these units have also 

been raised from time to time and this is an a["ea 1.1hich 

the Gove["nment has been add["essing itself to fo[" resolu-

tion. The total turnover of the industry which is 

o! the ocder of around Rs.30,000 million does not perhaps 

justify such a large number of manufacturing units. 

The share of each of ttte!";e seclor.'; in the production 

of bulk druq~; from 1978-79 on1.J.1rd.'; i:• ~lli'"-'fl iri the follo.,..i1HJ 
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table 

(Rs. in millions) 

Sector 1978-79 1979-80 1080-81 1981-82 1982-83 1983-84 1984-85 

Public Sector 490 ~90 620 670 610 610 640 

F~reign Sector 560 -530 560 730 720 650 680 

Large Indian 750 900 
SC?ctor 

950 1200 1210 1550 1660 

S:nall Indian 
SC?ctor 

200 240 270 300 650 740 790 

4. It would be seen frc.m the above that there has been 

a remarkable .growth 1n the .share of the large Indian 

sector in produciion of bulk drugs and the share of 

the foreign sector has gone down considerably ~ven 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 compl~n:er.tary role 

in the overall 3dvancement of the pharmaceutica_l sec.:.0r 

are producing a vide range of bulk drugs falling under 

therareutic_ 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 dr1Jgs wh"ich are being imported by 

the country. Presently around 350 bulk drugs are being 

manufactured in the country, but i11 spite of this, the 

country ha:J to import certain es:Jential items. Even 

tirnugh import5 are likely to continue 5ince no country 

can po5sihly be \./holly :;,~lf-.:;ufficient, the pharmaceuticill 

sector, as on date, give;, a substantial trade nurplu:;. 
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VII.J ~~f~E~-~!-~!~&~ 

5. The inctJstry has developed sufficient sophistication 

to export its pt"oducts 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 is 

exporting about 10 Lo 12~ 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 1.there these exports are taking place includes 

Canada, USA, West Germany, UK, France as also a number 

of East European countries. 

VJI.4 !!~j~~!i~~~-!~!-~~~!~~ 

6. The demand for drugs depends upon various factor;, 

such as nutrition, primary health care facilities etc. 

In India the coverage of the population with h•""'<iltll 

care is also quite .10W and the delivery system is beinq 

8trengthened to increa!':" t hi:> c:overa<Jt""'. The N.11 i·•i1.1 ! 

Healc.h Policy has accept.0d the qocil of health for .ii 1 

by the year 2000 A.O. On the basis of th!? popul.1: l'.•1:, 

the growth in the heallh care infr,1:;tructure ,rnd tli·· 

expected increa3e 1n 

is anticipated that ~y 

would require medicines 

t Ii <' co v " r ·l<J <> o f p <> p 11 I a t i n r: , . ' . ' 

Lh~ Lur11 of U1e t:ent..iry l:dld 

'w'1orth1 J~s.1,J0,000 million 1A·hic:~1 



shows an increase in demand from 1980-81 

cumulative rate of 14 .4% per annum. The policy tht-u!..;t. 

enunciated in recent mes aim at increasing i11ve!'tml'r1 

in the sector and optimising production to meet Lhi. 

kind of d~mand. The thrust areas requiring specia. 

at tent ion would be technology upgradat ion and inf us i c•r 

of new technology in selected therapeutic groups; develop 

ment of technologies in the field of dr-ug del ivQt-y tot 

achieving better- results and greater- emphasis on cost 

effective manufacture of drug inter-mediates and the 

chemicals going into the production of bulk drugs. 

VII.5 ~!~~~~!!~~-E!~!!!!_!~_!!!~~-~!_!~!!!E!~!!~_S!~~E~ 

7. The production profile of the Indian Drug Indust.·y 

in terms of various therapeutic groups with u•fprence 

to the health needs of the country shows that th ... indust1·y 

is self-sufficient to a consider.:ibie degree ia conformincJ 

to the diseased fJdtterns :Jbt;\ining in the COUlltt·y. 

:n most developing countrie!5, 111 InJia also thL' tH:alth 

ca r e s c e n a r i o i s ch a r a c t e r- i s e d by ma l n u t r i t i o :i , u n ;, a t i :,; -

factory sanitary condition~, in.Jdequate wa t (' r 

etc., even though over the years there has t.H.•(•n :;orn.· 

improvement in faciliti(~S like drinkiny water, ::J<rnit.ilion, 

etc. The policy of the Government f o r r e a 1 i :; i n q 

objective of health for all t.he 2000 A.O. al;,o 1•nvi:;.i<J•':• 

strengthening of basir: hr:aJth can' :;y~;tern. 

in the rJational hc·,slth policy inclurJr• control dlld <·r.id1r.i-

ti on d ~; r I(} II -· (: () 1:1111 I l n i (.'it) l .. 

di3<!d~t·:J, expiln:.ion of irr11111Jni:;,1Lio11 pr<H.Jr-1111111P ,111<1 11i 
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etc. In the case of communicable diseases Malaria, 

Leprosy, Tuberculosis are to receive prime attention 

\lhi le the attack on non-cor.1municable diseases cent res 

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 growth 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 rate projected per year in 

the case of Anthelmintics has been from 10-lSi, that 

in the case of Antibiotics around l Si, in the case of 

Ant iamoebics/diarrohals it has been around· ,i.0%, in the 

case of Ant iasthmat ics it has been a round 5'6, in the 

case cf Anti-tuberculars it has been around 10\, i~ 

the case of Gastro-Intestinals it has been ar-our.d lO'L 

The future projections of demand for- bulk drugs and 

formulations from the year 1990 to 1995 based on factors 

1 ike past trends of consumption, disease pattet·n, the 

objectives of National health prog~amme, likely obsolescence 

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

value : 

Year 

1990-91 
1991-92 
1992-9) 
1993-9'1 
l99'1-9S 

(R:>. in million) 

Value of bulk drugs 

8000 
960() 

l04SO 
11 400 
12~>'>0 

Value o( formulation5 

340SO 
17 3·10 
110000 
'14'100 
411900 
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CHAPTER VI I I 

APPROACH TO A MODEL DRUG POLICY -------------------------------

I. 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 bei11g attempted here is to develop, 

in brief, ~n approach towards formulation of such a 

pol icy and the degree of relevance of this would vary 

from reg ion to reg ion, for obvious reasons. The basic 

assumption while. developing such a model is of course 

the need to develop .,,n 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 industry but even here a careful asses~ment of 

comparative cost-benefits not only in economic but also 

in social terms \.IOuld be necessary before such a vie"-' 

can be supported. The theory of comp;H"ative · · advantage:> 

if applied at the global level may also militate agJinst 

each countr-y having a well developed industry of its 

own but to carry this concept to the global level uould 

itself be fallacious in that such an ar-gument would 

preclude large sections <)f the world from any indu~I r 1,ll 

de v e 1 o pm en t at a l l SOIH?thiny th:1t. \..I01Jld bP r-ep1:nn.Hlt 

to the aspiration3 of U<:vf!lopin11 Countrie:; lor sl1.11 111<J 

the fruits o! Industtial development. 

that the appru,1r;t1 bl~i11r1 di:.;cu;,:if'd int.hi:; 1.hapt1•r ... . . 
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Vlll.1 ~~~~~£!!~~~-!~!-~!!!!~E!~&-~-~~~!! 

2. Before attempting an approach to an i:idustrial drug 

policy, certain assumptions at-e being made without ..,,hich 

it would not be po~sible to develop a cogent set of 

pol icy opt ions capable of being applied with a degree 

of universality. These assumptions are : 

i) Development of an indigenous bulk drug and 

formulation industry is a conscious objective 

of the policy makers: 

ii) There ex is ts the necessary legal framel..'ork 

for regulating industrial development; 

iii) Making medicines available at reasonable prices 

is a policy objective: 

iv) There is a growing market and an unsatisfied 

domestic demand for drugs; 

v) There is access, to a reasonable degree, to 

drug t:echnology either domestically or intct-­

nationally; 

vi) The environment allows manufacture and distri­

bution of drugs directly to the consumers through 

private enterprise. In othec- woc-ds, the St.)tt> 

does not monopolize the entire appac-atus of 

manufacture and distribution of drugs. 

VllI.3 ~!!~!~!~-~!_!~!_£~!!~! 

J. An Industrial Drug Policy can be extremely intricate 

and detailed cover111g a wiuf• r.111yc o( a:JµecL::; a11d, ,111 

the other hand, it can focus on a limited aspect:.; nt 

the industry. F'or purpo:;r!s of develop1nq a model, iL 

is broadly proposed to focu~ on : 

(a) The health policy and the di ~;ca:,1~ pil t t <•rn~; 

pr~valent in the region; 



- 83 -

(b) Instrume.1ts to regulate industri.11 manuL1ctutt' 

of drugs; 

(c) Technology development and upgradation; 

( d) Incentives for developing indigenous capab ·~ -

lities of the industry; and 

(e) Pricing policies. 

VIII.4 ~~~£~~!~!~-~!_!~!-~~~~! 

4 • As a f i rs t st e p , t he he a l t h pol i c y of the count r y 

and, in the absence of a formal policy, the disease 

pattern and the priorities of medi-care needs would 

have to be examined. The production 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 list and there may be 

arguments and counter-arguments as to what.would consti-

tute "essential" as against "non-essential". Neverthe-

less, going by the local conditions, such a li!'t c~n 

certainly be prepared. The WHO list of essential drugs 

can form the 'basis for suc.:h an exercise. It is considered 

nec~ssary to have such a list to ensure focus of g0vern­

mental attention on these drugs both in terms of investment 

and control. I t may not be n e c es s a ·r y t o ban o t he r d rug .s 

in fact it may be legally counter-producti·1e tC' do 

so but the approach sho•Jld be to encourage product ion 

of drugs contained in this list by means of Government 

policy, as also to control, wherever necessary, only 

the drugs contained in this "c~:;cntial" basket. Tli•· 

Indian experience has sho\.ln that having a pol icy for 

the entire range o~ drugs and ptiarm<1ceutic<.ils incredJL':> 



84 

t.he C"ange of coverage to· almost unmanageable proportions 

and stretches the regulatory system unduly. 

5. Having identified the essential drugs which should 

be focused upon in terrns of policy support, it would 

be necessary to encourage production of these. This 

can be done by not only giving incentives for incC"eased 

investment in these aC"eas but at the same time having 

disincentives for production of the so-called non-essential 

drugs. A regulatory mechanism with a legal basis which 

coulj control investment, creation of capacity and produc­

tion of bulk drugs and foC"mul2tions and channelise the 

same in the desired areas would be a necessary pre-requisite. 

Since one of the assumptions 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 

to the encouragement of generic names vis-a-'lis brand 

names and one argument given against encouragement of 

generic name.s relates to the quality aspect, the underlying 

idea being that brand name~ engender confidence in the 

minds of the consumer regarding Quality. On balance, 

however, it appears to be a desirable strategy to encourage 

generic drugs in order to restrict the capacity of 

e-xpl0it;,tirin of br•111d rne(<.•r1•11cc~1 lo fl11• d0tri1110nt nf 

the con!H'm<>r. 
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6. Another area which needs to be encouraged is cost-

effective indigenisation of production. This can be 

done by dev~loping a fhased Manufacturing Programme (PMP) 

for each of the items of bulk drugs and to regulate imports 

in conformity with this Pl1P. Care, however, has to be 

taken that indigenisation is 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 is an important area 

which requ i r-es policy support since the non-ava i la bi lit y 

of these intermediates as also excipients can rend~r 

all efforts at encoliraging manufacture of selected drugs 

infructuous. 

8. Technology development and upgradation comprises 

an impoc tant input to any industrial drug pol icy. 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 is common knowledge that 

in the drug sector access to the state of the Art techno-

logy is rare and one has to make do with whatever technoloqy 

is available. The need for ;1daptat ion and upgr<tdot io11 

of the same i!., thecefore, imperative dnd this woulJ 

requir(' riei::essar·1 infra!jtructural ar1J legal .r.upport. 
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9. Since bulk drug ma nu fact uce is technology-intensive 

there is a natural tendency to go in for manufacture 

of formulations alone vhere the margin of pro!it is higher 

and the inv~stment and technology content much lower. 

The policy thrust vould, 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 formulations. 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 \.IOuld be 

an essential component of any industrial drug policy 

which aims at comprehensive development of the Or~g indus­

try. 

10. Coming to the most sensitive and co~tentious question 

of pcicing policy, thece may be arguments in favour of 

and against State intervention in determining the prices 

of dcugs. The basic objective of any Government from 

the point of· vie"' of the consumer should be to ensure 

that the latter gets the product at reasonable prices. To 

the extent that this objectiv~ is subserved by the operation 

of free market f0rces of demClnd and supply there may 

not be any need for control I iog Lile prices once it 1:; 

ensuC"ed that. adequal<' prod11r.tion i~ gcneC"ated to meet 

the demiind. flovevC'r; CXfH?r1<•;1r:,, :;ho1.1:; that ide;d marY.cl 

condition~; do not. ('Y.l~;t 
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sector of drugs and aberrations are caused in lhe t:n~e 

play of market -forces due to 

dominance and (c) Shortages. 

(a) Monopoly, {b) M.u-ket 

Different approaches to 

price control can be considered but the basic objective 

should be to help the consumer by adjusting for the aberra­

tions that might be caused in the market mechanism, and 

also to give a reasonable return to the manufactuC"er. 

While there is nothing wcong in the manufacturer trying 

to maximise profit, what should be checked is profiteering. 

11. On~ approach to price control could be a selective 

product-wise price control as is in vogue in India. 

There are obvious advantages of such a system in that 

it enables tt•e 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 prices are reasonable, the manufacturer also 

gets protected. But in practice it is found that disadvan­

tages of such a system outweigh the advantages as detailerl 

in Chapter IV. The first problem starts with the principle 

of selectivity itself. Ho\olever rational the process 

of selection might be, there is always an element of 

subjectivity in it and what should be: pnce controlled 

and \Jhat should not be pC"ice controlled is always open 

to question. Secondly, such a system involves a lot 

of administrati•1e work and \,/it h the bc:;t of intentions, 

thPre 1 :; al\olay!_; a • mr> laq bf>l_\,/('('n the appljcation for 

prir:o approval and the a r: t. u <1 J price appC"O'.Jd 1 which <JOC!> 
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a~ainst 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 

vhere, as a result of such a diversion competition is 

able to protect the interests of the consumers in the 

decontrolled products more effectively than is the case 

vith the controlled basket. 

12. A second approach could be to move to a tariff-based 

control from a product-wise control. In ocher word!;;, 

the Government could use the mechasism of imp::>et 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 im?ortant source of r£venue 

for the Government, and are linked to the Budget-formulation 

exercise \Jhich takes place once in a year, tariff based 

controls may not be the ideal solution. Besides, it 

is not easy to determine \Jhat price would be fair to 

the consumer. 

also lead to 

prices". 

Comparison with international prices may 

cl i stort ions if these prices a re "dumping 

13. A .:>tudy condected by the tl<ltior1al Co11ncil of Applied 

Economic Re3earch in 19U'1 in re:1pe-::-t o( about 55 companic>:; 

in India shm.J<~d that in mo::t of th<• comp;1111e:1 /-'1 top 
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selling products had a major- contr-ibution to total sale:.:.;. 

This f iqure 'IJas as high as 80\ or mor-e in some cases. 

If these results ar-e extapol3ted and 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. Th is ce i 1 ing can be imposed 

on the formulation activity of companies since it is 

this activity whh:h brings them iito interface with the 

ultimate consumer. It is also thjs activity which lends 

itself to a propensity to profiteering. A logical qur?stiun 

would, however, be as to what happer1s if a consumer requ 1 res 

only those drugs at a point of time ~hich · constitute 

a small segment of the sales_ of a particular company. 

Obviously as far as that consumer i:1 concerned, ttie profit­

abi l i ty ceiling may not be of much help to him. To take 

care of such distortions, it may be possible to combine 

the concept of profitability ceLling with controlling 

the prices of those drugs when~ th•?re is market dominarlC('. 

To concretise this concept, it may be possible to control 

the pt ices of all drugs which are manufactured by less 

than three manufacturers or Yhere though the number of 

man~facturers is 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 o( 

the two factors primarily responsible for aberration~ 

in the fr~e play of market forces, namely monopoly ar1<~ 

market domini:snce. The numbers and pcrccntayc~ indicalpd 
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above are flexible and '-'Ould depend upon the deg rE>e of 

sensitivity of the market to these factors. 

VIII.5 A note of cauti~n 

14. What 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:;, 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 its 

own priorities and socio-economic environment. 
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SUMMARY 

An Approach to Drug Policy - Rationale & Parameters 

The concept of industrial drug policy would be relevant 
in the politico-economic context 
mental intervention to achieve 
only possible but also considered 

of countries where govern­
the desired goals is not 
ne:cessary. 

Industrial drug policy will have to center 
three product groups, name1y, formulations, bulk 
and bulk intermediates. 

around 
ciruci:; 

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 poi icy and certain sub-elements of the total pol icy 
need to be identified. The policy could mainly focus on 
regulation of industrial production; quality control; R&D: 
indigenisation and basic stage manufacture: pricinq of 
products: and rational use of drugs. 

Any industrial drug policy will have 
the context of subservinq the objectives 
policy: and the strategy for health care. 

to be seen in 
of the heillt!i 

The range of policy regulations inherent in the dru.:_i 
policy would vary from country to country and would depen~ 
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. 

to have an industrial drug 
necessity of relating in 
obiectives of State poliri•'" 

l n the cont ex t of nH' C' I i 11. 1 

The quest ion for a need 
policy has its answ~r in the 
a coordinated manner the diverse 
that are sought to be achieved 
the health care requirements. 

~hapter-II 

Evolution of Industrial Drug Policy in India 

To understand and appreciate the complexities 0f Indu~­

trial Drug Policy, it is necessary to hav0 an idea nhou• 
the regult'ltory framework for industr~e5 in the country. 
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The basic regulatory provisions relating to industries 
are Industries (Development & Regulation) Act, Monopoli es 
and Restrictive Trade Practices Act, Foreign Exchange 
Regulation Act and certain guidelines 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; demarc.,t i011 

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 y~at-~ 
in consonance with the basic economic goals of the Govern­
ment, namely, self-reliance and. allocation of resources 
in accord~nce with pre-d~trrminrd nation~\ 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 pol icy spelt out in 1956 has been reviewed from time 
to time in 1973, 1977 and 1980. But basically thes.· 
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 th~se 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 characteristic~ the> 
drug sector has been considered for separate treatment 
with regard to policy formulation. 

Ti 11 1962, no special policy for the dcug sector exist ,•,i 
and the first policy was initiated in 1962 through th~ 
Drug (Display of Prices) Order 1962 which was primarily 
concecned with controlling pr ices of drugs. This Cont rel 
Order \.las amended from time to time and the rudiments of 
a conscious pol icy can be traced to the Drug (Display an~ 
Control) Oeder 1966 which provided for prior approval of 
the Government before increasing the prices of any fot·mu­
lat ions, as also for fixing the vrices of new drugs. 
This Order was furth"r 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 pr i CC' 

control. Thus it is the first time that cognizance Yas 
taken for R&D efforts and t~e Control Order did not merelv 
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 Druo 
Price Control Order of 1970 Yas promulgated with the main 
objective of effecting a measure of rationalisation in 
the prices of drugs and to build up a rational system of 
price control. 

While by 1970, the Government of India had taken scrn.• 
steps for developing the drug i~du~try. the primary concern 
c')ntinu~d to be the control of prices in the interest 01 

the consumers and it was only in 1970 that Government took 
a comprehensive look at the drug industry and appointed 
a Committee under the chairmanship of Jaisukh Lal Hathi 
to enquire into the various facets of drug industry in 
India. This Committee was the forerunner of th~ 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 ino1genous industry vis-a-vi~ 
the foreiq•: dominated industry and to control prices of 
a large number of drugs in the interests of the consumer. 

A number of restrictions were put on the activities 
of the foreign companies (Yhich meant all companies having 
a foreign equity of more than 40\) to be in consonance 
with the objectives of State policy ar-d q11i'te stringent 
and detailed provisions were made for re~ulating and fixinn 
the ~rices 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 \las sought to be restricted to high technology 
areas. 

The results of these measures 1Jere 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 siqni­
f icant step in the evolution of a compreht?nsive pol icy, 
its restrictive provisions particularly the price con1·1·•'' 
regime tended to slow down the growth and investm(.•nl. 
This led the Government to ma•~e a review of the impc'\ct 
')f the various elements of the policy particularly in 
the context of revealtions from studies to the effect that 
the post tax profits l')f a number of cn1:ir.1ni<'~ W<'li' :•h"' .. 

ing a declining trend and a number of e!'>~ential product:: 
were also 5howing a declining trend in production. 
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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 
~as •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-III 

Industrial Licensing 

Basically, industrial licensing involves issua>lce 
of letters of approval for manufacture and determination 
of parameters of product-mix and capacities, as di st i net 
from approval to introduce a drug which is based on clinical 
trials and is given on consideration of therapeutic efficacv 
and safety. 

Sel f-·re l iance, basic stage manufacture, encouragement 
of domestic industry, discouragement of monopolistic tenden­
cies have been the main planks of industrial policy in 
ge~cral and have been reflected in the industrial licensin0 
regime which has been used as an instrument to subserv<' 
the cbjectives of industrial policy. 

The lat~st licensing regime as spelt out in the 1986 
Industrial drug policy rc:Hricts the entry of the foreign 
sector to 66 bulk drugs which have bl!en identified speci­
fically. 
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Another importan~ component of the latest licensing 
pol icy 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 
regulation authorities. The policy also spells out a scheme 
for progressive delicensing subject to a given criteria. 

The higher utilisation of capacity already created 
and flex ibi 1 i ty of manufacture consistent with the SP• c ia I 
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 p~ovisions 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 indigenisat ion and 
basic stage manufacture and ensurin~ that bulk drug produc­
tion is n.:>t 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 between, the bu~k druc;,is 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 helpE:-d the 
Indian companies to come up in a big way as 1s evident 
from the increase in the number of Indian companies amon•J 
the top five in 1988 as compared to those in 1984 vjs-a-
vis the foreign companies-

While the various concerns of the pol icy makers incl 111~ -

ing the concern for basic stage manufacture, concern for 
preventing market dominance etc. have found place in the 
various elements of the 1 icensing system, over the yei\n:;, 
Industrial licen9ing as an instrument has ceased to h,• 
as potent in achieving the declared goals of Government 
po 1 i c i es as i t was in the i n i t i a 1 ye a r: s of i n dust r i a 1 

development. 
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Chapter-IV 

Pricing of Pharmaceutical products -
Policy & Implementation and Tarif(s 

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 do~estic 
industry angle to it, in the case of pharmaceutical industrv 
the pricing regime is far more complex and detailed and 
is primarily aimed at protecting the consumer. 

The price control regime in India is based on the 
principle of selectivity and the regulatory frame'-lork frH· 
the same is provided by the Drug Pric~ Control Order (DPCO) 
which lists certain drugs for which prior price approvals 
from the Government 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, th•• 
DPCO of 1987 has been made the reference point. 

There are three product 
and tariff control focusses, 
tions and drug intermediates. 
varies in respect of each of 
system of pricing is followed 

groups on which price control 
namely, bulk dr~gs, formula­
The pri~e regulation procedure 

these products but a normative 
in all cases. 

Bulk drug pricing is based on a detailed 
technical study for determining the ex-factory 
gives three options to the manufacturers viz. 
tax return on networth: 22\ return on capital 
and 12\ internal rate of return. 

cost-cum­
price and 
14\ post 
employ~d 

Formulation pricing is 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 pr ice-cont rolled basket and the 
category to which a particular drug belongs for purposes 
of determining the mark-up: and (ii) fixation of the pr ice 
of those drugs which come under the cont rolled category. 
The p~inciple of selectivity tampered with the concept 
of essentiality is the hall-mark of the DPCO 1907. 
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In addition to protecting the consumer by controlling 
the prices of drugs, the pricing regime has also been used 
to provide ~ertain 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 havinq 
new delivery system: exemption from price cont~ol of drugs 
sold under generic name. 

The basic policy of the Government on tariffs is to 
progressively red~ce 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 ar.d the drug inter­
mediates. 

The analysis of DPCO 1937 a year after it had been 
promulgated reveals that ( i) al though 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 2 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 quarte:-s 
than price control system. The criticism is voiced by 
the CO"Sumer group::: on the one hand and by the industry 
on the other. The criticism of the consumer groups centr~s 
round the fac~ that Government had increased the mat"k-up.s 
more than was necessary and that the select ion of drugs 
for purposes of price control was arbitrary and questionabl~. 
The er it ic ism from the industry was basically against tht:? 
insistance on normative system of price fixation rathet" 
than the actuals, as also the delays in getting price approvals. 

Both on the counts of administrative expediency a3 
also intrinsic merits, the present situation demands a 
fresh approach to the price .:ontrol regime which may be 
ef feet i ve as 1o1ell as flexible and satisfy both the co.nsumer 
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 notwithstandin~. 
it has certajnly achieved the basic objective of the price~ 
of nrugs b~ing loY 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 
mole~ules and drugs, which can be termed as basic cesearch: 
(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) Al 1 
new bulk drugs and related formulations have been brought 
under the scheme of delicensin·g which means that specific 
approvals for manufacture of these drugs are not requ i rec 
once the Drug Controller has cleared the production of 
such a drug: (ii) all drugs, the proces~ 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 product ion: (iii) all formulat ~ons 
based on ne\J drug delivery systems are exempted from price' 
control: (iv) it has been recently decided to allo"" 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 I ndi c:, 
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 havp 
been made for R&D by the industry have been fruitful Iv 
utilised and a number of new products have been developc-d 
as a result of basic research. 

Given the scales of operations of most Indian companir:~, 
the major thrust of R&D activity has to cent re on proces:; 
and product development and the incentives provided by 
the Government also focus mainly on pro~ess research. 
More than 250 bulk drugs are manufactured in India f~om 
the basic stage and during the last two decades or so the 
Indian cn1g industry has indigenously developed and improved 
high technology process involved in the manufacture n' 
over 100 essential basic drugs. 
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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 after isolating active 
chemical ingredi~nts, a number of drugs based on herba 1 

plants have also been developed in the traditional systP.m 
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 e period of 2-4 years from their launch in the inter­
national market as compared to a gap of 15 year~ 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 
infrastructure capable of not only absorbing the technology 
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 Ind!a, there have also been lateral transfers 
within India in a number of cases to the mutual advantag~ 
of all concerned. 

Chapter-VI 

Quality Control and Rational use of Drugs 

Even though Quality control and Drug standa~ds do 
not strictly come under the purview of an Industrial Dr-ug 
Policy per se, it is necessary to briefly consider t hest.? 
aspects particul~rly 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. 
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The regulatory framework for quality control is pc0v id\'d 

by an Apex controlling authority 
ller of India with the States 
authorities called State Drug 
basic regulatory framework is 
and the R~les framed Lhereunder. 

in th~ shape of Drug Contro­
havinq parallel regulatory 
Control Authorities. The 
the Drugs & Cosmetics Act 

While the regulatory framework is quite strong, th<' 
infrastructure for implementing the various provision~ 
is not as strong as is 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, new drugs and 
lays down specific standards of quality for these-

The Act also lists offences and lays dowr; pen"litic-:; 
for the same. The Indian Pharmacopoea has also been developed 
and updated from time to time and it lays down standards 
for a very lacge number of substances. 

The gaps in the infrastruct11re of quality control 
in India were strikingly highligh_ed in recent times bv 
a Commission popularly 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 pol icy of the Government in India lays emphasis 
on Rational use of drugs. In spite of co~plexities involved 
in segregating rational from irrational, Government in 
India has taken some steps to protect the corsumers from 
undue proliferation of drugs ~nd one of these involves 
a statutory requirerr.ent to display generic names on al 1 
the drugs marketed in the country in a size twice that 

of the brand name. 

Chapter-VII 

Production profile and st~tus of Drug Industry in 
India with special reference to the health situation 

Hav~ng analysed the major components of the Industrial 
Drug Pol icy in India, it would be worthwhile to take an 
over view of the Indian Drug Industry and its product'ion 
profile not only to assess the impact of these policy me0sures 
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 lnrgest and more diversifie<l 

in the developing world. 
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The Indian industry has gro~r rapidly after the attain­
ment of Independence, wher. the output value was just Rs.100 
million which basically consisted of imported bulk dr'..lg!" 
being converted into formulations and has now grown to 
a size of around Rs.30,000 million prodL'cing a very wici,, 
range of bulk drugs as well as formulations. 

The Pharmaceutical Industry in India is broadly segmented 
into public sector, the Indian sector, the foreign sectot­
and the small scale sector. There has been a remarkable 
growth in the share of the l~rge Indian sector in production 
of hulk drugs over the years and the share of the foreign 
sector ha.3 gone down considerably even though the actual 
production has marginally increased. Similarly the share 
of public sector in percentage terms has also gone down 
while the share of small scale sector has increased. 

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

The National Health Pol icy has accepted the goal cf 
heal th for al 1 by the year 2000 A. D. and the project ions 
for achieving this objective indicate a requirement of 
12,550 million rupees worth of bulk drugs and 48,900 million 
rupees of formulations by the year 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 havr 
to be country-specific and re>qion-specifi-: and would re(lel·1 
the concerns and priorities of the Government and the soci~ly. 
It would also have to be assumed that there is need to 
develop an indigenous Drug indu5try. 
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Other assumptions while attempting an approach to 
an Industrial Drug Policy ~ould include that (a} the develop­
ment of an indigenous drug industry is a conscious objectiv0 
of the pol icy makers: (b) there is a legal framework fcq 
regulating industrial development: ( c) there is acces;· 
to dr~g technology: (d) the environment allows rnanufact~r<' 
and distribution of drugs directly to the consumers through 
private enterprise, and {e) making medicines available 
at rea$onable prices is a policy objective. 

The various aspects to be covered under an Industrial 
Drug Policy ~ould include the health policy and the diseas0 
patterns: instruments to regulate industrial manufacture 
Of drugs: technology development: and upgradat ion I pr i Ci ns 
policies: in~entives for developing indigenous capabili-

ties. 

lt. would be useful to first identify the essential 
drugs based on the diseease pattern and the medi-care needs. 

The essential drugs may then be focussed upon in terms 
of policy support by giving incentives for i~creased invest­
ment in these 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 
for the manufacture 
into their ~reduction. 

drugs, incentives need to 
of intermediate chemicals 

be given 
which go 

Adequate and strong 
back-up for encouraging 
also needs to be created. 

infrastructure as also the legal 
process and product developmer.L 

A package of incentives encouraging bulk drug production 
to avoid over-manufacture of formulations also needs t0 
be drawn up since over-dependence on bul; '.J:"ll<)!.; 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 ava i 1abi1 it y 
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 price~. 
once adequate production is generated. However, aberrations 
in the free play of market force:> ar<> caused due to 
(a} Monopoly (b) Market dominflnce and (c) Shorta0c. Som•' 
price control to take care of these aberrations is, thcr•· 
fore, necessary. 
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Different approaches to pr ice coni: rol 
on selective, product-wise price control; 
control: and a profitability ceiling. 

could be 
tariff 

based 
based 

A combina~ion of the approaches of profitability ceiling 
on formulation uctivity together with controlling the prices 
of those drugs having market dominance could be used t0 
take care of the two factors primarily responsible for 
aberrations in the free play ot market forces, namely. 
monopoly and market dominance. 

Th<!::! above suggestions only constituce an approach 
to a possible Industrial Drug Pol icy: there: cannot be 2 

uniform prescription for a universal applicabilit:y. The 
approach which is being suggested can form the basis for 
further discussion and each country may then be able to 
arrive at its own model in the light of its own prioritjes 
and socio-economic environment. 
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Suppl:y: t. dmend or selected essential pharmM:euticals 
ANNEX 1 --------

Registered Impot·t s Pri>duct. ion 1989-90 \<lge Shares 
Licenced 1994-85 1984-85 Demand of Indian 

capacity (Torane) (Tonne) (Tonne) Companies 
(Tonne) production 

1. 2. 3. 4. 5. 6. 

1. Anpicillin 252.S 3.3 190;79 500 100 

2. Doxycyline 22.S .005 4.56 11 100 

., Vitaatin C 1385.50 0.35 716.23 1210 100 

..J. -
4. Metronidazole 401.00 1.5 295.07 572 96 

5. Chlorpropamide 76.l Nil 60.55 49 70 

6. Thiacetazone 152.6 N.A. 47.19 85 100 

7. Sodiun PA.5 1190.0 Nil 119.07 250 88 

8. INH 525.0 12-15 192.57 450 59 

9. Bepheniunbydro- 5.0 N.A. 17 Nil 
xynaphthoate 

10. Pethidine 0.5 0.15 0.39 1.76 100 

11 •. Diethyl Carbamazine 56.0 Nil 40.95 89 46 
Citrate 

12. XylO<".aine 80 N.A. 13.87 80 100 

13. Phenylbutazone 174 LOO 120.44 100 87.5 

14. Oxyphenbutazone 92.5 Nil 103.86 220 100 

15. Caffeine 97 7.5 40.27 140 100 

16. Diazepam 13.58 Nil 9.67 5 100 

17. Phthalyl Sulphathia- 100 Nil 
zole 

28.92 32 75 

18. Sulphafllenazole so N.A. 51.17 90 26 

19. Sulphamethoxazole 565 20.13 638.84 720 100 

20. Sulpha.somidine 190 Nil 72.76 85 25 

21. Diloxaoide Furoate 55.95 Nil 49.95 .-·53 74 

22. Ethant>utol 684 Nil 269.24 450 80 

23. Theophyline 

24. Aminophyll ine 427 117 -2 N.A. 290 100 

25. Nitrofurantoin 2.0 0.10 1.67 5 100 

26. f'urazolildone 2.0 54 .85 15 .o 225 100 

27. Nitrofurazone 2 .o N.A. N.A. 100 

28. Dextroproporxyphene 26 Ni 1 N.A. 19 100 

29. Imipraminc 3 1.0 N.A. 3.87 100 

30. Ainitriptyl ine 0.2 l.90 N.A, 3.12 N.A. 

'' ' ' ' 

' ' ' ' ' 
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ANNEX III 

MD Expenditure - an inter-industry Comparison 
(Private Sector) 

l. Metallurgical industries 

2. Fuels 

3. Electronics & elec~rical 
equipment 

4. Industrial machinery 

5. Chemicals (other than 
fertil.izers) 

Number of 
units 

44 

5 

115 

35 

133 

6. Fertilizers 4 

1. Dyestuffs 9 

8. Drugs & Pharmaceuticals 54 

9. Textiles 22 

10. Paper and pulp 13 

11. Sugar 8 

12. Vegetable oils & vanaspati 3 

13. Soaps, cosmetics & toiletries 6 

14. Machine tools 6 

15. Scientific instruments 6 

Total (including Others} 600 

R&D Expenditure as \ of sales 
turnover 

1980-81 1981-82 1982-83 

0.44 

0.21 

0.84 

1.03 

0.87 

0.45 

1.07 

2.05 

0.35 

0.59 

0.42 

0.05 

0.51 

4.65 

4.64 

0.77 

0.53 

0.11 

0.83 

1.19 

0.99 

0.56 

1.10 

1.72 

0.45 

0.45 

0.28 

0.16 

0.44 

4.47 

5.01 

0.76 

0.47 

0 .19 

0.72 

1.16 

1.00 

0.43 

1.00 

2.01 

0.55 

0.42 

0.63 

0 .13 

0.!.6 

2.44 

4.21 

0.68 
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Substance 

Pentoxifylline 

Diltiazem 

HifedipL"'le 

Atenolc.l 

Labetolol 

Cefotaxime 

Ranitidine 

Insulin (Highly Purified) 

Astemizcle 

Norfloxacin 

Cef tazidime 

Famotidine 

Ciprofloxacin 

International 
Launch 

1972 

1974 

1975 

1976 

1977 

1980 

1981 

1982 

1983 

1983 

1984 

1985 

1987 

Introduced 
in India 

1987 

1988 

1985 

1986 

1987 

1987 

1986 

1986 

1988 

1987 

1969 

1989 

1989 

ANNEX JV 

Gap in 
Years 

15 

14 

10 

10 

10 

i7 

5 

4 

5 

4 

5 

4 

2 




