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The issue of substitution of
‘brand’ names
names is one which for many
years is active in the national

and international pharmaceuti-

cal politics. .

Many countries like India in
the develeping world have tried
to create a workable  ‘genetics’
policy to genérate a perpetual
‘generics”  market through gov-
erminent  action. However,: suzh
attempts have not yet beéen gene-
rally suceesstut in the entire spec-
trum of pharmacsuticals business
in any country. It has. however,
shown some consumer aceepiance
in certain range of products and
that too, the nature of producis

have varied from  country
to country.  In. India in
particular, while the ‘generics’

concept is still at a very low
key, it has emerged in some way
in certain arcas of phatmaceu-
tical business as discussed later
on.

The ‘generics’ issue was studied
for the first time by the “com-
mittee on Drugs & Pharmaceu~
ticals Industry” (Hathi commit-
tee) at some lengih duning 1974-
75. The committee breadly con-
cluded that (i) brand names lead
to high promoticnal costs and
conszquently high prices of for-
mulations; (ii) medical stude:ts
generally receive their education
on drugs under the generic names
and therefore, ‘generics’ prescrip-
tion should be preferied.

The committee made sevaral
recommendations, impottant
among them being (i) brand
names for  drugs, marketed in
India, should. be abolished in a
phased manner and a beginning
of genéric names may be made
by starting with the iden-
tified by the commivtteg“; (i) new
drugs, first introduced i the
country, should not be allowed
to be marketed under brand
names. Gk
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by ‘generic’

i
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| laters 't

| policy state-
“ment of March 1978 of the gov-
ernment on brand names embo-

The new™

diss specifically

fications,. in the policy. para-
grephs 711 :to 716 and 99  asd
160 (Aumnexure-I). In line with
the ‘policy. the ministry of com-
merce and civil supplies has in-
strusted the registar of  trade
marks (effective from 16.3,79) not
to register any trade. mark for
new single ingrediént formulation
when intpoduced for the first time
in Indid® for consumption with-
in the country. The ministry of -
health and family welfare, by a
notification dated 17-1-1981, °
amended rule 96 of the Drugs
& Cosmetics’ Rules, 1945, so as

1 to implement the embodiment of

drug policy in respect of brand
names (Annexure-1I). The minis-
try of industry is not allowing
the inconporation of aany brand
names for any drug (bulk as well
as formulation) in” licences issued:
under T (D & R) Act in azcor- |
dance with the new drug policy.
All these government actions are
set out to distinctly implement |
the embodiment of the nzw drug
poicy. The success or otherwiss
of the ‘generic’ policy is a mat- |
ter which ouly the foture will |
decide. : g

In order to understand the va- |
tious aspedts of the ' ‘generits’
vs. brand namss issues, the im-
portant factors which go into the
system have to be clearly under-
stood so as to appreciate the va=-
rious aspedts of the problem.
Generally three main segments, .
namely, the regulators (the gov-
ernment), the industry (manufac-
turers) and the usérs (doctors,
_chemists and consumers) have to
be understood at great lengih in
order to predict if the ‘generics’
“policy would

be wseful*  and
meaningful in the lohg ren. The
basic driving force of the regu-

“March,
the above re-
- commendations, with seme modi-

. cheaper

- implement the ‘gene-

Ghosh

ey poliSy arises out o the do-

cision taken in Parliament in
1978. As mentioned
above, the government in ils vari-
ous facets from the ministry of

chemicals and fertilisers, health,

commerce, indusiry and the state
governments, have been trying in
variolts ways to implement the

‘genérics’ policy to its maximum

Ievel.

markstitg in genenic names re-
quires less of marketing expen-
diture and, therefore, suchH pio-
ducts could be marketed at a
price. Although the
Drugs Price Control Order, 1979
is supposed to even out the sel-
ling price of equivalent formuia-
tions, the process could only tix
the maximum allowable Jimifs of
seiling, while the marketers. ot
the branded products genemaliy
take advantage of the limit usual-
1y up to the maximum level, the
markseters of the ‘generics’  do
not take the fuil advantage which
u.timately results in the appear-
ance of cheaper ‘genaric’ " pro-
aucts, 3

‘Generics’ are believed to be
therapeutically equally effective
wien compared With egquivalent
branded products. Although gov-
ernment has no: adepted any spe-

‘cific measures for assuring the

S S

quality of the ‘generics’ in par-
ticular, the state drug cdnirol
administration in every stale is
vigilant and is constantly exami-
ning the quality of every phar-
maceutical product manuiactured
in the state. :

Certain companies, particular-
ly belonging to the multination-
al group, have specialised markei-
ing techniques. The corporate

“.odjects of such compunies are to

maximise their proiits by every
means, Therefore, itvespective of
whather . the products they mar-

~ ket are siperior in quality or not,

they adopt various tempiing me-
thods and  sophisticated  selling

- techniques, including claims of
. suporior 1
mum bacterial count on pmdu&;ti,

et . i

bio-availability, min-

Itoois g&nerally believed . that

While such scientiflic meaps as

the  bio-availability, minimumn
bactéral count ete. have their

importance in certain range of
products; they arge by no means

aramedors  for  generalisation
for every range - ol marketed
producis. in thé  process,

whe real worth of the, product
gets suppressed before the strong
tempo of such selling methods
and in effect the. prescribers and
the users get carried away and
form cpinion of superiority of
such pushed products only. Such
impression of superiority of cer-
tain product~ gets  propaguted
through the  usersiprescribers.
While such a situation is bene-
ficial to the few companies,
which market them, it is not be-
noficial to the  couniry as a

~whole, since the procéss pushes

back the concept of equitable
disiribution status to equivalent
puoducts.

The  driving force for such
marketing efforts could be areat~
ly reduced Ly disapproving buaad
.names, Al the marketing tech-
niques condentrate upon creating
an image of the ‘braad’ name be-
fore the prescribemsjusers. Ia the
absénce of a brand nams, the
marketing efforts of a company
get greatly diluted before « the
presoribersiusers, since  the lafi-
ter knows the product by one
name cnly, being the géneric
name and, therefore, he is more
aware of the product.

This results in minimisimg the
impact of diverse marketing tech-
niques on him. X

It appears that the government
is concérned on the large number
and the diverse composition o
tormulations markeied, ‘a sub-
siantia]l portion of which is cen-
sidered irrational and is  not/
commensuraté with  prescribed
dosage requiréments. The driving
foree in the introduction of odd
packs arose because of various
teasons, important among them
could be adoption of newer seli-|
ing methods, better profitability,
expectations eic. In the process,
the market got flooded with une
manageably large number ® of
packs in almosc equal number
of diverse brand names. Accoru-
ing to one estimale the curren:
nuimber of packs in the market
excecas 20,000 numbers.



1t may be worth témembering
that the number of adlive ingre-
Gients (bulk drugs) used is of the
oraetr of 400 omy. ddeally, tHere-
tore, the most effective = single
ingreghient  medicings formulatsd
out wf such drugs could be equal
to this, Since,  however, the
manner of incotporation  of a
diug varies, e.g., oral solids (in
the form of tablets, capsuies,
granules, powyders, etc.), liquids
(8yrups, elixirs, tinctures, = ete.),
injéciables  (intra-museulat  as
well as  intia-venous), gprays
like acrosols ete. besides varias

ticns in dosage administration for
children and adults, efe., the
number of single ingredient foi-
mulations  foregoing markelung
rights in favour of more efiicient
formulators efc. are more impor-
tant ones, All these tactors ex-
cept the last  one could be
brought together with 4 common
denominator if brand = names
ane sacrificed in favour of the
generic names. 1he manufacturers
wio market their  products in
brand names beiieve toat they set
siandargs  for thicir  prouucs
wineh ar¢ higher tian tie mini-
mum  réguired . By aaw. Accoid-
ing to them compulsory genere
proscripiion Wil siraingle | the
manuiaeturers’  Cincentive o
achieve proauct
Quaiity standards gbove the mini-
mum legal requirements. They
beiieve watl manufacturers - wio
basically compeie on price alone,
may not be in a position  to
maintain high standards. They
also believe tnat no regulatory
machinery (like the government)
can assure quality, safery and
therapeutic efficacy of all gene-
ric  diugs.

The 1ndustry also feels
by allowing tine usage of brand
names the pharmaceutical  pio-
qucts are made to camy the
manufacturers’ assurance of qua-
hty ‘and reiiability.

The manufacturers
the users of the product do not
only purchase a drug but aiso
an element  of trust which is
geiterated by the = muanufacturer,
trough the assurance of quality
over tie years. |

The manufacturers ar¢ also of
the opinioa that since  brand
name exists in every other indu-
stry, there is enougn ground that
the same should e¢xist . in the
pharmaceutical industry ds well.
The manufacturers aiso, feel that
patienis will not get drugs of
appropriate quality if  brend
numes are abolished. According
to them, an introduction of for-
mulations in -generic names may
lead to introduction of sub-stan-
dard drugs. .

They also feel that the patients
will be at the mercy of the clie-
nist/pharmacist since the latter is
free .to supply equivalent ‘gene-

ric’ drugs. The industry feels that |-

if "the ‘chemist is unscrupulous,

excellence and |

that |

believe that :

he may be tempted to offer the

drug of a manufacturer,

Cdiscount oo o 1B

who
ives hin the highest margin ot~ W y
5 i . jdrugs may also suppott the ‘gene- |

The industty feels that under
‘generic’ prescription, it s diffi-
cult to fix the respounsibility on
the manufacturer for the damage
done to the patients by consuin-
ing a gengric drug, as if is im-
possible to identity the manufac-
turer. Also a new drug is usually
not discovered out of accident
today but out of sustained re-
search, The research and deve-
lopment (R & D) expenditure on
dig in developed countries in
cortain Companics i enormously
high end the manufacturers are
not’ willing to carry out research
on procucts until they are assur<
ed that the money so spent is re-
coverable through the introduce
tion of effective drugs whenever
discovered. !

These organisations fcel  that

out of various ways of protect-
ing the proprietory right of the
prodicts 80 introduced by them,
a parmission to allow the intio-
duction of the product in brand
name 18 one. Restriction or de-
nial to matketing such ressaich
products in brand names would
hinder the entrance of such effece
tive drugs ihto our country for
quite some time. Such drugs
might come to the country very
late only at a time when mush
more¢ ehicacious drugs have al-
ready been discovercy elsewhere,

- The customers ot the pharma-

ceuticals indusiry include  the
prescribing physicians, . the che-
mistsipharmacists and  the ulti-
mate users of the medicines. The
users areAeither individuals. or
ovganised = purchasers like"the
government ot the private orga-
nisations.

The well-to-do physicians tend
to oppose shared decision-mak=
ing, bven in prescribing most of
them use such scripts which afe
even illegible to men of immense
knowledge in medicine. It would
not be wrong {o say that phy-
sicians would usually be conser-
vative in their approach to the
issu¢ of amy drasdc change in
the present systein  where their
authority is going to be weaken-
ea shifted.

In so tar as the chemistsiphar-
rmacists are Goncerned, they have
so far piayed a very minor role
in the choice of tne medicines
for the patient. Practically the
only roie these  proiesional
groups play is to advise the ulti-
mate consumer —on over-the-
counter medication on request.
Even here they are not fully
tree to do so for the threat of
being prosecuted for practising
medicine, .

The individual customer is a
vast section of people, with vast
knowledge but with no education.
Unfortunately the latler  part
being predominantly large, no
useful response is expected from
the mass in general. Very small
section of the population, having
aboveraverage education; -are,
however, usually quite open to
apccepting ‘generics’  prescription.
Besides, those persons. who are
on long term  mainténance
therapy and who pay for - their

T ries’ prescription since these are

going to cost less. However, at
present, the degree of accepiance
of ‘generics’ among the indjvi-
dual consumers is difiicult to
assess, A nation-wise sample sut-
vey could only bring out somé
siatus on the issue. %‘he custo-
mers belonging
organised purchasers [ike the
government, who are always cons

strained to rfeduce the cost of
health care system, having re-
gard to the limited availability

of resources, cannot but consider
the ‘generics’ as an impoftant
means to réduce the cost of drugs

required for maintaining  ths
public heaith  since  purchase

Continued on page 7. col. 7

to the group of

Continued from page 5, Col. 6

under - ‘generics’ are nommally
cheaper. Although we do ~ not
have data to substantiate this,

analysis of the' purchases made
by various government organisa-
tions like the D.G.S. & D., the
state health departments, various
municipal corporations etc. dur-
ing the last five years would
certainly prove the point.

The semi-private and the pri-
vate customers belonging to the
group of organised purchasers in-

i cluding those who support medi-
care reimbursement like the va-
. rious public sector undertakings,
the nationalised banks, the State
Trading Cerporation, the Indian
Alirlines etc. as well as the other
purely private group of people
like the executives in the various
industries and private institutions
etc. have not come forward to
support the ‘generics’ policy. In
their system .practised in the re-
. imbursement scheme, the autho-
nised physicians usually play the

pivotal role in choosing the me- |

dicine for their clients.

Such authorised physicians are i

usually greatly influenced by the

large companies in their préseri-
bing habits. These large com-
panies are in the habit of promo-
ting products in the brand names.
The wishes
companies

of these influential !
end up in the con- 1

sumption of branded products |
rather than the ‘generics’ through |

the prescription of such authori-
sed physicians and in the pro-
cess almost no support is derived
from this important = section - of
customers for the ‘generic’ drugs
to move and get promoted.
- ANNEXURE: I -
~ (Government policy on
Brand Names)

(The government’s policy on
brand names is embodied in
‘paragraphs 71.1 to 71.6 and 99
to 100 of the drug policy state-
ment of March. 1978 which are
reproduced below :

71.1  Brand names shall be
abolished in the first instance in
respset  of the following  five
drugs: Analgin, Aspirin, Chlor-
promazine, ' Piperazine and its
salts such as Adipate Citrate and

By

71.2 All single ingredi®nt dos-
age forms of these drugs shall
be marketed only under generic
names.

71.3 Drugs which are to be

exported will be allowed to bear

brand names. \

71.4 This decision will be kept
nnder constant review in the
light of actual experience.

: 71.5 Drugs formulations mar-
keted under generic names will '

also be subject to price control.
71,6 Such amendments a§
might be necessary would be car-
ried  out immediately in  the
relevant Acts like the Trade and
Merchandise  Act 1958 and
Drugs and ‘Cosmetics Acts/Rules.
99 All single ingredient drugs
and drugs included in the In-
dian pharmacopoea other than
those 1n respect of which brand-
names have been abolished ‘shall
bear labels disnlaying promi-
nently the generic names. Brand
~LaIngtiiay-beshown—ontabels
in u less ‘conspicuous manner.
100 Drugs controller should
not, - while granting = per-
mission,  give recognition . to
brand namss of new single in-

. gredient drugs,” nor should such

drugs be allowed to be marketed

under brand names when first

Introduced info this country. \
ANNEXURE: II

(Extract from the Gazette of |

India, Part 1l-section 3-sub-sec-
tion (1) Appearing on pagss 47-
48. department of health, New
De‘}hl.' the 17th January, 1981):

: G,SR‘27(B). — Whereas cer-
tain draft rules further to amend
the Drugs and Cosmetics Rules
1945, were published, as requir:

“ed by sections 12 and 33 of the

Drugs and Cosmetics Act, 1940
(23 of 1940), at pages 347 and
1864 of the Gazette of India
Part II. Section 3, Sub-szction (i),’
dated the 23rd February, . 1980
and the I6th August, 1980 res-
pe:h'vel_v. under the notifications
pf toe Government of India in
th.e Ministry of Health and Fa-
mily Welfare (Department of
Health), Nos. GSR 216, datad

the 8th February, 1980 and GSR

864, dated the 8th August, 1980

respectively;  inviting objections
and suggestions from .all persons
likely to be affected thereby, be-
fore the expiry of ninety days
from the date on which the
copies of the Official Gazette
containing  the said respective
notifications were made avail-
able to the public:

And whereas the said Gazette
were made available to the pub-
lic on the 10th March, 1980
and the 30th August, 1980 res-
pectively; and whereas the ob-
jections and suggestions received
from the public on the said draft
rules have been considered by

' the Central government;

Now, therefore, in exercise of
the. powers conferred by sec-
tions 12 and 33 of the said Act,
the Central government, after
consultation  with  the Drugs

| Phosphate. and Ferrous Sulfate. ;a'l'c’fgpnicq] - Advisory Board, bere-



by makes the following rules
further to amend the Drugs and
Cesmetics Rules, 1945, namely:

- 1. (1) These rules may be
cal'ed the Drugs and Cosmetics

(Amendment) Rules, 1980.

(2) Rule 2(b), rule 2(c), in so
far as it relate to the provision
of “preparations containing any
drug specified in Schedule W as
the single active ingredient”, and
rule 3, shall come into force oan
the 1st day of August, 1981,
and the remaining provisicns of
these rules shall come inio force
on the date of their pablication
ins Official "Gazefte, ;o o+ 5

2. In the Drugs and Cosmetics
Rules, 1945 (hereinafter referred
to as the said rules), in rule 96.

_in sub-ru'e (1), in clause (i), (a)
for the words “for this purpose”,
‘the brackets letter and words (a)

For this purpose, “shall be subs-
tituted; (b) for the words “tlie
proper name of the drug shall
be given in an equally conspi-
cuous manner as the trade name,
if any, and shall be”, the words
“the proper namsz of the druz
shall be printed or written in a
more conspicuous mananer than
the trade name, if any. which
shall be shown immsdiatzly afier
or under the proper name and
shall be” substituted; |

(c) after sub-clause (A) as so
numbered, the following  <ub-
c'ause shall be inserted, nameiy:

“(B) The following preparz-
tions shall be labelled only with
proper name of the drug and not
with any trads name: =~

(i) Preparations containing any
new drug as the single active
ingredient and approved - under
rule 30A, 69B or 75B by the lic-
ensing authority subjsct to the
condition that such preparations
should be marksted ander a
g=neric name oaly.

(ii) Preparations confainiag any
drug specified in Schednle W as
the single active ingredients’

3. In the said rules, after Sche-
dule V, the fol'owing Scheduls
shall ‘be inserted. namely:

SCHEDULE W
(Ses rule 96(1) (i) (R)

Name of the drug which shall
bs marketed  under  generic
names only: S

1. Analein, 2. Aspirin and its
salts, 3. Chlorpromazine and its
salts. 4. Ferrous Sulphate, and

. 5. Piperazine and jtc salis. - -

(TO BE CONCLUDED)

Cosmtine
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The claim of the industry that ﬂ

they set standards for their branded !
products higher than the minimum
required by law is not always true.
Usually the knowledge on various
aspects including the manufactuting
technique,, the bio-availability, etc.
for varioks drugs (formulations) °
discovered long ago and introduced
into the country for more than 20 ’
years is not a secret and it becomes -
almost a common koowledge to peo-
ple in the business.

R ad

For such drugs, the claim of ths '
company to have set standards high- |
er than the minimum, required by |
' law, is rather exaggerated. Wherever
a drug appears in the pharmaco- |
poeia, it is usually believed that ade- ’
quate knowledge on the drug has |
already been gathered and, thereforz,
there is nothing very special which
any manufacturer can claim for such
drugs.

On the contention of the indus-
try that introduction of brand names
would lead to the induction of sub-
standard, and spurious drugs in the j
market it may be stated that the
Hathi committee, in its report, had .
stated that “there have been no in-3
stances where a product marketed :
under generic name has cver been |
reported to be spurious.’ The com- -
mittee concluded that “branding of
products promotes a tendency to.
prepare misbranded or spurious pro-
ducts.” d

The fear of the industry that the
patients would be at the mercy of
the chemists|pharmacists ratheér than
on the supervision of the prescribing
doctors, if the prescription "is in
terms of a generic product, seems to
be stretching the issue far beyond
relevance since it could also be
argued that the ethics of every pres-
cribing doctor might not be of
equal standard and, therefore, the
fear that a qualified chemist|phar-
maczist would act less responsibly to
a prescription does not seem to be
tenable. A

There is however, a strong point
in favour of the industry when they
are arguing for the right of intro-
ducing brand names for preducts
discovered for the first time in India
or abroad, and which are introduced
for the first time in India, It is be-
lieved that each discovery has a
backing of a culture of substantial
R & D efforts in terms of man-
power and money which every com-
pany cannot afford. There has,
therefore, to b¢ a method of ade-
quate compensation for R & D ef-
forts and, thereforé, recognition of
brand names for such new products
for some minimum period should be
allowed, since this is also consider-
ed to be a method of compensation.

. - 4 .
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As mentioned eatlier, there appears

to be a belief among the regulators
that ‘generic’ products are compara-
tively cheapér, In order to ascertain
the facts, data were collected on the
selling  prices. of important drugs
including antibiotics, analgesics, ste-
roids, anti-T.B. drugs and anti-
dysentery drugs which were ‘sold in
generics as well as in brand names
(annexure-11T), from - among  the
leading producers, 1t was found that
by and large generics were chéaper
than theé equivalent branded pro-
ducts,
- The regulators are committed to
implementing the generic policy as
embodied in the new drug policy,
1978. The multiprong efforts of the
regulators have resulted in effecting
a small go for the *generics’ in cer-
ta'n areas. Annexure-IV shows the
trade attainment of a few products
marketc%rin generic names by reput-
ed manUfacturers. It would be of
interest to note that the market of
most of such products is on the in-
crease. ;

The data in annexure IV reveals
that the drugs which are being mar-
keted under generic names and which
are havihg substantial sales are
insulin, tetracycline, oxytetrcycline,
benzyl penicillin, Benzathine Penicil-
lin,  Sulfadimidine,  suaguanidine,

Sulfadiazine, A.P.C., Analgin, Pred-
nisolone etc. Almost all such drugs
are in use in the country for more
than 20 years and are considered to
be comparatively old ones. Relatively
new drugs have, not shown much
impact in the trade sales in ‘generic’
names, ;

Although  certain  formulations
marketed under ‘generics’ have
shown progress, the overall picture
of the trade sales compared to total
trade sales of ‘generics’ is still at
a low profile. Roughly the trade
sales oﬁq‘generics’ during 1978-79
(Sept.-Aug.) constituted nearly 1:2
per dent of the total (trade sales),
while during the following year
(Sept., '79-Aug., '80) it increased to
asbout 1.9 per cent.

‘There are at present 137 com-
panies in the organised sector and
about 3,000 companies in the small
scale sector. The sales turnover of
formulations marketed by these com-

‘panies during 1979-80 amounted to

Rs. 1,150 crores. While all these
companies contributed in their own
way in the selling of drugs, a few
of the order of 120 to 150 were
freally more important in terms of
their market share in the overail
business. i3

A private organisation conducts a
monthly survey of trade sales of 150
important compan'es, Their report
for the month of August, 1980 indi~
cates the annual trade sale-value at
Rs. 607.80 crores (Sep., '79 to Aug.
80), The first 30 companies account=
ed for about 66.4 per cent of the
total trade sales. Since these com-
panies  coatributed substanially to
the market share it was considered
necessary to examine if such com-
panies marketed any ‘generic’ pro-
duct, Answer to this question was
important since this would directly
make us believe whether or not
companies having substantial hold in
the market had accepted the con-
cept of ‘generic’ marketing.

It was revealed that, of these 30
companies, cnly 12 had at least oné
genen'c‘ product ia their price list.
The remaining * companies® had no
generic product at all ia their price
list. This clearly indicates that the
willingness of the large ‘companies
to participate in the ‘gencrics’ busi-
ness, has not been universal, Some
means must have to be fcund out to
attract all the major producers of
pharmaceutical products to come
forward to take part in the ‘generics’
bus'ness if the ‘generics’ policy is
required to reach the take off stage
very fast, ]

The sale of formulations to the

various, institutions during the last
two yedrs is estimated at about Rs,
220-250 crores annually, a substan-
tial portion of which is believed to
be sold in ‘genérics’. Institutional
sales is highly competitive and is not -
much influenced by the opinion of
the prescribing doctors. Sale of ‘gene-
tics atfract an excise duty of 2 per”
cent while ' the branded products at-
tract 7-1/2 per cent. This is a major
disincentive to the sale of branded
prcducts but an incentive to the
‘generics’ which, therefore, helps the
latter to win over the former in
competition *in institutional sales,
where the other' forces of market
competition freely operate.
“In order to take advantage of the
support of the customers specially
the doctors in ‘generics’ prescription|
usage it would be more appropriate
to approach the younger generation
of the medical practioners and also
the socially conscious ones, who
would better appreciate the advan-
tages and the benefits of the ‘gene-
rics’, compared to the branded pro-
ducts, It is to be understood that
the large companies, which are very
influential in orienting the prescrib-
ing behaviours of the physicians,
would do so more among the aged
and the well-to-do ones,

The younger generation is always
opposed to traditional feeling of the -

Continoed on Page 4, Column 5
e o 5 = .
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social responsibility, is traditionally
more dormant among the younger
generation. In the implementation of
the ‘generics’ policy, therefore, this
important section of the physicians
has to be kept in mind. The cus-
tomers in the form of chemists|phar-
macists have also to be given great-
er freedom so that they put to use
their accumulated knowledge ac-
quired in the preparation for the
profession. However, great care has
to be taken to see that such exten-
sion of freedom is restricted to pro-
fessionally qualified chemists|phar-
macists,

Many countries like ours had ex-
perimented in evolving a working
‘generics” policy.
that most of such efforts have not
brought any significant results  in
almost any _couatry except in the
U.S.A. It is understood = that the
‘generics’ sale is emerging as an im-
portant event in the U.S.A. market.
Although quantifiable data are not
available to appreciate the impact,
it is a matter of great eatisfaction
to those who believe that drug sales
in ‘generics’ is going to be a tool
for standardsiatica in the dosage,
package and presentation, the syste-
matisation of which will lead to the
availability of cheaper but ecffective
drugs to the customer.

Ia view of the above the follow-

It is understood

< “Generics’

The concept of ‘generics’ market-
ing has not yet been universaily ac-
cepted among the leading manufac-

turers in the country. Without their,

active participation in the concept,

there is not going to be much pro-

gress in the matter,

Although generic drugs are chea-
per, they have not yet made sub-
stantial impact in the trade sales.
Theréfore, any drastic measure on
the part of regulators to forcibly
direct the manufacturers to partici-
pate in the concept might not prove
cﬁemve in the long run. Since there
is an element of obsolesence n dmg
industry, it could be useful to im-
pose restrictions on the introduc-
tion of or the marketing of single
ingredient  formulaticns  based on
drugs in  use in our country for a
long time, say shore than 30 years.
Marketers could be asked to change
over to the generic names for such
single ingredient formulations in a
phased manner since adeéquate Te-
turns from such products are be-
lieved to have already been 1ealised
by the marketers,

At the micement there IS no spe-
cial concession to marketing ‘gene-
rics’  excgbt that the
attract an excise duty of 2 per cent,
while the branded products attract
7-1|2 per cent. More incentives to
‘generics’ marketing or disincentives
to brand marketing have ‘tlo He
thought of if the ‘generice’ policy is

‘generics™

A stumbling block to the accept-
ance of géneric drugs is that o Jarge
‘section of the population Celieves
that in these drugs prescribed qtia-
lity standards are not always main-
tained. No matter what the enforce-
ment authorities might think in the
issue, it is universally accepted that
no government control can assure
adequate quality standards for any
product marketed.

Traditionally the corporate cbject
as well as the well-established ctl-
ture of the manufacturers have to
be relied upon in the matter. It is a
fact that large companies having es-
tablished reputation, mever play with
the quality of the product they mar-
ket. It is, therefore. of prime im-

gportancc that besides strenuthemng-

the enforcement ‘authorities in en-
suring the quality standards of the
products marketed, ways and means
are to be evolved to make the re-

putéd ~manufacturers actively parti- -

cipate in the ‘generics’ policy of the

government,
Selling of drugs in the trade is one
important aréea of speciaiisation

which every company cannot ¥nas-
ter. Drugs Industry bemng the one
directly responsible for the health
care of thes society, the normal mar-
keting froce of competition eay not
be deliberately allowed to play a
role in certein areas where mass
consumption is contemmplated. Drugs

olicy

served for production in the public
sector units only are items of mass
consumption, Usually other manu-
facturers are not interested to invest
in such items primarily becauss these
ate low profit earning items requir-
ing substantial investment,

Public sector wunits being under
full cecatrol of the governmert, it is
easy to direct them to market ge-
neric products. Also one thing non-
controversial about the public sec-
tor units (PSU’s) is that the public
in general believes that the PSU’s
never compromise with quality. One
major problem, also universally ac-
cepted for the PSU’s seems to be
that they are poor marketers, Go-
vernment could do a great service
to naticn if the reservation policy
adopted in the manufacture of bulk
drugg coulld also be enforced (o cover
formulations based on such reserved
bulk drugs. Such reservation would
climinate -the scope of competition
and,
marketability of such products would
vanish in a mcment. Government
could simultanecusly instruct mar=
keting of such reserved formulations
in ‘generic’ names only. By this,
thete could be a substantial gain on
the part of the government in ac-
hi¢ving two  goals, This should,
however, be restricted to single in-
gredient formu'ations only.

ing conclusiots are apparént : required to be impleenented. such as those which have béen re- (Concluded)
ANNEXURE 111
TABLE
(Comparative Price of Important Products Sold urder Generic Name Vs. Brand Name)
81 Name of the Bulk Product Marketed Whether Marketed Pack Price Price-
No. Drug A (Name & Composition) Generic By ! P#r Unit
Name or (Rs.)
Brand Name
(1 @ @ ./ @ ®) © ™ @)
1. Tetracycline Hcl, Tetracycline caps. (250 meg) Generic 1DPL 10 x 10 47.88 0.479 -
Achromyein caps. (250 mg) Brand Cyanamid 232 0.580
: Hcsta;ychn-v caps. (250 mg) Brand 2 Hoechst 10 x10 48.80 488
2. Ampicillin Trithydrate Amipicillln caps. (250 mg) Gengeric Simith ™ 10 # 9.94 994
Stanistreet
Ampillin caps. (250 my) Brand Lyka 16 22.2F 1.392
g : & Roscillin caps. (30 mg) Brand Ranbaxy 4 6.30 1.575
3. Chloramphznicol ¥ Chloramphenicol caps. (250 mg) Generic Pharmakab 100 35.00 0.350
Chloramphenicol tabs. (250 mg) Generic Mac Labs. 12 333 0.294
Ernteromycetin caps. (250 mg) Brand Dreys Medical 12 4.21 0.351
Paraxin caps. (250 mg) Brand Boechringer 10 3.59 0.350
N ‘ Knoll }
Chloromycetin caps. (250 mﬂ) Brand Parke Davis 12 4.63 0.390)
4. Benzathine Penicillin G, Benzathine Penicilln G. Generic HAL 6 lacs 203 2.030
5 . (6 lacs, 12 lacs, 24 lacs) 3 . 12 lacs 3.66 3.660
; 24 lacs 6.54 6.540
Penidure — LA 6, LA 12, * Brand. John Wyeth 6 lacs 247 2170
: LA 24 (6 lacs; 12 lacs, 24 lacs) 12 lacs 3.80 ?.800
_ SR R i, 24 lacs 6.70 6.700
5,. Analgin Analgin tabs. (0.5 ‘gm) \Generic 1DPL 10 x 10 18.27 0.183
I Novalgin tabs. (0.5 gm) Brond Hoechst 10 x 10 20.00 0.200
6. Prednisolone Preduisolone: tabs.- (5 mg) Ganeric < Deys Medical 10 1.82 0187 %
. Wysclofle tabs. (5 mg) Brand Wyeth Labs. 10 2:45 0.215
7. INH, Tsoniazid tabs, (100 mg) reneric Albert David 1,000 29.74 0.030
Tscaiazid tabs, (100 mg) - Géneric Deys Madical 1,000 29.58 0.020
Isuniazid tabs. (100 mg) Generic Hafikine 1,000 26.62 0.027
Tsonex tabs. (100 mz) Brand Pizer 1,000 30.38 0.031
8. Todoghlorirydroxy- Todochlorydroxyquin tabs. Generic Haffkine 100 7.38 0.079
- quinoline (25¢° mg)
Entero %’ioform tabs, (250 mg). Brand Cibd-Geigy . 50 x 10 42.08 0.084
Enteroquinol tabs. (250 mg) ‘Brand East India 20 1.84 0.090

Source : Indian Pharmaceutical Guide 1980,

T e

el ahe = o8

therefore, the difficu’ties-in the:



ANNEXURE 1V
(Trade sales of certain ln}pommt drugs by reputed manufacturers

in generic names)
Sales During
'S.  Name of the Marketed  Sept, 78- . 79- % increase
No.  Product in Packs Al::g. 9 S:s; 80 () De-
of crease (—)
Rs. in thousands During
o 1979-80
over
; 1978-79
(03] ) 2 (3} £3048 5) (6)
1. Insulin 40 units 10 wl 8,114 . 9,422 (+) 16.1
2. Insulin Protamine Zinc 10 mil 964 1,055 (+) 94
3, Insulin 'Zine - - :
) Suspension : « 10ml - 9,181 11,065 (+) 20.5.
4. Insulin Iscphane 10 mt 1,593 1,804 L (+) 134
5. Dextrose Solution 56 540 ml 128 32 © (41508
. (Company A)
6. Dextrose Solution 59, . 540 ml 385 250 - (=) 351
(Company B) 5 v
7. Tetracyclae Hcl. : :
Capsules 10 caps. 17,262 15,986 —) 74
i 55 100 caps. 1,167 1,762 (+) 510
Tablets 100 caps. 566 682 (+) 20.5
8. Oxjytetracycline Hcl, :
Ca.pﬂ.:lcs 10 caps. 585 358 (—) 38.8
9. Oxytetracycline
Injections 20 ml 2,861 6,676 (+)133.3
10. Ampicillin Capsules : :
(250 mg) 10 caps. 1,402 52814 (L (==)86
11. Streptomycin Sulfate
Injections (1' g) Vial 1,323 - 1,829 (+): 38.2
12, Benzyl Penicillin
Injns, (5 lacs) " 3,998 4284 . (+) 1.2
(Company A)
= s = 181 Ao (+) 16.6
(Company C)
Benzyl Penicillian : " =
Injns, (10 lacs) » 4,863 5,139 {=5): 97
(Company A) / .
% ,, by 219 167 — (=) 237
. e | y ©)
13, Benz athine Penicillin ‘
¢ - (6 lacs) Vial 111 100 ) 99
S TS 2 Tay) i 155 173 (+) 11.6
o = (24 lacs) o 24 60 +) 2.5
14. Sulfadimidine Tabs, \ :
0.5 gm) 1,000 tabs: 2,437 1,698 (=) 303
15, Sulfaguanidine Tabs.
0.5 gm) 10 tabs. 268 78 (=) 70.9
% ! 3 1,000 t.abg. > 28 1,013 (-+) 39.1
i = : 10 tabs. 1,285 769 (—) 40.2.
16. Sulfadiazine Tablets :
0.5 gm) 10 tabs. 5,705 5,619 =)y 15
i Sodium Injns. 4 ml 68 116 . (+) 70.6
17. Tetanus Toxoid Injns, |
(1 ml) : Ampoule 142 1 150 (+) 56 N
b 5 v 7 538 545 SR
18. AP.C. Tablets
. (Company D) 1000 tabs. 3,227 4,088 (+) 26.7
~~ (Compeny C) 1,000 tabs. 694 . 966 (+) 39.2
+19. Analgin Tablets 1,000 tabs. 507 L 704 (ok): 389
i i 10 tabs. 10,5035 "9 7306 (—) 43
20. Atropine Sulfate Injn, ;
(1 ml) / Ampouls 1387 jxgs =AM () 239
/ (Company E) f
B 118 - 130 (+) 102
{Compan; = g s
it < 4 B2 S 6022
' (Company A)
21. Prednisolone Tabs. 10 tabs. 1,018 1,228 (+) 20.6
S . 1,000 tabs. % R () 216
Sources-: \

Data quoted by permission from the monthly Reports of August 1979
and August 1980 respectively of the Operations Research Group
(ORG), Baroda. R T e L




