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I Neo-Pliarma ' Industries, Bombay.
Spokesmen:

1. Shri N. L. 1. Mathias, Director.
2. Shri A, C. Mitra.
(The witnesses were called
they took their seats).

Mr. Chairman: The evidence that
you give is public and it will be
printed and published; it will be cir-
culated to all the members and will
also be laid on the Table of the House.
Even if you want anything to be
treateq as confidential......

Shri A. C. Mitra: We have noth-
"ing to be treated as confidential.

Mr, Chairman: . ...it will be printed
and published and will also be distri-
buted to members.

We have received your Memoran-
durh and it has been circulated to all
the members. If you want to stress
‘ahy point, you may do so and there-
after members wil] ask questions.

8hri A, C. Mitra: I have come here
particularly at the request of the
-company to explain to you the cir-
cumstances which have leq the Neo-
Pharma to this position. ...

Shri R. P. Sinha: We would like
to know what is Neo-Pharma.

Shri A, C. Mitra: Neo-Pharma is a
company.

Shri K. V. Venkatachalam: Say
something about that Company.

Shri A. C. Mitra: I represent
Neo-Pharma Industries Private Limi-
ted. It is a pharmaceutical compsny
manufacturing, among other
for intending to manufacture a very
importamnt life-saving drug known as
Chloramphenicol, which is the Chemi-
cal name for Choloromycetin, which
is so essential for the health and well-
being, of the people of our country.

We were given an industrial licence
under the Industries (Development &
Regulation) Act on the 6th February,
1980 and we had been asked to start
the manufacture of this within six
months. Nearly six years have elaps-
ed, but nothing ig happening tor the
very gimple reason that Parke Davis

in and
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have, throughout this period, takimg
full advantage of the lacuna in the
Patents &. Designg Act as it stands
today, harassed this company by
not giving us the licence and Whex we
applied for a compulsory licence, they
took ug all over the line, from court
to court and applicatxons after appli-
cations, so that today, although the
compulsory licence has been issued, an
appeal has been preferred and a stay
order has been obtained. The result,
therefore, is that, although our com-
Pany has spent lakhs of rupees in
acquiring the technical know-hew, in
setting up factories and in aequiring
lands, nothing can be done because of
the dilatory tactics adopted by *a
foreign patentee taking full advan-
tage of the provisions of the Patents
& Designs Act. I must say that I
have come here to impress upon you,
if 1 can, the advantages of the provi-
sions 6f the new Bill. I have come fo
support it. I am told that many
persons have come and expressed their
views on the Bill. I have not come
here for that purpose, but I am nerely -
here to tell you, ag a concrete vase,
the difficulties under the old Act that
we,_are experiencing and how the
difficulties could be obviated by the
provisions of the new Bill. I may
give you full details just to explain
to you, or to give you a full picture,
as to how the delay has taken plgee
and what are the reasons for the de-
lay. Parke Davis have this patent;
they have actually got four patents. .

‘ .
Mr. Chairman: You have narrategd
this in detail in your Memorandum.

Shri A. C. Mitra: If you have redd
it, I have nothing further to add ex-
cept that you will see from the way
in whieh they have gone on, the whole
object has been to delay the working.
The redult i that, at the moment,
there are, two companies—one Ger-
man and the other, American—whe
are ihtending to create between them-
selves a monopoly I shall tell yput
hot.

Mr. Ohiifman: Which is the Genh‘hna
fivyth? )

'



Shri A. C. Mitra: Boehringer.

Between them, they are manufac-
turing a good percentage of this life-
saving drug and their object in pre-
venting us from cothing to the field
is this?{ when the country is urgent-
ly in need of the drug and if we are
not manufacturing, they will say,
“increase my quota and give us fur-
ther licence to manufacture more”.
The result would be that ultimately
they would create a monopoly bet-
ween themselves—Parke Davis and

Boehringer. These two people would

be the monopolists of this jife-saving
drug. ‘ ’

We have entered into a collabora-
tion agreement with an Italian con-
cern called Archifar. They have got
the technical know-how angd it is their
technical know-how that we are now

exploiting. These people first of all

filed an infringement application say-
ing that Archifar are nothing more
than our Principals and since Archi-
far are the infringers, we are also the
infringers. And all along the line
they have been filling their appeals
in the Calcutta High Court with the
result that the collaboration agree-
ment between us and Archifar could
not be given effect to. Finding the
difficulty we filed a petition under
Sec. 23c.c. for a compulsory licence
and when the compulsory licence was
applied for and after going into the
matter the Controller said, ‘Let us
see what terms you are agreeing to
to give the licencee’ Parke Davis said
‘Nothing of the kind. You first of all
decide whether you are going to give
the licence or not. Then I will give
you the terms’ Op that they went
upto the High Court again and so on.
All these details have been given in
our -memorandum. I can read it if
you so desire.

-What 1 am emphasizing is that un-'

der the old Act it is open for a per-
son who is bent upon delaying to do
s0. The present position is that we
have igot a compulsory licence but
they filed an appeal and a stay order
obtained so that the compulsory
Neence is in cold storage and nothing

can be done. The position, therefore,
under the present Act is that it is
possible for a foreign patentee to
harasg an indigenous manufacturer in
such a way as to create a monopoly
in the meantime in the market so that
if and when after 10 years we do
start the manufacture, the market is
already full of these monopolists’
goods and they are in a far Dbetter
position to compete than us who are
new-comers in the field. The whole
object of the Bill is that these vital
industries should be in Indian hands.
I understand, subject to correction,
that in Japan none of this nonsense
ig tolerateq. They buy out the tech-
nical know-how in most cases and
that is an end of the matter and
practically every single industry is a
Japanese industry, not like foreigners
coming here and monopolising over
here and dictating terms. Govern-
ment iS anxious that these drugs -
should be manufactured by India and
the foreign patentees controlled. Here
what we see is that the foreign paten-
tees dictate to our country as to what
is to be done and how it is to be done
and in the meantime take advantage
of the lacuna in the law and the law
courts to prevent the avoweq policy
of the Government, namely ihe
Indjanisation of the industry manu-
facturing these life-saving drugs.

- My only submission on this Bill is
that the provisions relating to the
grant of compulsory licence ought to
be carried out with immediate effect
so that when the compulsory licences
are in fact granted, then there may
be a provision made in the present
Bill for the Controller giving ad hoc
compulsory licences and even before
hearing the opposite party. I do not
say that hearing should not be given.
That should be given. There is pro-
vision in the Bill for hearing even
on the patents but, at the same time,
the procedure should not be persist-
ed in such a way that dilatory tactics
will be adopted by the patentees.

Mr. Chairman: Would you require
this Committee to fix some time limit
for granting the compulsory licence?



Shri A. C. Mitra: A time limit can

» of course be fixed. But the difficulty
will always be: for instance, there
can be no time limit for a judgment
to be pronounced by a court. I have
known of cases in certain High Courts,
where arguments are over long

ago....

Mr, Chairman: But this Bill rules
out appeal to Courts. Do you prefer
that?

Shri A. C. Mitra: I prefer that.

» Mr. Chairman: Would you prefer
“Yhe setting up of a Patents Tribunal?

Shri A. C. Mitra: I would suggest
that the Bill should be left as it is
subject to this: that the
Government, when deciding the ap-
peal, can appoint an ex-High Court
Judge together with qualified asses-
sors to go into the case.

Mr. Chairman: Suppose this Com-
mittee ‘makes a recommendation that
there should be a special Tribunal
which should hear only patent cases
and dispose. of the cases within a
particular time limit—what are your
views on this?

Shri A, C. Mitra: In England there

is what is known as Patents Tribu-
f nal functioning. At the moment
something like that could be done,
But I would suggest that if the Patents
Tribunal is a sort of miniature High
Court, the same thing arisesp I will
give you an illustration. A compul-
* sory licence is given to us. I go up-
to the Patentg Tribunal. It stops and
gives a stay and then the usual para-
phernalia of your submitting your
part of the statement and their sub-
mitting their reply and so on—the
whole gamut of the proceedings take
place before the Tribunal and it will
ultimately be the same. I am aware
of the fact that it does not look nice
that a person's right should be inter-
fered with except by the judicial
process but what is to be done? Hav-
. ing a Patents Tribuna] ig all right, but
if you put in a Tribunal, the same

Central
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thing would happen as it happens in
a High Court.

Mr. Chairman: May not, when it is
specially set up for that purpose and
a time limit is also fixed.

Shri A. C. Mitra: If you indicate
that the case should be disposed of
within a certain time, it is only a
pious wish. Supposing it is not done,
what is the sanction?

Mr. Chairman: But the other man
also must have the satisfaction that it
is a judicial adjudication, judicial
hearing. Don’t you th 80?7

Shri K. V. Venkatachalam: Sup-
posing the position is reversed, would
you like a position in which you do
not have the chance at all to explain
your situation?

Shri A. C. Mitra: I am not saying
that at all, but look at the facts of
my own case.

“Shrl K. V. Venkatachalam: Don't

judge on a single case. Take the
situation in a larger context.
Shri A, C. Mitra: Speaking as a

lawyer and brought up and trained in
law, it ig the most unpleasant thing
to say that a judicial approach should
not be done. That is true, but I am
merely pointing out this to you to
say that the judicial approach when
it is honestly done, bona fide,
it is all right, but there are ways and
means left to unscrupulousg patentees
to delay matters ag has been done in
this case.

Mr. Chairman: That is why we are
suggesting a Special Tribunal,

8hri A. C. Mitra: If you do provide
a Patentg Tribunal and fix a time
limit, then a further provision must
be made that on the failure of its be-
ing disposed of within the time limit,
certain consequences will follow: i.e.
the order of the Controller will re-
main—something of that kind should



be. there. Otherwise mere mention
that it should be disposed of within
3 meaths will not help .one party or
the ether.

Shri 'V. M, Chordia: Have you got
:any experience of the working of the
Copyright Tribunal. There the cases
-are disposed of quickly and there is
no delay.

8hri A, C. Mitra: May I make one
submission: so far as Copyright Act
is concerned, very few people resort
to that. As a matter of fact, I have
to tell you frankly this is a Tribu-
nal which is going to be resorted to
by a large number of people.

.

Mr. Chairman: You may also know
that an appeal will be provided to
the Supreme Court only on points of
law, not on facts.

Shri A. C. Mitra: In other words
what you are suggesting is that there

may be omly one—dppeal from the
order of the Controller to the Tribu-

nal.

Mr, Chairman: And a second ap-
peal to the Supreme Court only on
peints of law.

Shri A. C, Mitra: You cannot by
any iogxslatlon destory the provisions
of Art 136. That is a constitutional
power granted to the Supréme Court,

Mr. Chairman: Supreme Gourt does
net enter into the gquestion of time
liﬁit.

Shri A. C. Mitra: Under Art. 138
the. powers of the Supreme Court to
entertain and hear appeals are very
wide.

Mr. Chairman: That is true. But
enly on questions of law an appeal
shali lie to the Supreme Ceurt.

Shri A, C. Mitra: Even an inference
from the facts is a question of law.
Supreme Qeurt’s powerg under Art.
136. cannot be touched.
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Shri V. M. Cherdia: May I know
how many patent appeals are filed in"
the High Court on an average?

Shri A. C. Mitra: I have not got
the statistics before me.

Shri V. M. Chordia: It will be
easier if there is-a Patents Tribunal.

Shri A. C. Mitra: I am not sug-
gesting that the tribunal shoulq net
be appointed. Of the two evils, if I
may say so—High Court and the
Patents Tribunal—the Patents Tribu-
nal is the better one.

Shrl V. M. Chordia: What is the

best?

Shri A. C. Mitra: The Central
Government. '

Mr, Chairman: But there will be

objection because the Central Govern-
ment ig also the executive authorlty
Some judicial pronoungement ig neoes-
sary. 6v

Sbri A. C. Migra: For example, the
Board of Revenue also exercise ap-
pellate powers and in important
cases, technical people are also taken
in and their advice is taken. The rules
may provide for the hearing of the
appeals by the Central Government,
It will come to the same thing.

One other point is that a time-
limit should be fixed within whigh they
must digpose of the appeals. Another
point is that while many people, whe
are dealmg with nothing but patemt:
law, say that this present Bill is real-
ly an excellent Bill, still they say
that the new Bill will entail a lot of
administrative work In the patent
office anqd so the staff and other things
should be increased.

Mr. Chairman: Yes, we will consi-
der that.

Shri A. C. Mitra: These are the
points. The provisions of the Bill
have become really necessary gnd the
present case is a concrete example.



where the licengce was jssued within
six monmths, but even after six years
nothing has been done. It is possible,
if this state of affairg continues, for a
patentee to create a monopoly, as in
fact they are creating. To-day there
is a demand of about 90 tons for this
life-saving drug. They are manu-
facturing at the moment about 30
tons. Formerly they were given licence
for gbout 10 tons. Then, after success-
fully keeping out others from the
fleld, they come to the Government
and say “we are in a position to manu-
facture more; give us additional tons”
Gradually between themselves and
this Boehringer, they are trying to
create a monopoly in this field.

Mr. Chairman: If we provide six'
months for the grant of compulsory
licence by the Controller and anather
six months for the patents tribunal
to dispose of the appeal, will it satis-

fy you?

Shri A. C. Mitra: It all depends;
in the case of granting of compulsory
licemoe, six months is all right. But

the point is, supposing the person
wants time.
Mr. Chairman: He should be re-

fused; he should come prepared with
all his documents and other things.

Shri A. C. Mitra: You should em-
power the Controller to give direc-
tions in such a way that the entire
matter should be disposed of within
six months. That would be very very
helpful. Similarly if we could give a
direction that the patents tribunal, if
and when constituted under the Act,
.should also dispose of the appeal with-
in the specified time, it weuld be very
helpful.

One small point: Suppose a licence
is granted to a company and there is
an appeal. I was suggesting that dur-
ing the pendency of the appeal, he
should ‘be allowed to go ahead. Now,
would you stop entirely the operation
of the compulsory licence, or would

it be the other way round that once
the Controller has thought it fit to
grant the licence, he can go ahead,
subject to any modifications that may
be made later on by the Controller?

Dr. C. B. Singh: How can that be
made?

Shri A. C. Mitra: That is in the
Bill. I take the risk. When the
licence is granted, I go ahead with it.
If the licence is rejected, I take the
risk. Otherwise I would have to start
again after six months.

Mr. Chairman: We will consider
that.

Shri A. C. Mitra: It should be
o'ptloml for the person to do so, and
there should not be any restraint.

Shri R. P. ginha: Is there any simi~
lar provision in any other Act of the
Government of India?

Mr. Chairman: Please see Section
88(4): “The Controller may at any
time before the termg of the “licence
are matually agreed upon or decided
by the Controller, an application made
to him in this behalf by any person
who has made any such requisition
as is referred to in sub-section (1),
permit him to work the patented in-
vention on such terms as‘'the Control-
ler may, pending agreement between
the parties or decision by the Control-
ler, think fit to impose.” It is there.

Shri A, C. Mitra: Yes, it is there,
But that s with regard to the Con-
troller; I was suggesting it for the
appeal also.

Mr. Chairman: We will consider it.

Shri A. C. Mitra: There is one more
point which I would like to bring to
your notice. Critics of thig Bill, I am
told, have said that the result of this
Bill would be that anybody can come
forward and whether he is capable of
manufacturing or not, he gets the
licence and goes on with it. There is -
no point in thig criticism for this rea-



son that in these cases of essential
drugs, licences are granted under the
Industries Development and Regula-
tion Act and the Drug Controller
lakes into account the quantity he
»roposes to manufacture, the target
for the next plan, the demand for it
and so on and also sees whether the
applicant hag got the necessary tech-
nical know-how resources, etc., before
granting the licence. So it is not that
anybody can come forward and get
the licence.

Mr. Chairman: One of the objec-
tions is that it will scare away foreign
investment.

Shri A. C. Mitra: If the foreign
patentee says that unless he gets full
monopoly rights in Indie, he will be
scared away, we will say “bye bye”
to him; we will do without him. We
will copy, we will infringe his patent,
we will do it in the national interest.
We had enough of these threats.

Mr, Chairman: Another objection
is that it will not promote scientific
research in this country, but will re-
tard scientific research.

Shri A. C. Mitra: In Italy—I am
speaking subject to correction—no-
body bothers about patents. They
keep on merrily infringing it and yet
the research has not stopped. This
threat that unless they get a mono-
poly they will not come, will always
be there. I can assure you that they
won't be scared away. Take this
particular case. It wag given in 1048,
I remember. Eighteen years have
passed and still they won't give us
the licence, (There have been some
extensions in this case.)

Dr, C. B. Singh: May I know what ig

the total out-turn of your Pharma-
copeal preparations?

Shri A. C. Mitra: For what?

-Dr, C. B. Singh: For the drugs you
are producing.

Shri A. C. Mitra: 1§ crorcs—that is
the out-turn of the drugs that we have
manufactured.

Dr. O, B. Singh: Out of this 13}
crores, what is the proportion of
patented and unpatented drugs?

Shri A. C. Mitra: I do not think that
can be given off hand.

Dr. C. B. Singh: Out of this, how
many are patented drugs. You cam
give an approximate number.

Shri A. C, Mitra: I am told, 20% are
patented.

Dr. C. B. S8ingh: Are you sure it is
._‘;20%. I would like you to onficm this
point. It is very important.

Shri A. C. Mitra: If I had prior inti-
mation, I could have given you the
exact figure, I shall send you the in-
formation. This is an approximate
idea.

Dr, C. B. 8ingh: When you came into
conflict with Parke Davis, did you
know that they were holding the paient
right for Chloram-phenical in India,

Shri A. C. Mitra: Yes.

Dr. C, B. Singh: Knowing that, how
did you come to terms with the Italiam
firm for the know-how?

Shri A. C, Mitra: Archifors are
manufacturing this drug, and according
to the agreement between us, they haskp
to supply us the technical know-how,
We have throughout been told that it
is a different process, that the Italiam -
process is different. Later on it trans-
pired that they have got the same pro-
cess., It was then that we asked for a
licence from Parke Davis. They will
not give us except on certain ridi-
culous terms.

Dr. C. B. Singh: Without proper
examination of the case, you came to
terms with the Italian firm and that is
why the difficulty arose,
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Shri A. C. Mitra: No. This is not
correct. The Italian firm promised to
rrroduce Chloramphenicol with their
own process and we had no idea what
that process is until they start manu-
facturing. Then when Parke Davis said
that you are infringing my patent, we
asked Parke Davis to give us the
licence to manufacture it under their
patent. To that, they refused. Then
we had to go in for a compulsory
Mcence.

Dr. C. B, Singh; After having spent
so much money, did you try by your
research work to find out an alterna-
tive method to produce this drug?

Shri A. C, Mitra: 1f it had been so
easy in India to have found out an
alternative method, there was no point
in running after Parke Davis.

Dr. C. B. 8ingh: For your informa-
tion, a German firm did that.

Shri A. C. Mitra: Germans did not
do that. What they did.was they had
an additon here and an addition there
and with their hu<® recourses and
scientific skill, they made minor varia.
tions here and there and certain addi-
tions. This they have again patented
and now between the two—Boehringer
and Parke Davis—each one has given
licence to the other, Between the two,
they have got a monopoly..

Dr. C. B. Singh: Did you try to come
to termg with Parke Davis Company so
that they may give the licence to you?

8hri A, C. Mitra: . My instruction
are, we have approached them, but
they refused to give us the licence,

Dr. C. B. Singh: Did you try to come
to t with them? It was a matter
for negotiations,

Shri A. C. Mitra; My instructions
are, we have had long . negotiations
with them but the terms were so rigid
and so impossible that we could not
possibly agree to them.

Dr. C. B. Singh: Can we have the
terms?
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‘negotiations with our local

Shri A. C. Mitra: There were dis-
cussions both in Bombay as well as

outside with regard to the termg of the:
Ultimately they did not give.

licence.
us -any licence.

Dr, C. B. Singh: Will you be able to:
give this information about the terms?

That is very important, because we:

have got to go into details ag to what
terms you offered and what they re-
fused.

Shri R. P. Sinha: Negotiations are-

no longer secret. The matter is before

the High Court where everything is.

open.

Shri N. L. I. Mathias: We did nego-
tiate with them for the terms and for
giving us the licence for the production
of Chloramphenico] in this country,
but in spite of our attempts both in
India with the local management of.
Parke Davis as- well as the parent com-
pany in Detroit, USA, they did not
make any response to-our attempts.
Negotiations were rebuffed by dilatory

v

tactics. When we approached the local

Managing Director, we were informed
that he has no permission to negotiate.
When we wrote direct to Parke Davis,
Detroit USA, the parent ‘company, they
said we will have to discuss with the
local company. And this went on for
more than a year or two and ultimately
in despair we had to go ahead with the
Italian collaboration. There was no
Wway of coming to any terms, any type
of understanding or obtaining any rea-
sonable settlement. Even our approach
for any reasonable terms was being
rebuffed. They did not offer any
tangible terms. They would say: We
shall discuss the matter; we are con-
sidering the matter; you should have
company
and local company directs us to Detroit,
and from Detroit back again here..
And that wag the process which went
on for months and months. If I re-
collect correctly it went on for 2} years,
In the meantime, we were pressed by
Government to tell them the concrete
steps that we have taken for the im-
Plementation of the licence. We had
no answer to give. We had to make-



headway. We had to go ahead. The
on'y alternative that was left to us
was to go in for an application for
compulsory licence,
through this process, could we make
any headway. '

Shri R. P. Sinha; What happened to
.compulsory licence?

shri N. L. 1. Mathias: Compulsory
licence has been very recently granted
to us. Not being satisfied with all the
correspondence and personal discus-
siong in Bombay with the local Man-
aging Director, took the trouble of
going all the way to the United States.
‘I went to Detroit expressly for this
purpose of negotiating with their
‘Directors and home office and I met the
‘Deputy Chairman.and discussed this
matter. It was all nothing but just
hearing you, trifiling with the entire
affair, extending to you all hospitality
and packing you back home. This is
.al] that was there, They said: we shall
write to you. But writing never came
for months. There was no response
-except that we shall discuss the matter
-during the next visit of our Managing
‘Director to Detroit—the matter will
be discussed and things were left at
this stage. '

Dr. C. B. Singh: If you had a similar
patent in America what will you like?
Would you like some one else to draw
a copy of it without giving you proper
-compensation?

\

Shri N. L. 1. Mathias: The question
-of not giving proper compensation does
not arise. We are most willing to give
adequate compensation but they are

.adopting dilatory tactics and trifling

with_the issue,

Pr. C. B, Singh: With an out-turn
‘of Rs. 14 crores what is your research
set-up?

.

Shri N. L. I. Mathias: We have none,
1 can also say that most of the com-
panies in India do not have their own

“Basic researeh set-up. It requires a lc*
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of resources. We are relatively
medium-gized companies, We cannot
compare ourselves with big companies
like Parke Davis and such other Euro-
pean companies.

. Dr. C. B. 8ingh; Even with your
out-turn of Rs. 1} crores, when you
were looking forward to a high profit,
it was time for you to do something
original in this line.

You have got hardly anything—is
that your reply?

Shri A. C. Mitra: We do not have
any basic original research set-up but
we have certainly developed certain
products in the country, '

Shri Arjun Arora: You mentioned
about some Italian collaborators. Have
your Italian collaborators manufactur-
ed these medicines?

Shri A. C. Mitra: Yes, our Italian
collaborators do manufacture and the
same is sold in Italy. They are one of
the biggest manufacturers of Chloram-
phenical in Italy.e®

Shri Arjun Arora: Do you have any
idea of price of this drug that is pre-
valent in Italy and the price which
Parke Davis charge here.

Shri A. C. Mitra: I have no infor-
mation at the moment.

Shri Arjun Arora: Could you collect
and send it.

Sh!'i A. C. Mjtra: Well we will try
and send it. .

Shrl Arjun Arora: You mention
about Japan preventing the foreigners
from hindering Japanese entrepre-
neurs,

Shri A. C. Mitra: I merely pointed
out that in Japan, as far as I know,
they buy the complete technical know-
how and practically not a single
foreigner without Japanese collabora-
tion is allowed to set-up industries in
Japan with regard to. these certain
essentia] types. :

——
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Shri R. P, Sinha: Are you sure of'
the facts when you say so?

" Shri A. C. Mitra: By and large, I
am told, that is the method that they
are resorting to. '

Shri Arjun Arora: You suggested
that there should be a time-limit to
decide a dispute, What time-limit go
you think will be reasonable?

Shri A. C, Mitra; It all depends on
the mature of the dispute, If the dis-
pute is about a small matter it can
be decided quickly; if it is a compli-
cated one it may take long time. But
six months would be maximum that
should be allowed and I am sure it cam
be done. :

Shri Arjun Arora: Will you also
prefer that there should be no pcwer
to stay the implementation of the deci-
sion of the Patents Tribunal by any
court.

Shri A. C. Mitra: You cannot whittle
down the power of the Supreme Court
under Article 136.

Shri Arjun Arora: Does not the
pcwer of stay come handy to the paten-
tee?

Shri A. C. Mitra: Well if they apply
Article 136 and the Supreme Court
grants stay there is nothing you can
do here, But all depends on the good
sense of the Supreme Court whather
they would grant the stay or nat.

shri Arjun Arora: Could you give
us an idea of the amount of profit that
Parke Davis may have earned during
the period that they have been kcep-
ing you busy in litigation and prevent-
ing you from manufacturing?

)

Shri A. C. Mitra: This is a question
which Parke Davis alone can answer.
But thig much I can say that the de-
mand is so tremendous for this very
important drug in our country and
compared te the low purchasing power
of our people, Sir, the price seems to
be even now fairly high.

Shri Arjun Arora: Could you give
us an idea of the sale price per unit
of Parke Davis and your approximate
sale price?

Shri N. L. I. Mathias: Sir, initially
we did manufacture this Chloram-
phenicol in our factory unti! we were
stopped. We have now sold out that

‘'stock, We were sclling it at a much

lesser price than Parke Davis.

Mr. Chairman: What are the exact
prices—theirs and yours?

Shri A. C. Mitra: One capsule costs
75 paise, whereas the cost of a capsule
which we were manufacturing and
selling from out of the stock we had
got still, came to 5 annas; it has now
come down to 4 annas, viz. 25 paise.

Mr. Chairman: On the same units?

Shri A. C. Mitra: 12 capsules of 250
mg.

Shri Arjun Arera: Your colleague
mentioned about his visit to Detroit.
Had he got the impression that they
were not interested in granting him a
licence to manufacture in Irdia?

Shri A. C. Yes, that is his
impression, I will ask him to speak.

Shri N. L. L. Mathias: The general
impression, I will ask him to speak.
discussions with Parke Davis in
Detroit was that there were no bona
fides in their so-called negotiations
with us. They talked to us just out of
politeness.

Shri Babubhai M. Chinai: Are vcu
in favour of a total abrogation nf patent
law?

Shri A C. Mitra: It is a very im-
portant law. It not only protects
foreign inventors, but it also givas pro-
tection to us.

Shri Babubhai M. Chinai: On every

‘sudk ocaasion where the Government

has come out with a Bill wherein the
power of the Executive is final and
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there ig no judicial tribuna' or any
Board or High Court which can be
approached, people from the profession
to which the hon. speaker belungs,
have always objected that there
should not be the final autiority in the
Executive. Will the hon. speaker en-
lighten us about his views?

Shri A. C. Mitra: The question, Sir,

is that our knowledge is limited to cer-
tain essential foods and drugs vital to
the life of the community. I do not
want to speak about any other matter
which is not so essential. This is
number one. Secondly, as a lawyer on
the Bar, the Executive being armed
with great power ig abhorrent to the
judicial mind. But I cannot lose sight
of the fact that some judicial processes
are abused for self-interest by foreign
patentees, as in this case. We have
been discussing ways and means how
that could be stopped. Although the
Executive should not be armed with
greater powers, some means must be
found to expedite matters.

Shri Dalpat Singh: In your memo-
randum you have cited a case how
some parties have taken undue advan-
tage of the Act. Do you think that the
present proposed Bjll is again like the
existing Act or do you suggest some
further changes?

Shri A, C. Mitra: No, Sir. Particu-
larly I tell you, Sir, that the present
Bill certainly meets; or at least so it
would meet, the situation as the omne
created by Parke Davis. I am not
suggesting any new improvements,

Shri A. T. Sarma: Have you certain
difficulties in the Bi'l? Do you agree
with the other provisions of the Bill
entirely?

Shri A. C. Mitra: Sir, I have p~t had
time to read the other provisions of
the Bill in great detail. I have come
here to present that aspect of the Bill
which relates to compulsory licence
and relating to foods and essential
drugs. On that, aspect I have come to
make my respectful submissions to the
committee.

Shri A. T, Sarma: You must have
gone through a'l the provisions of the
Bill.

Shri A, C. Mitra; I have gone
through, but not to that extent as to
assist you in greater detail.

One thing I may tell you. My friend
on my left asked about research. Sir,
probably my friend also knows that
the minimum amount of money re-
quired to set up a research centre of
the type that my learned friend has
in mind, would, I think, be—this is
subject to correction—several crores
of rupees.

Shri C. B. Singh: We will not talk
about that now. We have talked about
that till now. You are a lawyer, you
can speak about law. You know
nothing about research; so, do not talk
about research.
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shri B. K. Das: It appears from the
memorandum that you are in favour of
licence of rights. There is a provision
for a maximum royalty of 4 per cent.
‘Will that be enough? There is evidence
that it should be left free to be decided
upon by the parties concerned, What
would be the better provision?

Shri A. C. Mitra: According to my
instructions, 4 per cent is a fair return
on the patent price.

Shri B. K. Das:. Parke Davis had six
patents for one 'product. These are all
process patents 1 believe. Three of
them expired and were granted to an-
other party. I want to know whether
a patent for more than one process
should be granted to a single party, and
if he does not exploit it within a rea-
sonable period whether it should not
lapse.

. Shri A, C, Mitra: That would be a
correct approach. He should be given
the option of either utilising it himself
within a reasonable time, or the new
process should be allowed to be ex-
p'oited by others, unless it is a patent
which is inextricably connected with
the main one.

Shri K. V. Venkatachalam: Can you
give us an idea of the other activities
of your firm, what other items are you
producing?

Shri N. L. 1. Mathias: Neo-Pharma

"has been by and large specialising in

anti-tuburcular preparations. My com-

. pany is a pioneer in the introduction

and in the basic manufacture of PAS
and its saltg in Indja. We, in collabora-
tion with another company in Hydera-
bad and a foreign collaborator, were
responsible for pioneering this effort
of manufacturing in the country PAS
and its salts for the first time,

Shri K, V. Venkatachalam: Is there
any exploitation of a patent involved
in that?

Shri N. L. I. Mathias: There have
been some patents on that also. There-
fore, without that we would not have
been able to manufacture this in the

‘»country. .

We have obtained the technical pro-
cess for the production of PAS and its
salts, and we are paying a reasonable
royalty of 2§ per cent. Our relation-

. ship with that company is reasonably

satisfactoy.

" Shri K. V, Venkatachalam: If you
are successful in getting this licence
from Parke Davis for chloramphenicol,
what percentage of finished material
would you start with?



Shri N. L. 1. Mathias: Probably from
the stage 25 to 33 1|3 per cent from the
top and then go down to the very basic
stage from which all others in the
world are manufactuting.

Shri K. V. Venkatachalam: Barring
Parke Davis, are there any other Indian
manufacturers manufacturing chlo-
ramphenicol?

Shri N. L. 1. Mathias: There are
one or two other manufacturers.
One of them is working in colleho-
ration with Italian manufacturers.

Shrl K. V. Venkatachalam: Don’t
they have the same difficulty?

Shri N. L. I. Mathlas: The posi-
tion is very clear in as much as
Parke Davis which has a wide-
spread network is the originator of
this process. There are no two opi-
nions about it. But Parke Davis has
had a lease of life of probably 18
years now, because it was in 1948-
49 that this product was discovered
and had begun to°be commercially
made available'in a good part of the
world. Since then Parke Davis has
been licensing their own agents and
their own nominees in different
parts of the world including Italy.
After 'Italy lifted the patents, many
Italian companies have been still
respecting some of these for the bene-
fit of their overseas consumers. There
is one Italian company which has
come to an arrangement with Parke
Davis and a sub-licence has been
given by them to another Indian com-
pany calleq Mac-laboratories. It 1s
a very small, insignificant quantity
of gbout 800 kg, per annum,

Shri K, V. Venkatachalam: Are
this long delay and dilatory tactics
a solitary case or have there been
some other cases?

Shri N. L. I. Mathias: There are’

also other cases. I would not he
able to give you details.

Shri K, V. Vehkstachalam: Can
Mr. Mitra 'say, with his experience
on the legal side. The only point in
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my asking this question is because,
whether we should make a law
based on just -one or twd cases.

Shri A. C. Mitra: That is not the
approach, if I may say #0, with res-
pect. The question is, with the law
as it stands, is it capable of being
exploited by any unscrupulous pat-
entee.

Shri K. V. Venkatachalam:
there other similar cases?

Shri A, C. Mitra:. The fact that it
has been exploited is apparent in
this case. I do not know. There
may be other cases.

Shri K. V. Venkatachalam: One
more question. You said your turn-
over was of the order of Rs. 13}
crores. I should have thought that
as a forward looking company, you
would put by some part at least
for research. You could have started
with Rs. 10 to 16 lakhs for research, I
think. .

Shri N. L. I. Mathias: Unfortu-
nately, with the heavy taxation as
well as the expenditure that we have
got to incur, net profits are very small.
Primarily because we are, in the
majority of our products, represent-
ing foreign manufacturers and as
such we operate on very modest
margins. You -can produce a turn-
over but ultimately a modest margin
leaves us very little, and if we are
to experiment and go into original
research, as my friend -has suggested,
probably we may be going into an
empty adventure and ending up in &
big loss. . ’

Are

Shri K. V. Venkatachalam: On the
one hand you say that you do not
want any foreign assistance, and at>
the same time you say you cannot.
put up any money.

Shri N. L. 1. Mathias: Our coun-
try should have basic industties and
it is this basic industry that we have
been prevented from setting up. It
has taken more ‘than six years before
we have struggleq into getting a com-
pulsory licance. You can control the



industry, despite foreign collabora-
tors having " been conceded equity
shares 'in the company. Ultimately,
we are supposed to have this indus-
try in Indian hands with Indiag
labour, capital and run completely
with Indian technical know-how,

Shri K. V. Venkatachalam: You
‘have put by money?

Shri N. L. L. Mathias: We have al-
ready put in quite some money. We
have sent two or three chémists ab-
road. We have spent quite some-
thing to train these people in Italy,
and these people also have gome into
contact with our German, Swiss
and French - collaborators. These
chemists are highly qualified and
would have sufficient know-how.
They ' have acquired the technical
know-how of chloramphernicol manu-
facture also.

Mr. Chairman: Thaiik you very
much.

Shri N. L. L. Mathias: There ig one
small submission which I would like
to make before we ‘finish. Reference
was made to the question of prices

with respect to Parke Davis and
other companies. ‘As far as the bulk
supplies of chloramphenicol are

concerned, the price is Rs. 600 per
kilogram, as against the open world
market price of approximately Rs. 80
per kilogram, It is the same chemi-
cal substance which is produced all
‘over the world, and the process is
as old as 18 years. It is their own
indigenous production by the same
process, but the production is not
made available to any actual user,
No actual user in the country can
purchase this active substance from
Parke Davis. We sought to purchase
some quantity from them, but they
said they did not have anything to

spare as their entire production is.

utifised in the formulation of their
own speciality ' lines. They have,
thérefore, nothipg that they can sell
to inﬂ?bo&y

Mr. Chairman: You can bixy from
other ‘mahufacturers.

Shri N. L. 1. Mathias: But the
price is not very much different. As
I said Rs. 90 per kg is the world
market price which does not exist in
our country, but exists all over the
world for 'the very Parke Davis pro-
duct. It is the very same substance
and not different whatsoever, except
that Parke Davis says chloromysktin
in manufactured by Parke Davis, It
istonly a trade name. It is nothing
else than a commercial trade name
for a chemical substance which peo-
ple in other parts of the world also
manufacture. It is as ‘simple as a
text-book reaction ang is very simple.
But the same process could not be
made available to another independent
phdrmaceutical concern which.
has the same skill, competence and
ability. Why? The very substande
which is made available at Rs. 80
per kg in the world market has to
be bought by us at Rs. 600 per kg.
That is how monopoly conditions
are being operated'in this country.

Shr1 Braj Behari Mehrotra: How
long are they exploiting this?

Shri N. L. 1. Mathias: They have
introduced this in different parts of
the world since 1948. India also got
this at about the same time.

Shri V. B, 'ngdhlz As compared
to Rs. 90, what would be your cost
if you can produce it?

Shri N. L. I. Mathias: As far as
retail price is concerned, our price
could be still cheaper than Parke
Davis’s. As far as the hasic chemical
is concerned, we have been prevent-
ed from manufacturing it. Our price—
if we go into manufacture—it would
be rather difficult to mention it.

Shri Ram Sewak Yadav:
ximately?

Appro-

Shri N. L, I. Mathias: I can assure
the Comxpittee that our price will be
substantially cheaper than the price'
of Parke Davis,



Shri R, P. Sinha: Is the patent still
alive, from 1948?

Shri N. L, I. Mathias: The patents
were 16 years old. Subsequently
some of these have been extended.
‘There are some patents which are
called additive patents, that is, patents
which have been brought into exis-
tence with minor variations and
changes. I understand the 1848-49
patents have expired.

Shri B. N. Atrishi: 5 patents were
-applied for compulsory licensing. 3
‘have already lapsed and at present 2
patents are there for which compul-
sory licence has already been grant-
ed. Parke-Davis have brought an
appeal in the Calcutta High Court.
But the life-time left for these patents
is hardly 2 years. Not a single patent
-of Parke-Davis has been extended.

Shri R. P. Sinha: May I know whe-
ther with the help of the 3 expired
paterfts. it will be possible for you to
manufacture this product?

Shri N. L. I. Mathiah: The old
patents have been so modified or
varied in the form of ‘additive’ patentg
that in the ultimate stage, before the
fina] product is got, we have to pass
through some reactionary stage or
other that is still controlled by the
“‘additive’ patents. That.is where they
‘squeeze us out.

Shri B. N. Atrishi: They are inde-
pendent; I do not think they are
patents of addition,

Shri P. K. Kumaran: What prevents
them from adding some new sub-
stance giving it a different trade name
and manufacturing it? /

Mr. Chairman: The patent office
says they are new patents. There is
nothing to prevent you from using
the lapsed patents.

Shri N. L. I. Mathlas: Our informa-
tion is they are ‘additive’ patents. We
may be mistaken in the nomenclature
as to whether they are additive or
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new patents, but these patents are so
formed that they embrace some reac-
tions of the old patent and the ulti-
mate product cannot be drrived at
unless you infringe in some stage or
other one of those reactions.

Shri R. P. Sinha: In 1948 chloro-
phenecol was being manufactured
with the help of the three patents
which have now expired. Why can’
you manufacture it with the process
contained in those expired patents by
which they were manufacturing it in
19482

Shri N, L. 1. Mathiah: That is what
I explained now. The new patents
embrace at some stage some reaction
covered by the old patent. The new
patents agre not new from A to Z.

Shri K. V. Venkatachalam: The
expired patents were being utilised
previously for the production of
chlorophenecol. Why can't you use
those expired patents? Nobody can
challenge you for that.

Shri N. L. I. Mathias: That is what
I just explained. At some stage the
new patents embrace some reaction
covered by the old patent.

Shri R. P. Sinha: We are not satis-

fieq with this argument. The matter
is not clear to us.
Shri P. K. Kumaran: 1 will read

out something from the Sunday Times
dated 4th April, 1965:

“It is not even necessary to
change the molecular structure of
a product to produce and market
a new product. An alternative
and highly profitable field for
research in the industry lies in the
additives. Dr. Weinstein told the
Kefauver Committee how Pfizer
anxious to market in the US a
tetracyline different from other
companies (and its own) thought
of adding gulcosamine. Glucosa-
mine is a naturally occurring
substance which occurs in the
blood and this has been added to
the tetracycline with the hope



that this would increase the ab-
sorption of the tetracycline. This
is the only thing hoped for. There
. ig nothing in the combination to
change the effect of the tetra-
eycline itself.”

If Pfizer could do it, why not we?

Mr, Chairman: We have not got
the know-how as Pfizers. -

Shri R. P. Sinha: I feel this com-
pany has not got even a small re-
search uhit to modify it slightly as
suggested in this article or even to
usé the old patents. Therein comes
the importance of research. Unless
the Bill so provides that it gives in-
centives for research work or inflow
of foreign technical know-how, - the
progress of pharmaceutical industry
cannot take place.

Shri N. L. 1. Mathias: If one actual-
ly knows the implication and the sig-
nificance of what research' in the
pharmaceutical field is, one would
probably shudder before going into

original research. Hon. Members
would appreciate that it is not easy
to go info the research of a product
unless and until we have at least the
elementary experience of produeing it
first in the country.

Dr. C. B. Singh: For the information
of the witness I may mention that in
Japan four leading pharmaceutical
companieg have spent, mainly on re-
pearch and development, during the
year 1963, 20 lakhs, 22 lakhs, 28 lakhs
o®d 10 lakhs dollars. JIn India hardly
anything is being spent on research,

8hri R, P. Sinhx: No research work
worth the name ig being done im
India. Without research work, it is
common knowledge, there can be no
developunent in the fleld of pharma«
eowtical industry. H the Indian peo-
ple are not in a position, because of
lack of experience or lack of funds or
somiething like that, we have +to
dapend, as Japan and West Germany
have done, on foreign technical
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know-how and research. The anxiety
of this Committee is to . harmonise
between these two pomts of view.
How can we be guideq by one solitary
impstance where irjustice might have
been done. We will fry to see, as
far as possible that sqch uuustice is
not done. But we cannot ignore this
fact that for a number of yearg to
come, when even advanced countries
likp West Germany and Japan today
are depending upon the research work
done in foreign countries, we have ta
depend upon the research work done
in foreign countries and we have to
see that the benefits of such research
work flowg into this cauntry.

. Shri N, L. I. Mathias: With all res-
pect to han. Members of this Com-
mittee, I would like to submit that
West Germany and Japan, since World
War II, hag not been responsible for

any origina)l research work in (he
pharmaceutical field. ~

Mr. Chairman: Thank you wvery
much, gentlemen, for coming and as-
sisting the Committee in its work.

(The witnesses then withdrew).

I. Haffkine Institute Parel, Bombay
Spokesmen:
1. Dr. H. 1. Jhala, Director.

2. Dr. C. V. Deliwala, Assistant Dir-
éctor:

(The witnesses were called in and they
took their seats)

Mr, Chalrman: I have to inform
you - that the evidence that you give

-is public and is printed and distribut-

ed among members and is also laid
BEven if
you want any portion of it to be
tréated as confldential, still it will be
distributed to our members.

We have received your memoran-
dum. It has been circulated to all the '
members of the Committee. We have
visited your Institute also. If you
Wapt to mention any new point or
séress ‘the points which you have al-

!



ready made, you may please do so
riow. Afterwards, our members will
ask questions.

Dr. H. L Jhala: Even though both
of us are appearing from the Institute,
we shall try not to overlap each other.
We shall try to make out separate
points so that the time of the Com-
mittee is not wasted. I have about
ten points to make which I would
first like to narrate. Later on, it you
have any questions to ask, I shall be
grateful to elucidate, the, points
further.

The reason why I am appearing
before: this body is because the

Haffkine Institute is one of the oldest-

medical research organisations in .‘.he
country and produces, drugs, especial-
ly in the fleld of biologicals like vac-
cines and serum, and also for the last
20 or 25 years we are interested in
preparation of drugs which have
chemo-therapeutical remedies for con-
trol of diseases.

We have got a section of orgamc
chemistry, which we call the .Depart-
ment of Chemotherapy, where we
synthesize the drugs. We also have
a department where we work on
indigenous drugs. The drugs that we
work upon are worked out for for-
mulations as well as for trying to find
out the processes for their manufac-
ture including those for known com-
pounds. If a compound is known
already in the field, we try to make
out a process of our own to produce
it at the Institute. We work out on
the laboratory scale as' well as at the
pilot plant scale and try to get a

patent where it is possible to get one. .

. Besides this, under the present-

licensing procedures all applications
for biologicals being licensed gre re-
ferred to the Haffkine Institute.

Therefore 1 get a number of agree-

ments' of collaboration between vari-
ous foreign and Indian firms referred
to me for the sake of comments.

Shri R, P, Sinha: We would like to
know whether the Institute is some

.

expert body or a research institute
or gome profit-making body.

Dr. H. I. Jhala: The Haffkine Inst-
tute is an organisation which is
departmentally .run by the Public
Health Department of the Govern-
ment of Maharashtra and it is not a
profit-making institution.

I only wish to confine my remarks
to pharmaceuticals anq foods. I am
not dealing with any questions of

‘patents which are in the other fields.

My field of specialisation is only that.
There are many countries in the world,
at least ten I know of, which do not
allow any  patent in pharmaceuticals
and foods. ' I am referring to product
patents.

Mr. Chairman: Which are those

- countries?

Dr. H. L. Jhala: They are Argentine,

Austria, Brazil, West Germany,
Holland, Iran, Italy, Japan, Mexico
and Venezuela. There are some

countries which have process patents.

Shri R. P. Sinha: Do these countries
allow process patents in drugs and
foods?

Dr. H, I. Jhala: As far as my infor-
mation goes, they do not allow pro-
duct patent. I have no information
about process patent. Some countries
allow process patent and there are
some which allow both.

When a country grants product and
process patent, there are some ano-
malies that appear. One is that the
drugs sold become costlier. They
cost much higher in those countries
where product and process patents are
given. Secondly, it leads to the eh-
mination of competition resulting in
monopoly or syndicate resulting in bad
practices for exploitation of the mar-
ket. Thirdly, there is abuse of condi-
tions granted to them. There may be
saving clauses, like compulsory licence,
but even then they so abuse it that
you cannot -exercise those rights. The
privilege is being misused more than



used in favour of the country granting
the licence. Lastly, I find that it only
leads to increased sales and increased
expenditure on sales through adver-
tisements, commission and many other
practices, It does not in any way
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improve the science in the country °

because, in any case, the inventor in
most of the cases is an individual by
himself and he himself does not manu-
facture; it is the company that ex-
ploits the fruits thereof and science
by itself is not in any way benefited.

Mr. Chairman: This is ag regards
product patents.

Dr. H. 1. Shala: Both. produCt and
procesg patents.

So, my submission would be that
there should be no patent for product
per se., If anybody can manufacture
it by any other means, he should be
allowed to do so. Not only that, but
he should be allowed to import it also
from other countries. When we give
the product per se patent, we are not
even allowing the import of that pro-
duct for sale in this country. My
submission is that product per se
patent should not exist.

I am not in favour of having any
patents at all in rélation to pharma-
ceuticals and, maybe, foods; but if a
process patent is to be granted for
other reasons, I feel that there should
be a clause for compulsory licence at
a reasonable fee. In addition to that,
one more clause should be introduced,
namely, that if a patent is not used
for sufficiently good time, people in
the country should be free to exploit
it. There should be a clause for re-
voking that patent.

. Many times the patents may be
filed not as patents for drugs but as
‘patents for other things, This may
be purposely done so that it may not
be marked as a drug. But if we find
that it is usable or used as a drug in
thig country, we should get gll the
rights of revoking that patent if it is
not used and also of compulsory
Jlicensing. We should also try to in-
iroduce .a patent of right.

v/

Mr. Chairman: What do you think
should be the time limit that should
be prescribed?

Dr. H. I Jhala; No drug in any
market has remained for more than
five years. In five years all drugs
disappear from the market. Of
course, I am in favour of going up to
seven years with no extension, but
as far as drugs go in the market no
patented drug remains in the. market
for more than five years.

Mr, Chairman: Suppose, a drug is
not manufactued in the country after
it is patented. What is the timelimit
that should be prescribed for the
grant of a compulsory licence?

Dr. H. I. Jhala: I should think in
two years you can manufacture any-
thing; at the most you may give three
years, Beyond three years I do not
think we should wait, because techno-
logy in thig country is so well deve-
loped that there should not be a lag
between a discovery and its applica-
tion for alleviating human suffering
of more than three years.

. Then, as regards royalty, I find that
royalty ig being claimed in various
ways, not only straight as a royalty
but it is given in various ways
in the collaborative agreements.
However, if a straight royalty is to
be paid, I am of opinion that 2 per
cent royalty would be fair enough be-
cause, as far as the expenditure goes,
even in advanced countries the expen-
diture on research in “pharmaceutical
concerns does not exceed 6 per cent
of their total expenditure. They have
got a very high expenditure on sales
and even with that inflated expendi-
ture with lot of sales expenditure,
the total expenditure which any com-
pany hag to do never goes to more
than 6 per cent. This they can easily
recover. In India it is much less; I do
not think it exceeds even 2 per cent.

Mr. Chairman: 2 per cent of what?

Dr. H I Jhala: If a company is
spending a total of Rs. 100, it spends
hardly Rs. 2.
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Chairman: Expenditure for
the whole company or for the partl-
cular product?

_Dr. i L Jhala: I am talking about
the total.expenditure of the company
producing' the product.

Shri lt P. Sinhw: What do you

edn by “expenditure”?

Br. H. L Jiala: A company incurs
expenditure. It has rdw materials; it
has direct overheads and it has indirect
qver.heads. In the balance-shaeet, tpere
is. the mention of expenditure of the
company ang out of that e:pendxture,ﬂ
6 per cent only js the expenditure on
research in most developed countries.

There is que more point that I want
to make. There should be no ban on
Government's buymg and sellmg a
product if it is necesgary for the coun-
try’s needs. I think, there should be
ne ban at all on that.

ﬁw, I éome to certain other points.”

odhy thére are some oral anti-diabe-
¢s dfugs Which aré under the patent
and one of the préducts is Tolbuta-
mide and it comes under the name
& Feastinon which is solg by Mis
Hoéeschest Pharmaceutieals. The semé
product is produced by another pro-
ééss for which the Maffkine Institute
hasg its own patent and the price of
that drug, as gold in the market by
us, is 5.5 paise. The same drug #¢
£01d for 21 paise per tablet by Mis.
Hoeschést Pharmaceuticals. - We dré
a‘bf to ¢ovér our cost, the research
. étc., and we are #ble to sell
the drdg at the price of 55 paise per
tdblet and that COmpan charges 21
paise for the game idblet for the
same chemical, in the sime ity ot
‘Boribay. 1 fist want to pot otit
how tHe granting 6f a patent in-
ereises the cost. The sale of thig oral
sfitt-igbétics proddct i this country
f¢ in the vieintity of Rs. 2 crores and
thé price difference is four timés in
the same area. This is the point I
ami thaking about the high cost of the
same product in the same area.

The sécond why in which fhe cost
is made up is because they fry to

.

brmg in a compound which is a
rqther rare compound. For mstanoe.:
there: is a compound Paratoline Sul~

. phamijde which is made in India. But:

if you take Paratoline Sulphamide

* Carbonate _that is not made in this’

country. Now, the ﬂrm will: buy the
latter at any price they like and
thereby increase the cost. It you _§o
into the question of cost accounting,-
you will be able to come to the con~
clusion that high price is charged.
These are the trade practices followed
so that the available cheap raw mate-
rials 'are not used but some specific
raw materialg are used which will in-
Creas¢ tie cost.

‘"Whenever we have tried to exploit
the question of compulsory licence,
we have not been able to get it. Dur-
ing the plague epidemic we were not
able to get Sulphathiazole compulsory
licenceé from and Baker. The
then State of Bombay tried to nego-
t,mte for it but could not get it.
same thing happened in the days of
malaria epidemic. We were not able
to get a compu]sory licence for Pro-
guaml and our application for a com-
pulsory licence wen® on for 3 to 5
years. I can say that in most of the
cases, thesé drugs went out of mar-
ket and we lodt " our interest. We
weéde told to manufatture it and we
proved to them that we ¢an manufac-
ture that drug. They gsaid that we
would have to take a compulsory
licence. Our produact was going to be
three times cheaper. But we were not
-grainted a compulsory licence. The
cas¢ went on for 3 to § years and
by that time these drugs went out 6f
market,

It is argued that in India, there is
a tremendous expamlon of the phan-
ﬁmce\rticalé industry the last few

ears Phis 1s true aut this is nét

he basic manufacture f‘ drugs. What
i8 bélnz one is that t ere is an im-

po¥ted componeni an e to for-

fulite it. This is hot 51& réal déve-

i&pmeﬂt or t ¢ countfy. In spite of

grant ts for all thepé years,

db h mk the bharhaceu‘ticﬂl; i
méed 4t the samie

developea i othér

lwel n it



. wountries. Even in a countzy like
- qtaly -which .deses ‘not ;give the patent,

' vthe industry has developed very well.

‘They sell antibiotics like Chloromyee-
--itine and there was the agreement bet-
‘waen the .Leptit Laboratopy and
~Farke-Davis. The Leptit Laboratory
was .acknowledged as the source for
3he patent which was granted to the
Parke-Davis in America. In other
words, there are countries where the
patent is not granted and yet the
.- idevelopment is .very well and there
.are countries like India where the
patents have been granted for so many
years and yet the development is not
* that mueh. Superficially, you may be
told that ‘there is tremendous expan-
gsion but there is no basic expansion.
‘We have still to depend on the import
+0f raw materials.

India is entering into collaboration
with foreign countries for the produc-
tion of certain -drugs and under some
of the agreemerits which have been
referred to me I find the foreign firms
are taking a lot of money from us

“‘under different ‘pretexts. The fleld in
‘which 1 work is Biology. There are
hardly any ‘patents in Biology. The
products are known and made by an

open method, There is no secret

about it. Y&t the ‘agreements which
are entered into by foréign countries
with our ‘Indian collaborators stipu-
" late that they shall give ‘the buailding
designs when, as far as I 'kiow, ‘there
is no neocessity of building designs and
that they shall give ‘the designs of
equipment when, as far as 1T know,
there is no necessity of equipmertt de-
signs because 'there are standard de-
signs of equipment. They want money
for all that. They also stipulate ‘that
‘they shall give the know-how. In

the field of ‘Biology, there i8 no ques-

‘tion of know<how. They ‘have no

secrets ‘With them, They also ‘say that

they shall ‘have the cost accounting
" system whith will be given Dby ‘the
foréign ‘firm, ‘that they shall have to
aet aceording ‘Ehe cost ‘accounting sys-
fem wWhich ‘mesins thit the product
will cost Mitre ind ‘he ToyeMy 'rate
wAll go higher. Tor &Il these things,
they watit to teke Tumpsum payments.

.I-do not-think the country :isso'bask-

‘ward as ‘not .to be able to .do these
things themselves with :a sufficient-ex-

* . perience.

1 submit the Patents -Act-so far has
only given benefits to the -foreigners
and the legislation as it stands today
I8 not in the best interest of citivens of
India. It is high time that we take
a fresh view oh this as we are try-
'ing to take, Even .the Committee
of the U.S. Senate which was appoint-
ed by the U.S. Senate to go into the
question of ‘the drug industry and the
‘patenit business ‘came to the conclu-
sion 'that the patents in the United
‘States should be abrogated. The Cum-
mittee’s report was not aceepted
though it was a Senate Committee.
What T submit is that even in ecoun-
tries like the. U.S.A., there is fresh
‘thinking that is developing and ‘there
is a fresh mind that is being applied
to ‘the present patent law.

Finally I would say that, out of

all vested interests, the vested interest
in ill health would be the worst and

. it should not deprive the Indian citi-

zens of the drugs to cure diseases or
food for babies; it should also not
prevent the Government from rescu-
ing people from epidemics or a dia-
betic patient from leading a normal
life.

That is all. ] have made my sub-
mission,

Dr. C. ¥. Deliwala: I have ‘put
down some of the points here. It
will be better if I read them clearly.

‘In our attempts to Hevelop ,techno-
logy and create know-how for drugs,
+we have had a good experience about
‘the ‘working of the Patent Act in
‘India over the past 20 years. Our
experience about the working of the
patent system and our suggestions in
the matter of modiffeation of the
Patent Act have been put before the
Select -Committee in the form of a
Memorandum earlier.

‘Since the last 25 years, the Insti-
tute has been engugeéd in the stufly of
synthetic drugs and has taken out a
large number of patents. It ‘has ‘the



+ distinction of being a pioneer in creat-
ing know-how, of modern synthetic
drugs without foreignr collaboration..

Mr, Chairman: You néed not read
the Memorandum You may highlight
only the salient points.

Dr. C, V. Deliwala: It had to face
threats, litigations and other difficul~
ties from foreign firms who alleged
in some cases that they alone had
patent rights in these drugs. .

We are sure, therefore, that our ex-
perience in the matter of operation
of Patent Act in India would be of
great interest to the hon. Members
who are earnestly engaged in working
out a Bill that will encourage the
development of research, inventions
and technology and guide the nation
towards self-sufficiency and self-re-
liance. Some of the members of the
Select Committee very kindly visited
our Institute and saw the work we
are carrying out and also gave a
patient hearing to our plea for urgent
modifications in the Patent Act. We
hope that they will appreciate the need
for aborgation of .the Patent Act or
modifying it drastically so that it be-
comes an effective instrument in the
rapid technological development and
progress of the country and the well-
being of its citizens.

We have suggested total abrogation
of patent laws in our Memorandum.
If this could not be done due to
some reasons, then at least no patents

Jshould be granted to inventions cover-
ing the manufacture of food, drugs,
medicines and chemical intermediates
thereof. These suggestions of ours are
based on our experiences and observa-
tions on how the Patent Act has been
utilised by foreign patentees, to pre-
vent the development of Indian know-
how, starting of new technology and
building up of self-sufficiency.

We sincerely believe that, in the
matter of saving life by rescuing from
the jaws of hunger, disease, pestilence
ang death, it is the humanitarian task

"that should rule supreme. There should
".De no scope for making undue profit

in these matters concerning life and
death. In developing countries, in-
cluding ours, where the majority of
the population is not even having suf-
ficient means to purchase their bare
minimum requirements of food to
ward off hunger, to sell to such popu-
lation the drugs and medicines or food
at prices which are exorbitent and
what is worse, to sell them at much
higher prices compared to the ruling
prices for the same drugs in developed
and well to do countries, is a social
crime that should not allowed or par-
doned.

A study of the patent system in
India upto now shows that more than
90 per cent of patents taken out in
this country are by foreign firms for
the inventions carried out abroad.
This is very important. These inven-
tions' have not been carried out in
India and so the technology has not
developed in our country. These in-
ventions have been carried out in
their own countries and have been
patented here. What percentage of
total patents taken out in our coun-
try are by Indians? Out of these,
how many were subsequently patent-
ed in other countries by using the
convention of reciprocatory clauses of
priority among the patent conven-
tion countries? If I make a good in-
vention and if I want to get it patent-
ed all over the world, to get the speci-
fications translated in all languages
and to arrange to ensure that my
patent will be not used by others, it
would be difficult; it will cost a fabu-
lous amount for the Indian manufae-
turers; when they cannot afford.to
start an industry, what to speak of
applying for patents in other coun-
tries! So it has only an one-sided affair
and we have not been able to take
advantage of that. The majority of
patentees from foreign countries who
have taken patents in our country
have done go only to prevent any
one in'this country from manu-
facturing the patented inventions
and to prevent their import from
cheaper sources, so that the highest
possible prices could be charged . by
utilizing the monopoly resulting from



the Patent. Whenever they have been
persuaded to take up the production
irf this country, often they have mana-
ged to avoid or postpone the produc-
tion from basic starting materials and
as far as possible, only imported the
penultimate product, which by a single
or few steps could be converted into
the final product calling this “Made

in India”. They have, of course, given,

me this argument—of course, they
were right: “whatever we have
patented here, we are producing here;
we prepare a drug; only a couple of
stages are involved”, So they are right
when they say that they are manufac~
.turing from the last stage. We have
no grudge against it. But, while do-
ing that, it does not develop the tech-
nology of our country. That is what
I want to emphasize. It is argued that,
in the present Act, there is g provi-
sion for compulsory licensing of inven-
tions relatint to drugs and medicines,
and the Indian natidbnals should take
advantage of it. However, our ex
perience in the operation of this pro-
vision of compulsory licensing is that
this provision is ineffective. The fol-
lowing instances of our experience
will show the inadequacy of the
Patent Act and why we should abro-
gate it or modify it drastically. I am
going to give you two cases where
we require the drug very badly—
one for saving the life of the victims
-of plague and the other....... .

Mr. Chairman: This - has already
been mentioned.

Dr. C, V. Deliwala: I shall read
out only a little.

Mr. Chairman: It is not necessary.

Dr. C. V. Deliwala: 1 wanted to
show that one of the compounds was
found by us—we found it; this is the
more important part of it—to be high-
ly effective against experimental pla-
gue infection in laboratory animals.
Then we took out actual chemical
trials and we could see that 80 per
cent of the plague victims could be
saved by treatment with this drug.
This drug was required to be manu-
factured in this country or to be im-
ported immediately. All the know-

how for the preparation of this drug
was worked out in the Institute with-
out any foreign collaboration. This
drug was not available in the country
and attempts. were made to get a
compulsory licence for the use of
Government from the foreign paten-.
tee, according to the provisions of the

.Patent Act existing then. The paten-

tees, however, frustrated the attempts
at manufacture of this drug in the
country and making it available cheap-
ly on the grounds that Haffkine Insti~
tute was not capable of manufactur-
ing the drug due to lack of m!equate
facilities, This shows how the efforts
to save lives of plague victims by
taking up the manufacture at a criti-
cal time were brought to naught. The
drug was later. made available in the
country by imports from UK in limit-
ed quantities at a price of Rs. 250 per
Ib. by the foreign patentee, whereas
our cost of manufacture on a very
modest scale, if it was manufactured
here, would come to only Rs. 20 per
1b. The difference is more than 12
times. The same drug could have
been imported from the United States
at that ume at a landed cost of Rs. 39
per lb. becaus: in U.S.A. there were
a number of patentees and the drug
was being manufactured and sold, but
we could not import it because the
patentee in India had the right to
manufacture and gell and will not
allow anybody to import the drug
‘even if it was available at that cost.
Thig shows how the efforts to save
lives of plague victims could not be at
that time successfully carried out.
The drug was later imported from UK,
as I told you already. Unfortunately
this drug could not be imported from
USA. where it was very much
cheaper because the patentees under
the Indian Act had the exclusive
monopoly. " In UK. later on the
Patentee was challenged in the court

“and the patent was revoked. As a

reenlt the price of this drug even In
U.K. came down to a small fraction
of the original price.

What 1 wanted to mention here is
that under this patent which was
actually invalid—it was not a valid



‘patent in this country—it was not pos-

sible for any one of us to fight or ob-
"tain licence and as & result we had
to pay a fantastic price for the drug
~for a number of years bkven on a
patent which was not valid. It is a
very important fact and I would like
the hon'ble Members to note this.

Another very interesting drug- which
we were interested to produce
was proguanil  hydrochloride—an

-antimalarial drug and the Indian
‘Government was in. need of large
" quantities of this drug. A number of
 procesges of this drug were patented
“in this country by a UK, firm. Even
- at the concessional price of Rs. 95
"per 1b. offered by the UK. firm, it
was beyond the means of the Govern-
" ment to purchase enough quantities.
"8o the Institute practically worked
out the know-how, the process, tech-
" nology etc., to produce it indigenously
and our cost was only Rs. 30 per'lb.
* An spplication for the grant of com-
. pulsory licence was made to the Con-
- troller of Patents as pe amendment
: introduced in the Patenfs Act after
+Independence.

'  Mr, Chairman: It is not necessary
to repeat what you have already
stated in your memorandum.

!

Dr. C. V. Deliwala: There are cer-
~tain minor points which I wanted to
bring out fully to your x‘xotice.

Tolbutamide is another case. Here,
in spite of our having a valid patent
for 8 years we were not' able to
-aperate on that. The argument is
that the process patented by us is
‘not new but is already covered by
.ome of their patents. The case has
. been pending in the court. They say
. we are .infringing upon their patent.
_1f it is so, they have ng reason to go
.t Japan one month after we have
fileg aur patent in Indig and take &n
additionsl patent covering its manu-
facture by 8 process similar to ours.
Another interesting fact about thig is
“that this patent hag been revoked in
‘Canada. On this patent we have
‘been paying Rs. 2 ecrores, ang . they

\ m"

_and the legal procedures

_our suggestion for

are selling it to-day only in the loote
form.

Another interesting cage is Chlor-
propamide. One gram of the drug
containg 4 tsblets and one kilo-makes
4,000 tablets. Even there also the
price is exorbitant—Rs. 35 for 100
tablets. In my memorandum 1 have
dealt with "this case very thoroughly
and I will not stress that pomt again.

Under the circumstances, the " pro-
visions of the present Patent Act
connected

therewith give a monopoly to the

i foreign patentees. These bitter ex-

perienges compel us to submit the

" following suggestion in the interests of

the industrial and technica; develop-

“ment of the country and the well-

being of the citizen.

Our experience and that of all other
Indian manufacturers who have been
struggling to create know-how for
the indigenous manufacture of im-
portant and essentia] life-saving drugs
and medicines would convince anyone
prepared to take gn impartial and un-
prejudiced view that the continuance
of the Patent law is not in the in-
terests of the country. Under the
circumstances, we suggest that ° the

- Patent law should be abrogated.

T would request the hon'ble Mem-
bers to go through s research paper
published by the Reserve Bank of

" India in their bulletin of March 1966—

the title of the paper is: Patent and
the Internationa] Transmission of
Techinology to Developing Countries:
with special reference to the Pharma-
ceutical Industry This paper gives
valuable data and reasons supporting
abrogation of
patents,

The country has derived no benoﬁt

from the Patents Act for the past 18

yesrs sinoce Independence and jt

.Waquld have heen possible to do some-

thing if we hag po patent Act. We

-woulq have already got enouxh tech-
-nology. .



" Phaymaeutical firms invanably ex-
..ploit the patent monopoly and charge
exorbitant prices for their patented
products.  To justify this they have
‘been giving a number of arguments.
1 bave been discussing wifth these
people who have been apposing this
Patent Bill. I will try to deal with
their arguments point by point,

In justification of this fantastic
leve] of exploitation these monopoly
firms often argue that they have to
keep these high prices to recover the
high expenditure that they have been
jncurring on the research and deve-
‘.Alopment of new drugs. This argu-
“ment does not hold any water as
shown in the Kefauver Committee’s
report which founq that the actual
expenditure on research was only 6
per cent of the sales whereas they
have been spending as much as 25 per
cent on propaganda and high-pressure
salesmanship. It should also be rea-
lised that on this 6 per cent they also
get some rebate by way of taxes. It
is shown as expcndlture

They also say that the high prices
are not due to their monopoly rights
but due to other factors in our coun-
try such as limited production high
overheads, heavy taxation, high cost
of raw materials, etc. This is also, in
my opinion, false. How will these
. firms explain the fact that when they
_were, wholly importing the paten-
"ted products, which were made in
their own countries where presumably
the factors like limited production,
high taxation, high raw material cost,
‘high labour charges etc. do not exist,
still they charged several times the
'pnce at which the same drugs could
'.be importegq from other countries
where there was no patént mono-

poly?

Another interesting fact is that
wheq tl;ey claim to manufacture the
_patented product in this country, ac-
-tuglly they import e penujtimate
product, or the last -m, intermediate
m:lly by one or two steps get the

ed product. So fhe cogt of pro-
cessing—they say that it is actually due

to the high cost of raw materials—is
negligible in the’ whole production
cost. How can they then argue that
because of hlzh cost of raw material,
etc. they are forced to charge auch
exorbitant prices?

They also state that there has beeh
a tremendous progress in the phat-
maceutical production which was orily
Rs. 11 crores in 1948 and which iIs
now Rs. 175 crores. On paper these
figures seem impréssive. However,
when the local production was Rs. 11
crores what was the cost of finished
pharmaceutical goods  imported?
Rs. 110 crores worth of finished phar-
maceuticals we were: importing. All

"thaty has happeneq is that instead of

impotting the pharmaceuticals in the
fofm of finished products, we now
import bulk pharmaceuticals or their
penultimate stages and process or for-
mulate them into finisheqd clinical pro-
ducts.

~

#, for any reason whatsoever, it is

‘detidted not to abrogate the Patent

Law, then gwe suggest that gt least
no patents :hould be granted for pro-
‘Qucts or processes covering the manu-
facture of food, drugs, medicine and
chemical intermediates useq in the
manufacture of drugs and medicines.

It is also argued by them, particu-
larly by the foreign patentees—they
say that fliey have been ttying to
impress on the minds of the hon'ble
Members—that the product per se
should be introduced because it is
going to be useful for the country. I
will just try to deal with this point
in g little more detail.

We have to argue for, supposing it
is going to be introduced, what will

‘be the effects. They axgue that pro-

duct per se must be allowed because
the patents for processes only do not
glvé the patentees adequate protection

and returns.

The monopoly drug manufacturers
suggest that the research and develop-

;ment energy should not be wasted by

directing it towards better and chea-



per processes of manufacturing known
,effective drugs bus should only be
directed towards finding out newer
drugs. Now, what they do js. they
say “we have got a new sulpha drug,
one tablet of which is enough to cure
you instead of six tablets of the old
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drug; instead of taking 60 milligrams, -

68 milligrams-of this new drug .will

soive your problem.” And there are

a number of new tranquilisers now.
They say that research should be uti-
lised for finding newer drugs and not
for developing cheaper process for
manufacturing known drugs. We beg
to differ and wish to submit that
having found a new drug in jtself is
of no utility unless the technology of
its economic manufacture resulting
in its being made available in ade-
quate quantities and gt reasonable
prices within the reach of the majo-
rity of the population.

I have also to stress that in our
country, thousands of people die or
suffer from maladies not because there
is no effective drug for that malady,
but they die or remain helpless
victims of the disease sirhply because
they cannot afford to purchase the
drugs which are known to be effective
but which are so costly that they are
beyond the purchasing power of these
poor victims or even beyond the limi-
ted budgetary prowisions of the Gov-
ernment hospitals. That is a very im-
portant fact.

Any number of examples could be
given to show that it is the attempts
to find cheaper anq better methods
of producing known and effective
drugs that have contributeq to the de-
velopment of newer technologies and
inventions that have not only made
the drugs within the purchasing
power of the population, but has
given tremendous impetus to jnven-
tiveness and these activities neeq all
encouragement. The penicillin when
it was found was very costly and
after development and research its
cost has comle down. If product per
se had been given to this it would
not be available so cheap. Take ch-
‘loromycetin. In Italy, its price was

brought down from Rs. 1,100 to Rs. 200
step by step and each step 'was
workeq out. So we most emphatical-
ly say that no patent protection
should be granted for product per se.
Even the Kefauver Committee has
shown that wherever there is product
per se, the prices there are inva-
riably higher than those in countries
where product per se is not allow-
ed.

Another point is that the patent
granteq should give protection ijn so
far as the invention is practised in this
country and no rights should accrue
to the patentee with regarq to im-
portation of patented invention as his
exclusive right. This is what I have
been trying to emphasise, that when-
ever a patent is taken out, they make
impo.t in such large quantities that
it can jast even for five pears. That
is possible. I think in Japan, when-
ever a patent is granted, they allow it
only to be practiseq in that country,
this may be right or wrong; I am not
sure about it.

The next point is that some people
have suggested that the jlife of the
patent should be much longer be-
cause the patent in some cases is not
sufficiently remunerative. I would like
to deal with this point in some de-
tail, with your permission.

Our suggestion is that “the life of
the patent will not exceed seven years
from the gate of flling specification
and no extension shou'q be granted
to this period of seven years.” It has
been representeq that the period of
protection should be extendeq to 14
years or in .he alternative ten years
from the date of sea'ing of the patent,
with the possibility of extension of the
term beyond ten years where the
patent hag not been sufficiently remu-
nerative. It is gifficult to find whe-
ther it his been “sufficiently remu-
nerative” or not. Our view ig that
no extension shoulg be given, Even
in UK. extension was given only
du-ing war-lime when they could not
utilise the patents quring those years.
In the olden days between the labo=



ratory finding and the product deve-
lopment a considerable time had to
elapse. Now, however, the
technology is so advanced that with-
in a very short while, after the labo-
ratory discovery and its clinical eva-
luation, the product js developed and
marketed with ‘“Patent Pending”
legend to prevent trespassing by
others in that product. Also the pro-
tection of patent starts from the date
of flling. It is glso well-known - that
in the United States the average life
of a new drug is considered to e
five years.
to a person for disclosing his dis-
covery. In return we give him a
monopoly to use that patent exclu-
sively for himself. Now in the Uniteq
States and other countries the life cf
a new drug is considered to be five
years. How is the public going to
get benefit out of it? The privilege
of having a monopoly for six or
eight years is given with the clear
mmdication that the public at large
will be benefited as soon as the
patent lapses, the drug is out
of the market. So, I don't 1nd
any reason to support the suggestion
for extension. The life of a patent
should be seven years at the most, in
view of the short life of new drugs.

Another point is that the product is
put in the mirket under their uwn
trade mark associateq . with it.and
even after the patent lapses, the trade
martk always remains. So the mo-
nopo'y still continues. I can give
you a number of examp’'es. ‘The sub-
stance called Hetrozone is being. pro-
duced by an Indian firm but this is
sold by a foreign company under the
name of their t-ade mark Hetrozone,
though their patent has lavsed. The
majority of the doctors know it only

by its trade name and so they imme-.

diately prescribe it. So the monop»ly
con’inues. We were selling a product
simil>r to Restinon at a much cheaper
price. But all over Bombav, even in
hospitals and in Gove nment tenders,
only Restinon is sought for. So the
trade name is still existing and they
still continue to get the benefit even
though their patent has lapsed. There

§II

modern

Now a patent is granted

is- no reason why once the patent
right has gone, our product cannot be
sold. In Japan, the patentees are
asked to bring down the price of their
products as technology develops. Ins-
tead of allowing a man to ask for li-
cence, they always try to bring down
the price so that other people are not
attracteq to take to that manufacture.
But in our count-ry this has not hap-
pened. They don’t bring down the
prices. For the last eight years, the
same drug is being sold at Rs, 21 for
100 tablets.

Another point is that some people
were saying that the life of a patent
should be counted from the date of
sealing. Now, ‘date of sealing’ is a
very vague term. If the patent is ap-
plied for, then even the date of accep~
tance has got its time variation.
Sometimes it is immediately when no-
bodv takes any objection. Some-
times it varies from 1 to 3 years,
sometimes 7 years. It is just possi-
ble if it is given from the date of seal-
ing, that the persons of the patentee
may even try to ask somebody to op-
pose and delay the matter. Under
no circumstances, the period should
be counted from the date of sealing.
It is glways from the date of flling the
application.  Patent protection -ight
starts right from the date of filing.
They take advantage of it right from
the beginning. Therefore, it should be
given only for 7 years and it should
be from the date of application.

Anothor thing that I want to say is
about. “Patent of Right” Anybody
desirous of operating the same can
simply inform the Controller of
Patents of his intention to do so
alongwith remittance of modest fee
and then start manufacturing. There
has already been discussion on this.
The oarties have been trying to op-
pose this Bill or Act. They have been
arguing that there should be a Com-
mittee or a Tribuna) to decide; the
patentee shoulg also have a voice in
the matter. This is again going to
delay matters. If some trouble arises,
it becomes very difficult to come to
any conclusion with the patentees.
They will be raising number of points



1 -would request you to look into *his
“ -and at leagt have the proviston .in
" such ' Way that it is possible for any

person to .utilise he :patent, -develop

‘the technology .and have 'the ligence

~yery quickly. I'hag ‘told this to some -of

the Memnibers who visited my place—
‘Haffkine Institute. Suppose I want to
‘manufacture a ‘particular -produce ‘be-
cause I find the prices have been very
- ‘high and there is a possibility of tech-
nology devel&ping ‘here, 1 just work
for 6 months and develop g ;product.
‘Then what happens, I go to the Con-
troller of Patents and it this Tribunal
or Commiittee is going to be there and
one or two years are going to pass, all
my efforts of working on the techno-
logy of the product are brought to a
naught. It is very difficult to first
take the licence and then start the
development of technology. If 1 tgke
one or two years and I am not able
to go this, people will say, I have
taken out a licence but have not been
. utilising that licence. It is in every-
" body's interest that T must have the
. right to work on that first and then
apply for the licence and 1 must be
' ‘able to get it very quickly. ‘That is
. all T have to say.
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Pr. C. V. Deliwala; -Sir, the present

.Bill . is alright except that whenever

“Patent -of Right” has to bhe marked,
it should be possible to obtain the
licence quickly.
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S}iri, Kadh! Ram Gum What is
the total annual budget of the Haff-
kige Tnsfitute? And what améunt is
s%enf anrivally on research out ¢f
it?

Dr. H. I. Jhala: The total anmuak
budget of the Haffeine Institute is
‘about Rs. 80 lakh. Phe gtal

that‘ & given to mé is a domdined
staff. It also does reséarch; ¥ aleo
deas production; it also-renders pub-

lic health service and ‘also carries .

out other activities of the Institute.
Therefore, it is not possible for fne
to iai this Véry definttely. =~

ﬂr! Kasid Ramy Guipta: I the Re-
set¥ch Department is given uader
yoter conmtral amd it is:totally medes-
niséd, what in your epinion should
be the outlay on suwoch a modern re-
search institute under presemt day
ciroumstances?

Bt B 1. Jhala: There altéady ex-
st the CSIR. utoratoty—sthe
Céfittal Drug Reséuréh
wméﬁ vin be taken ad &n w

¢ followed.
umum:m you
awaré what is the total outley em
the GS1LR?
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Br. H. L Jhala: The total- outlay on*
CSIR is. round about 11 crores, but.
I do not know the total outlay on..
the Central Drug Research Institute-
Lucleriow, ¢

Shri Kashi Ram Gupta: You are
also engaged in commercial aspect of
the drugs. You :get patents, How’
many. patents have you got at pre--
sent?

Dr. C, V. Deliwala: Sir, we have
taikien abouti 12 patents.

Shri Kashi Ram Gupta: How many
patents have you got at present?

Dr. K. 1. Jhala: May I supplement
the answer to the question. The
patsnts thet we take:out are net with.
a view to Rave large scale produc
tien omr thve premises of the Haffkine
Institute.  The Institute does net
want to produce large scdle products
for itself. It would lease out the
patents and it leases out the patenmts.-
by a public epen aaction of fhrough :
a tender.

‘Shiri Kashi Ram Gupta: How meny

‘patents hdve you evolved and how

many evolved patents have been

ghvén out to the pebtier’

P, H I .l‘llnh 12 patents have
been taken out and we worked on
the patents regarding sulpha com-
pounds—! will tell yoy the number—
and also we worked on the anti-
diabetic drug patents and we are
able to produce these drugs on the
laboratory scale. Dr. Deliwala will
supplement it further, - '

Dr. C. V. Deliwala: Sir, T would
like to make it clear. If the informa-
tion is put to public use it is better.
In case where the foreign firms have
been charging an exorhitant profit-
and when the drug ix not available,
we only work and carry out research
for that particular product only and
that is why the number of our
patents is:-very small. The idea is
only that. .



' Shri Kashi Ram Gupta: You: have
got 14 patents. I want only to know
the period.

Dr. C. V. Deliwala: That has been
during the last about 15 or 20 years.

Shri Kashi Ram Gupta: So, it
means the commercial side of it is
taken care of by the firm. Now, do
you give at lumpsum money or they
pay the royalty.

Dr. C. V. Deliwala: Well recently
we have started the royalty system.
When we started that then there was
trouble and the case has been al-
ready going on before the court. Fur-
ther, we are not motivated for pro-
ducing drugs unless there is a spe-
cific need in the fleld or where high
price is being charged. But having
got the patent we try to manufac-
ture for our own requirements on
the pilot plants, In regard to the
patent we have sold, whenever we
have tried to sell a patent, there is
always litigation and the court case
is pending .in the Bombay High
Court with the result that the lessee
has not been able to exploit it and
supply the same to the country.

 8hri Kashi Ram Gupta: My* point
is this. Out of these 14 how many
have been given on lumpsum basis
and how many on lease money?

Dr, C. V, Deliwala: The tender re-
quires two things, i.e., what will you
give as an outright lumpsum to be-
gin with and royalty every year.

Shri Kashi Ram Gupta: Those
which are not under litigation are
they being worked?
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Dr. C. V. Deliwala: The current

patent, i.e, tollmtamide ijs under liti-

gation and it has taken 6 years. As
far as the second patent about anti-
diabetic drug is concerned the pre-
paration cannot be released until the
first is cleared

" Shri Kashi Ram Guph How many

patents are there which are not un--

der litigation and they are beinz
worked?

Dr. C. V. Deliwala: The earlier

. patents have lapsed. There is no pos-

sibility of exploiting the patents it
has no commercial importance.

Shri Kashi Ram Gupta: What in
your opinion, if a private sector firm
is there, should be the outlay so far
as the basic research is concerned in
that firm?

Dr. C. V. Deliwala? 1 would like to
give my opinion. I would not advise
at the moment that all the pharma-
ceutical firms should take up basic
research. What we want is that
pharmaceutical firms should take up
reasearch only in the development of
the old drugs, develop the technology
and bring down the prices. The work

" on the research of a new drug re-

quires ‘tremendous amount of money.

It is a gamble. If you get, it is all

right; if you do not then you are

frustrated to carry out fur-
ther research. So, initially
for few years the pharma-
ceutical firms ghould do research
on the development of technology

and prepare the drugs in such a way
that the drugs would be made avail-
able cheaper in the country.

‘Shri Kashi Ram Gupta: What will
be amount required for such a la-
boratory? '

Dr. C. V. Deliwala: This will not
require much money. For whatever
money they will spend they get the
benefit from it. If they go for re-
search ‘blindly it is possible for these
10 years they may not get anything.
Research is a gamble,

"Shri Kashi Ram Gupta: Please see
to page 3, first para from line 7—
are the results of selfless and devot-
ed research workers, clinicians, sur-
geons, pharmacologists, and other
belonging to a host of disciplines of.
research who have shared, shared
freely their findings, results of ex-
periments, new discoveriés and made
them known by publishing all the
details, the know-how, without



waiting for taking out patents, with-
out expecting monetary gains, Even
in United Kingdom, by tradition, in-
ventions concerned in the medical
and agricultural fields are not pa-
tentable. I want to know of which
period you are speaking about these
things.

Dr. C. V. Deliwala:
Sir, if any surgeon devises a method
‘o operate on heart, it is a research,
his technology is mot patented. He
does not get any benefit. So a lot of
clinicians, surgeons, biologists are
not in the fleld, They have been
working on the fundamental research
and on the work they have done the
neer drugs have been found out.
Now realise the importance of that
work. Behind the scenes a large
amount of work is being done in the
hospitals, etc. They have been work-
ing continuously to do something for
the allevation of the human suffering.
That is also research. But there is
no patent. It is in this particular
field that there should not. be motive
only to make profit.

Shri Kashi Ram Gupfa: You have

given us to understand that you are.

against the commercialisation of
pharmaceutical industry. For this,
taking over of all research by Govt.
interests will be necessary. There
should only be public sector indus-
tries, to produce medicines. The
whole nation should be covered by
compulsory health schemes. There
will be no private selling. The whole
population is covered by the health
insurance schemes, Then all this pro-
fiteering will go away. Are you .in
favour of it,

' Mr. Chairman: You put this ques-
tion to the CSIR representative.

Dr. C. V. Deliwala: Excuse me 1
am not capable of answering it.

- hri Kashi Ram Gupta: You are
dgainst eommercialisation then what

else can be doné? You say you are
in favour of 7 years. Does it mean

Even today,
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that those eompanlés should have
only light research?

Dr. C. V. Deliwala: I have put it
down tentatively. In the earlier
years they have been able to take
out all the profits becauge they have
been charging very high prices. Why
we give patent to a person is because
we want him disclose something
which he has laboured upon and
also that the publie should get bene-
fit of .it some time.

Dr. C. B. Singh: Now froni" your
statement it is seen that by your
spending Rs. 80 lakhs—your annual
budget—all the time your activity
has been just to try to find out and
copy from the drug products produc-
ed by the foreign companies which
are sold at very high prices. Has
that been your activity?

¢

Dr. I! I Jhala: In one of the de-

. partments, yes.

Shri, C. V. Deliwala: In one of the
Departments.

Dr. C. B. Singh: In one of the De-
partments?

Shri C. V. Deliwala: We have been
doing work of new production also.
But while working on this, we are
going into the problem a little basi-
cally.

Dr. C. B. Singh: But, unfortunate-
ly, nothing has been done according
to your statement. Hardly anything
has been done. That is your own
statement. Your main activity has
been to bring down the prices of
foreign drugs. This has been the
reply given by you.

‘Shri 'C. V., Deliwala: It is a gam-
ble. '

Dr. C. B. Singh: We know that sort
of thing very well. I was wonder-
ing and I thought that probably you
must have devoted some of youwr
time for the solution of some of the
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prob}ems But your main activity
has been entirely to bring down the
prices of drugs which are being im-
ported at a high cost.

You have been spending Rs. 80
Iakhs every year for the last 20 years.

8hri H. I. Jhala: Eighty lakhs?
Rs. 80 lakhs is not spent on regearch.
There is a misunderstanding. This is

the total. Only one Department s
concerned with this activity, and
there are other activities also.

This
is not quite correct. )

Dr. C. B. Singh: Your own state-

Shtlll.l.lhah Ihavemldext
clear now. X

Shri P, K. Kumaran: Some wit-
nesses have stated before this.Com-
mittee that supposing the patent law
is not there, in that case sub-gtand-

ard drugs may come into the market °

and development may be hindered.
What would you say?

Shri H. 1. Jhala: That was in those
days. Today, the Drug Controller-is
there. Any drug has got to be pas-
sed by tHie Drug Controller.’ It has
got to go there,

Shri P. K. Kumaran: Can you sug-
gest something to bring down the
prices of manufacture in India, be-
cause they are costly. Gan you sug-
gest something,

8hari €. V. Beliwala: I have al«
roady suggested that it will be pos-
sible 0 reduee the cost of manufac
e when there will be geod com-
petition. There should be no meno-
poly. Pharmaceutical firms invariably
exploit. the patent monepaly and
charge exorbitant prices for their
patented products. To justify this
fantabtic' level of expioftatiori these
mohopoly Srms often argue that they
have %6 keep these high prices to
sseaver the buge expendituré that
tly have always to incur in the re-
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search and development of new
drugs. However, through investiga-
tions it has been found that the
maximum expenditure incurred by
these firms was only 6 per cent of
the total sales on research whereas
they spend as much as 25 percent
of the total sales on propaganda and
high-pressure salesmanship.

Shri Peter Alyares: We are all
aweare of the pational service of the
Haffkine Institute. Dr. Jhala told us
that the annual income of the Instl—
tute, ‘as a non-commercial orgamsa-
tion, is a crore of rupees. Suppose
they had commercially exploited their
products, what would have been
their annual income?

Mr, Chairman: How can he say
that? It is a hypothetical question.

* Bhri A. T. 8arma: You have point-
ed that the prices of Indian drugs are
cheaper than those of foreign pro-

- ducts? Are they of the same efficacy?

Dr. H. 1. Jhala: Yes.:

Shri A. T. Sarma: Then why does
not the Indian product have a proper
market in India?

Dr. C. V. Deliwala: That becauge
of the high power salesmanship of
foreign concerms.

Dr, H. L Jhala: Tolbutamide, for
instance, .was being imported by,
four or five firms from other coun-
tries for some years and they were
selling it cheaper than the firm with
the patent. The matter was taken to
court and the import was stopped,
and the patentees go on selling it at
a high price. It is ybu who can re-
medy it. The litigation procedure
should be curtailed. .

Dr. C. V. Deliwala: They collect a
lot of momey by selling these drugs
at a very high priae, ‘This money they
agein speat- on their sales ‘organiew-
tionltiaaviciounclrch T



Shri .R. P. Sinha: The witnesses
said that 14 new patents were taken
eut by the Haffkine Institute, out of
which two ape-under litiggtion. I
would like to know .whether any
eommercial benefit was drawm out of
the other 12 patents they have taken
out? OQut of these 12, how many
have you leased out?

Dr, C. V. Delilwala: None.

Shri R. P. Sinha: You were com-
plaining a lot that patents are taken
and not Deing worked. You have also
done the same thing. In
your experience, which time does
it take for a new drug to get clear-
ance from the clinical research of
the Controller of Drugs?

Dr. C. V. Deliwala: That I will
know only when I find out a new
product. These were old drugs for
which we have taken out patents.

Shri R. P. Sinha: When you have
got a pilot project in your institute,
can you tell me if you have ever
tried to find out what time it will
take to develop this into a commer-
cial manufacturing stage? I mean the
development of a known thing. I
want your own Indian experience;
not others’.

Dr. C. V. Deliwala: There are drugs
and drugs. Some have got eight
stages. If you want to develop a
substance right from the basic tnemi-
cal, it will take a long time.

is the

Bhri R. P. Sinha: What
sverage time taken?

Dr. C. V. Reliwala: It will be six
months to one year. It all depends
upon the stages invalved in the
manufacture and the equipment re-
quired, etc.

8hri R. P. Sinha: You told us that
the period must be five years. But
there are several factors to be taken
into aceount for bringing out a patent.
It you do not have these under con-
sideration, how cap you tell us it
{akes five to seven years? I cannof
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understand it. f,You must
your own experience.
jsarn from others.

ve it frome
e can alge

Mr. Chairman: He has no experi-
ence.

Shri BR. P. Sinha: The witness has
-been saying that the life of a new
drug is hardly flve to six years. Them
why does he recommend a patent for
seven years. How can the public get
the benefit if the life is only five
years and when he says that the
. patent ghould last for seven years?

Dr. ©. V. Deliwala: I am giving
two more years leniently, so to ssy.
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Dr. H. I Jhala: There is one state-
ment which I made, which I thought
I should clarify properly. I said that
six per cent was the expenditure in
my institute. I will just read out
what is the exact position.

“Even under liberal interpreta-
tion of research allowed by the
internal revenue survey, research
cost of 20 major drug companies
represents only 6.4 per cent of
the total sales dollar.”

That was the point in my mind
There was rather a confusion of the
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ferms expenditure, output and out-
turn, So, I just wanted to clarify 1t.

Mr. Chaifman: Thank you.

( The witnesses with withdrew)

(The Committee adjourned to meet
again at 1530 hours)

(The Committee re-assembled at
15.30 Hours)

HI, Mr. J. F. Monnet, Chambre Syndi-
eale Nationaledes Fabricants de Pro-
ducts Pharmaceutique, 88 Rue de la
Faisanderie, Paris—16.

(’I’he witness was called in and he
took his seat)

Mr. Chairman: Mr. Monnet, what-
ever evidence you give will be printed
and distributed to our , Members of
Parliament. Even if you want any
portion of your evidence to be confl-
dential, that will be printed and dis~
tributed to the Members of the Com-
mitteee.  We have received your
memorandum and it has been cirqulat-
ed to all the members of the Com-
mittee. If you want to add anything
or stress anything, please do so.
Afterwards, our members will put
some questions to you.

i Mr. J, F. Monnet: Mr, Chairman
and Members of the Committee, be-
fore entering into my expose, will
you permit me to thank you for hav.
ing accepted my request to come be-
fore you, which is a very great honour
to my own person and which I consi-
dér a homage to my country that has
had so good and friendly relations
with you in the past and which will
certainly be reinforced in the future.
I have been particularly sensible to
the fact that you in this country have
ereated this hearing, calling for for-
eigners in a matter which might have
been considered by you as really a

jective the

national problem on which others
should not have any say. It is the
privilege of ‘great nations and the pri-
vilege of great democracies to be able
to take such decisions. I have not
seen any similar decision being taken
in the world except in the USA back
in 1945 when I was called at a hearing
on their Bill for extensioh of priority
rights for patents that had been laps-
ing during the war. In that case,
foreign countries were directly in-
terested. Your decision in my opinion
is the first of its kind and for this I
pay my respect to you and to your
Parliament.

Since all of you, members of this
Assembly, have read my expose, I do

‘not think it is necessary for me to

read it again. It may be waste of
time. However, I think some addi-
tional information, giving more details,
might be of interest to you. In my

‘first paragraph, I have mentioned that

the patent system has as its first ob-
industrialisation of the
country where it exists. The advan-
tages and benefits derived from the
ownership of patents are subsidiary to
this principal objective. In other
words, to the jnventor it is g lure to
bring into the country his gkill and
knowledge. Many authors on this
subject have often confused the pic-
ture by claiming that the patent is a
monopoly granted to a certain indi-
vidual or a company. It has to be
clarified in the beginning that it is a
temporary monopoly, just a . facility
given to him to help the industriali-
sation and development and the for-
ward move of the country which
grants him the patent. You have had
the same idea, the same principles,
when the patent law of 1911 was en-
acted, and it seems that you have ex-
perienced the same abuse from the
patentees for which you are trying to
find remedy. The same experience
exists all the world over, and my
purpose in coming before you is to
put at your disposal the experience of
a man who has lived forty years in
the fleld of patents. I started my
career in this fleld and I am still in

-~



-§t. I lived with it for these forty yeais
_witnessing several changes the legis-
.lation has been subjected to in my
country and also in other countries. I
.think this experience may be useful
at a time when you want tq polish
up your own rules in view of the
welfare of your country and also for
-aligning your legislation with the
.great principles and rules which are
.adopted in other free and liberal
-eountries.

I now come to the French law. You
‘have seen from my paper that the
French law dates back to 1844, a time
when industry in general was not
‘very broadly developed, with our
chemical world in complete infancy
and pharmaceuticals practically non-
existent. © Therefore, you are not sur-
-prised that the French legislator did
not provide in those days any special
measures for chemicals to be put on
the same category as any other indus-
-trial product. For pharmaceuticals,
since at that time there was no ques-
tion of synthesis of such products
but there were only the products ex-
qracted from natural sources like
‘opium ete., they decided that on those
products there was no 'question of
granting a patent which might act as
a monopoly force and, secondly, as a
wway for some unscrupulous iellows to
claim that with their patent they had
some kind of a guarantee that their
product is good and then make the
patients and the public believe like
that.

I do not want to add anything to
what I have written about chemicals.
As you have seen, since in other
neighbouring countries like Germany
they were reluctant to grant patents
covering the products by themselves
end had accepted patents only for the
processes to manufacture them, many
authors in France said that we were
in an uncompetitive position with the
Germans because when an invention
is made in our country of a new
chemical .a monopoly is created and
anbody else can enter into the manu-
facture of such products while in

Germany the reverse is true. I may
say that for a while this could find
some support, and in respect of cer-
tain dyestuffs there was at that time
a patent called the “verguin patent”
covering dyestuffs unknown before,
and since in Germany and Switzer-
land no patents could cover the same
product, imitations were made in
those countries which were not allow-

‘ed to other manufacturers in France.

This is the only example that might
be quoted, but it has been certainly
very broadly discusseq in lawyers’
circles and-industrial circles.

Since then the chemical science has -
developed very largely and with the
years it has been found that processes
for the manufacture of a product could
be devised besides those described im
the patents without difficulty in using
the skill of a chemist coming from the
university, and.in all the countries -
where patent is limited to the pro-
eesses they have tried to find ways te
apply the c¢bverage of their patent
more broadly than the processes which
are actually described in it. I am
sure that any German you may
have had appearing here has told you
al] this story. .

Therefore, in France, seeing this
development in the countries of pro-
cess protection, if T may call it this
way, we finally decided thet our law
was not that bad, and the result has .
been that chemical industry in France
has really tried with very big success
in many cases under our system with
the environment of this development
of chemical science. I may add that
in the final draft for the European
Community which is going to apply
to the six countries of the Europeam
Community, there is no longer any
exception for the chemical products,
and this is actually accepted by ail
the countries of the European Commu-
nity except, I must say, the [talians,
which have made some reserves re-
garding chemicals for pharmaceutical
uses but these reserves are limited %o
a peried of adaptation which has beea:



estimiated s» far dy the Italians them-
stives 10 te years maxisnion,

Now I come to pharmaceuticals. I
have given you a broad outline of the
development of our legislation in this
field. May be, I should add to it some
leogislation, which was not exactly
within the subject but which might
be of interest to you. There was a
Jegistation which was issued in 1953
relating to compulsory licence of pro-
cess patents for manufacturing phar-
maceuticals. At that time, because of
the pressure of the sentimental or
emotional side in certain medical cir-
oles, instead of the mere application
of the patents and compulsory licence
after three years under the Interna-
tional Convention in a case where the
patentee had not used his patent in
the country, the French Government
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thought it proper to create for ‘the -

pharmaceuticals a special system
whereby compulsory licence would be
open to claimants before the expira-
tion of the three year period. So, it
was done because of the worries of
the medical profession. They say
that these three years might be too
long and it would be too bad that be-
cause of this limit of three years and
because the patentee himself does not
work his process and does not market
the product, the people could not
have the treatment they are entitled
to. So that, this compulsory licence
was instituted. The result has been
very revealing on the side of the
authorities for one reason. Since 1853
the development of this industry has
been very remarkable. After the pro-
duct has been invented, it takes a long
time béfore you can market it and put
it at the disposal of the population.
The reason is that new products manu-
factured by synthesis are more and
more potent. It is one of the grounds
for their patentability that they should
be an improvement on the past. Their
potency is very often paid for by
some toxicological effects which have
%0 be very carefully studied and avoid-
ed. Since 1953 it is very seldom in
my country—it has never happened
in other countries that a product

should be tested, studied, comtrolled
and put on the market before these
three years after the patent was issu~
ed. Therefore, this delay of three.
years, even if you cancel it, makes no
difference practically for the pharma-
ceutical industry.

This legislation of 1853 has one par-
ticularity. It created conditions for
the granting of ocompulsory licence.
The compulsery licence wag not open
10 anybody and for any ground. The
conditions that were put by the legis-
lation were ‘that compulsory licence
should be granted only if the patentee
himselt or his associate or licensee
has not put on the market the proe
duct in sufficient quantities for the
need of the population or if the prices
were exceedingly high. Because of
this legislation, it was in the interests
of the industry to make the product
in large quantities and put  on the
market only the best quality.

The question of price was raised
only in one instance, namely, the case
of Vitamin B-12. May I tell you tHat
story, as there is nothing secret in it?
Vitamin B-12'was made in France by
my company under a licence from

. Merck and Company of USA, who

were the patentees, and we were put-
ting it on the market when another
company in France claimeq that our
prices were too high. As a matter of
fact, our price was the same as the
price in USA and other countries of
the world. But thig party claimed
that our prices were too high and
they requested for a compulsory
licence. Meanwhile, they started pro-
duction. Unfortunately, because it
was the beginning, very big invest-
ments were to be made.

Shri R. P, Sinha: What wag the
price of Vitamin B-12?

Mr. J. F. Monnet: The price at that
time was 90,000 old francs a gram. In
the United Stateg also it was the same
price, This third party put it on the
market at the same price as ours.
Therefore, the Commission, which was



in charge of granting the compulsory
licence, said, “If you cannot prove
that the actual user of the process
makeg an exaggerated profit by sell-
ing yourself at much lower prices,
your case meang noflilng” and the
licence was not granted.

Since then I may tell you that the
prices of vitamin B-12 have come
down very seriously. The price now
is about 40 US dollars a grain, that is,
200 francs. You, gentlemen, might be
surprised by such prices and such
differences but the explanation is
simple. ‘Every time we have a new pro.
duct ¢oming from our researches,
these researches as you may imagine
are very expensive and apply not only
to the products which are found suc-
cessful but also products which we are
obliged to discard for one reason or
another. We have to amortise those
expenses and we have also to invest
in the facilities for manufacturing the
new product.

When speaking of vitamin B-12 or
any product obtained by a fermenta-
tion, the investments are very, very
big indeed because the yield of the
production is very small. To give you
an example, in the preparation of
vitamin B-12 by fermenting big fer-
mantor the fermentations last for
about four or five days and at the end.
of fermentation the extraction of vita-
min B-12, which ig a very long and
complicated procedure, gives about
500 grammes out of 80,000 litres. That
is what makeg the price so high. After
some years when the process is deve-
loped, when we have been able to
put together several of these proces-
ses, improved the extraction of the
product and amortised the expenses,
we are able to lower the price and
sometimes considerably. We indus-
trialists have, as much as you states-
men, the care of the public health be-
cause it"¢omes within our business and
it is also a duty we feel very deeply.
So, when we can lower our prices, we
do it. You have probably seen that
in this country, like in other coum-

tries, the products which are not um-
der patents have their prices stable or
even increasing with time while for
all the patented products the prices,
have always decreased since their
first entry into the market. This is
a diversion for which I apologise but,
I think, this example was of some in-
terest to you.

Shri R. P. Sinha: How many old
francs were equivalent to a dollar?

Mr. J. F. Monnet: 500 to the dollar
in those days; but, since then, please
do not forget that there has been a
devaluation in France and the dollar
representation is not quite accurate.
However, it gives you an order of
magnitude.

I have nothing gpecial to add to the
general principles of the invention im
the fleld of pharmaceuticals. You
have heard probably all the people
who have come before you, giving
you the general gist of it. The inven-
tion of the pharmaceutical product is
more in the product itself than in the
process being the application of known
methods within the scientific flelq of

chemistry.

Now I come to the remedies you
thought of and the fear of abuse from
the patentees of their dominant posi-
tion. In France, we had this law of
1953 which has not been worked out.
In 1960 a new law was enacted cover-
ing the productg themselves. You
might be surprised that France, start-
ing fron) a state where no protection
was granted in the fleld of pharmaceu-
ticals, passing through a phase where
the processes only for their manufac-
ture were patented, finally in 1960
decided to cover the products them-
selves. For this, I think, the best
information I might give you ig the
translation of some parts of the Ez-
pose’ des Motifs, what you call in
your book relating to the Bill, the
Statement of Objects and Reasons.
The title of the law is called, The Re-
formation of the Regime of the



Manufacture of Pharmaceuticals—I
translate it very bluntly.

, This reformation has for essential
purpose a solution to two big prob-
lems. One is the protection of public
health; how to avoid the marketing
of pharmaceuticals not sufficiently
studied out and, therefore, dangerous
for the population. The other is of
an economical and financial' nature,
the number of specialities and the
protection, of the inventor.

The solution of the first problem is
found in the official control of the
manufacturing techniques and of the
raw materialg and the final products
before authorisation, for sale. For
what concerns the second problem, the
solution is the creation of a special
patent. This solution gives the an-
swer to two pre-occupations. The first
one is encouraging scientific research
by giving the inventor a guarantee
that he shall not be deprived of his
invention. The second one is hinder-
ing the multiplication of specialities
which is justly complained of in
France by medical doctors, pharma=-
cists and social security offices.” If I
may emphasize on this, in 1960, there
was a proliferation of specialitieg un-
der different trade marks and names
containing the same active produect.
Medical doctors, pharmacists and social
security offices complained of that
situation because it was confusing. No
medical doctor knew which of them to
prescribe. Pharmacists had to keep
very huge stocks unnecessarily since
the same products were produced a
hundred times. Social security offices
were completely confused whether
they should select this one or the
other one or all of them or part of
them. It was a complete mess. The
decision of the legislators is well-
justified in that sense.

“The patent system ig the only
means by which the inventor is suffi-
ciently protected for the reward of
research and it also prevents the un-
necessary multiplication of identical
products”. ‘I think I have given the

bap
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xistofthohenchlawandthero_a-
sons why it was enacted.

I am not going nor want to enter in-
to several measures that you have
provided in the Bill of 1965 for avoid-
ing abuses of monopoly. But I may
tell you that our experience has been
really a long-range one on a great
number of products and this experience
has shown that in consequence
of the mere threat of compul-
sory licensing which ig refused, ag I
told you, on these conditions, namely,
no delay in marketing, sufficient quan-
tity in the market, good quality of
the product and reasonable prices—
these conditions being followed
by all the inventors there has not
been brought any action before the
courts, No necessity hag been
shown of increasing the hurdles for the
inventor, for it is also one of the pur-
poses of the law, to put more end
more new products at the disposal of
the population.

Thank you, MIr. Chairman, that ie

all I have to say.

Dr. C. B. Singh: Mr. Monnet, you
have just mentioned about the
European Coramon Market and youw
have further mentioned that in Italy,
while agreeing to the patent system,
they have put in a period of 10 years.
May we know why in Italy, where
there was no patenf in the drugs in-
dustry before, they have agreed to
put in 10 years period before they
completely come under your rules and
regulations which you are making for
the European Common Market?

Mr. J. F. Monnet: To answer this, I
think, an Italian would be in g better
position than myself. I am not am
Italian and I have no contacts with
the. Italian legislators but from what
I hear either on the side of indus-
trialists or on the gide of the people
close to the Government In Italy, I
imagine fhis delay wag for adjusting
progressively to the jdeas in their



sountey to that bréteetion. In a pliee
where complets theedow towirds pio-
tection has been practised, to take
_very strict measures which pass
¥iom one end to the other, it is
very probable that the patent autho-
rities have requested for thig deiay. I
kiiow and probably you may have
heard it from the Italian represents-
ilve who éppeared before this hon.

Cominittee gﬁat the drugs industry in
Haly resent the fact ‘that théy caniiot
cliiming for the establishment of
patents in this fleld. A dralt Bill
has beeg brought before the Ttaliah
Parhamént several times for at least
15 years to establish patents in the
fleld. But this project has unfortu-
nately failed because the Govern-
thent Went out of powet; the new
Governmiiit came and had to take
‘eare of more ufgent legislation and
this is what hag delayed measiireg ih
fialay s0 far, g’ the future they
probably feel—not in the industiial
circles nor in the scientific élrcles,
but in the general administration
circles—that a sort of progressive
measure should be taken to be
complete alignment with othef
countries. They, as I told you already
have fixed up to ten years. This
request is already two years’ old,
which means 8 years are left from
now,

br. C. B. Singh: From yeur experi-
enee in France, you have laid a stress
‘en patenting products rather then
processes. But we, in our Bill, have
got slightly different ideas; we have,
tnore or less, laid stregg on processes
rather than on products. With your
long experience in this branch and in
the modern study of chemistry, would
you please tell us this: if, in our Bill
we include process-cu.m-product tor
patent, would that be an improve-
ment?

Mr. J. ¥ Momnet: You are free to
]"egishte what, you think, is your best
iterest, My feéling is that by having
process patent excluding the product,
you will probably have the same em-
baifasgmient ay we Rad in France @t

the time WNeh énly procedids wm
patented. THéSée dmburradsménts ahd

sometimes injustices are as follows: —

In a process petent system, it is
practically impessible that every pos-
sible process eould be drewn and
degerjbeg in the same patent. Methods
in chemisitry dre impreving more and
more at-an accelezated pace and there
is nobedy who can say, “well, there
is no other method for the manufac-
ture of the product of my invention
and I feel safe”. Therefore, what hap-
pens? Suppose an inventor of the
product is a scientist in a Unijversity
of yours or a scientist in  another
country. He will get the patent to
cover the process he has invented.
*hen the patented produet of the man

.who has had the genius, the idea of

the preduct, who has tested it on ani-
mals, who hag checked the value of it
will come out. Then what will the
competitors do? What will the in-
duxtnalists do? According to their
staff in chemistry, they will gay, “look
there is a Researcher who has invent-
ed a process for a wonderful product,
but look what protection he is claim-
ing, It is limited to that process. You
fellows in the research division should
take interest in devising other methods
and other processes to make it.” And
these people will ind processes within
three monthg oy six months ang then
the industrialists will apply for patents
to cover their own processes. When
the scientist, the man who has brains

.will go to ap industritalist—because

he himself is not an industrialist or
has no means to set up an industry
for exploiting that process—to grant a
licence or to sell his invention, this
industrialist will tell him, “my dear
Sir, you have covered the process and
I have to start in competition with
the other industrialists who have their
own processes; 1 cannot pay much for
your patent.” And the inventor will
really be stolen of his invention.

Dt. C. B. 8ingh: In our Patent Bill
we have, more or less left the appeal
for kny dispute, from the Controller
of Patent Rights, to the Government



. safe conditions as the

¢

and we kave done thig for a special
reason. Qur experience” has been that,
en flimsy grounds, court proceedings
have been going on amnd tases have
been delayed for 10 or 15 years. What
do you think about this?

Mr ). F. Mohitet: My answer, ac-
¢ording to iny own expérfence, is this.
We, in France, have always a tenden-
ey—in the political circles as well as
otherwise—to stibinit ahy dispute on
whatever cause to the normal tribu-
nals and courts because according to
the procedure defence is assured fhe
prosecution
end g fhir treatment is given in the
gourts.

I understand your objection—I
would not say our courts give deci-
sions rapidly unfortunately, we al-
ways complain about the slowness of
our courts’ disposal—the delay in dis-
posal of cases by courts.\In France we
have a special procedure—I would hot
speak of any other country because I
am not a lawyer—I em an indus-
trialist—I know some problems not in
suficient details but I know how
things happen in France, It is possible
in France to claim, to ask from the
Judge, in case where the interest of
the parties or one of the parties is
strongly at stake within a short de-
lay, for a direct procedure which we
call appea)] at g fixed date. Then the
court agrees to decide on that fixed
date which is made up between the
President of the Court and the parties
or their fepresentatives. That is how
we sotve thig problem.

You will tell me that this is not a
complete solution because there is al-
ways in France a recourse to the
Supreme Court and therefore, the in-
fringer hag still a chance to take be-
fore the Supreme Court, I may tell
you that an industrialist or a second
inventor careful of his company’s and
of hig money, if he has an action
against the patentee and even if he
hag a just case for taking recourse to
the Supreme Couft against an adverse

decision, at' this stage puls a severe

brake on his activities for it ‘the

-chancegy wre that his recourse to the

Supreire Court Wwill delay the decision
he will have to Pay increased money
for the operations he is &til} conduc-
ting if he loses.

Dr. C. B. Singh: In your merhoranh-
dum you have mentioned:

‘“From the standpeint of eco-
nomics, it might have beea feared
‘that the exclusivity thus granted
to the first inventer of g pharma-
ceutical would lead to abuses,
mainly to prices of pharmaceuti-
calg at unreasonable and imtole- .
rable heights”,

In thig country the record is there
that our prices differ from ' inter-
national prices; the prices are put up
rather high by these patent holders.
Under these circumstanceg when such
abuses take place what will you sug-
gest? We have got this compulsory
licensing system. What will you sug-
gest in your own way?

Mr. Chairman: He has said that he
has ao comments to make on * this
point. .

Dr. C. B. Singh: 1 would like his
opinion on that.

Mr. J. F. Monnet: You know our
case. I may say just as I remember
that my company or the subsidiary of
my company who hag firms in this
country is not touched by your objec-
tion which shows that I do not have
any experience of that.

‘Mr. Chairman: By and large do
you agree with the provisions that we
have made in order to present such
abuses? ’

Mr. J, F. Monnet: Oh, Yes, Some
remedy should be made for the abuses

.and you know ag I told you, we do

not have any absuses in France be-
cause in our law we have provided
for this, especially in the case of ex-
cessive prices which is exactly what
you are referting to right mow. In



our law of 1960 it is said that a com-
pulsory licence should be granted im-
mediately if the patentee abuses his
monopoly through excessive prices.
What is an excessive price is a diffi-
cult point to decide and this some-
times may create confusion. I can give
you an example.

Dr. C. B. Singh: You have mention-
ed Vit. B12. The initial price of
Vit. Bl2 was Rs. 2000 per gram and
now the price has gone down and it
is Rs. 40 per gram.

Mr, J. F. Monnet. Yes, it has drop-
ped substantially. Why? The reason
is: When we start with a product we
do not have the techniques to produce
it in large quantities by gimple pro-
cesses. 'We have to put up very big
installations for a yeild which is
practically nothing, I told you that
for getting 500 grammeg we required
80,000 litres of raw material, and this
amount we got after trying many
different processes. Naturally, at the
beginning the cost price ig really high.
As we go on improving the processes
and as the yields increase due to re-
searches and further trials, the price
comes down. I was giving you the
experience of Vit,"Bl12 gnd you con-
firm it with your figures.

I may recall the penicillin story and
I must add that penicillin wag not
under any patent. It was a free
product. I remember, in 1946 when
Penicillin came to our country it was
not a pure product; and for g small
bottle we had to pay two or three
dohars, Everybody sold it at this
price. There was even competition
in this fleld. So penicillin started at
thig price. Then improvements were
made and now you get a crystalline
product which is pure, The prices
are completely down.

Dr. C. B, Singh: Having in view
experience of that type, what is the
remedy for that?

Mr. J. F. Monnet: The remedy comes
naturally by the fact that the phar-
‘maceutical industry is obliged by their
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own sense of public health. They
have to take care of that. Also there
is the need of increasing their pro-
duction. It is natural in any indus-
try. When you produce in low quan-
tities, you are never satisfied you
should be able to produce in larger
quantities and the common people
should be able to purchase because
there is no purpose in producing big
quantities and find that only about
200 people are able to purchase the
product. Then there is a natural ten-
dency to lower prices. The prices of
patented products have come down
in mmany countries. For the other
products the problem is different.
And now, about your contention,
there are some industrialists who,
instead of yeilding to this natural
trend of lowering the prices when
they improve their processes, main-
tain their prices high. I agree with
you. A remedy should be found.

Dr. C. B. 8Singh: Our experience
has been that the prices of patented
drugs have gradually been going
down. What is the state of prices of
pharmaceutical products which are
not patented? I want you to compare
the two sets of figures.

Mr. J. F, Monnet: Well, it is difi-
cult to compare because by nature
a patented product is new and it is
not only new, but it has to be supe-
rior to the old ones; otherwise it
would not sell. Therefore if Yyou
compare a new product to the old one
either it is better than the old oneor
it would not sell, and in that case the
patent itself should not have been
granted at all.

Shri A. T. Sarma: What is the time
prescribed for patent protection im
France?

Mr. J. F. Monnet: It is 20 years
from the date of application and this
delay is exactly the same for the
special patents for medical products.
I know that you have a feeling that
in the fleld of pharmaceuticals, this
delay may seem too long. Maybe ¥



I had been 20 years younger or rather
if we were 20 years before this year,
I might have granted some merit in
this. But.now I am positive that the
delay for pharmaceutical products has
no reason to be shorter than that for
other products for the simple reason
that here, more controls are necessary
for an invented product to be put on
the market. When I speak of controls
T speak of experimentation in biology,
in physiologoy and clinical experi-
ments. And you‘'know how anxious
are the health organisations in all
countries—in the United States, in
France, etc.—to be sure that phar-
maceuticals do not have any tonic
effects or side effects which might im-
pair public health,

Shri R. P. Sinha: I would like to
seek one clarification from the learn-
ed witness. He was talking about
Vitamin B-12. You have said
that the price of Vitamin B-12 drop-
per from 90,000 Francs to 40 dollars.
You have explained the reasons also.
I would like whether the price drop-
ped down to the level they dropped
as a result of the endeavour of your
company or at that time the prices
dropped because there were more
than one manufacturers manufactur-
ing the product under compulsory
licence system.

Mr. J. F. Monnet: I do not think
competition played any substantial
role in this. Maybe there has been
some but not initially anyhow. The
fact is that, as I told you, at the begin-
ning protection comes really - when
there is difficulty, but since, the pro-
cesses have been very very substan-
tially improved and with these impro-
vement and with the desire to
sell as much as possible of the pro-
duct, the manufacture has been in-
creased in quantities with better yields
and then the prices have come down.
You suggest a sort of competition.
There is, in fact, some competition. I
will tell you what I feel about it. That
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Patented products are put under some

. kind of monopoly. These monopolies

are local. For instance in Vitamim
B-12, the Mereck & Company were
the patent owners for its manufacture

‘in the U.S.A. We are the licencee in

France, They have got a licencee im
England; another in Germany and an-
other in Holland and all of them
follow their own policies of lowering
the prices when there are improve-
ments. Sometimes it happened that
Vitamin B-12 was cheaper in the Unit.
ed States than in France and 6 months
later we ourselves were able to make
it at a lower price. There was no
actual local competition, of course.

Shri R. P. Sinha: I would like te
understand at what point of time, the
Government of France thought it im
the larger interest of the country te
grant licence. I would like to know
from you at what stage, how many
years after the product was introduced.

Mr. Chairman: He has said 1960.

Shri R. P. Sinha: In 1960, Vitamin
B-12 was introduced, am I correct?

Mr, J. F. Monnet: Vitamin B-18
went on the market earlier than this.
Our patent law on pharmaceuticals
dates back to 1960.

Shri R, P. Sinha: When was the
compulsory licence for its production
granted in France to other manufso-
turers?

‘Mr. J. F. Monnet: That was earlier
than that. As I explained to you at
the beginning of my speech, which
covered what was not mentioned in
my note, there was no basic change
ih the law itself. At this time we had
the process patent only. Then legis-
lation of 1853 simply created compul-
sory licences for these patents. There-
fore the Action on Vit. B-12 was
not based on g product patent but om.
a patent covering the process for its
manufacture.



~Shri R. P. Sinha: It is not very
€lear. 1 would like to understand

this, Your Company, as far as I

understand, was the halder of patemt
for the manufacture of Vitamin B-12
They started this manufacture in
Prance. Am 1 correct, whatever may
be the year? After how many years,
tompulsory licence for the manufaet-
tute of Vitamin B-12, after you
started the manufacture, was granted
to some other company?

Mr. J. F. Monaet: It was not granted,
It was even refused. Anyhew the
Action was started about 2/3 years
after we went on the market.

Shri V. M, Chordia: German chemi-
eal industty is more advanced than
the French chemical industry. I think
80. Do you agree?

Mr. J. F. Monnet: I cannot agree.
Exeuse me, Sir, just one word I re-
quest, Sir, it may be off the record.

Mr. Chairman: Yes. It will be off
the record. ’

shri V. M. Chordia: The second
question is how much royalty you pay
out and how much royalty you get?

MIr. J. F, Monnet: This is another
confidential question. I am sorry, Sir,
I request that this should also be off
the record.

Shri V. M. Chordia: How much
royalty you pay out and how much
royalty you get?

Mr. J. F, Monnet: Well this is an-
other confidential question. I am
sorry to request Mr. Chairman that
this should be off the record.

Shri V. M. Chordia: I want to know
of France as a whole and not parti-
cular of your Company.

Mr. J. P. Monnet: I have not seen
any statistics of the breakdown of the
licences granted and received in any
particular fleld, especially in the fleld
of pharmaceuticals and, there I am

Aot in @ position to give you an

answer,

Shri R, P. Sinhu: Is it posaible for
the witness to give a broad figure of
the royalties paid out of France and
roceived inside France. I am talking
not only of pharmaceuticals but of all
the patented products.

MT. J. F. Monnet: I can give you &
broad answer. It pays 600 million
frances and it receives between 300
and 400 million francs. I have some
remark to make on that because there
has been very much publicity recent-
ly in several countries relating to this
and the general consensus is that ex-
cept for Switzerland all the important
countries pay much more in royalties
than they collect. Germany is one of
them and France too. Some conclu-
sions have been drawn, especially by
lawyers etc, that this was a very
dangerous situation. I think it is an
exaggerated statement because the
majority of liceneces are granted in
countries where we do not work out
our own inventions. For instance,
when Rhone-Poulenc works out in-
ventions in England May and Baker
pays very nominal royalties. The eco-
nomic balance is made by paying us
dividends and profits. These dividends
do not figure up in the statistics. The
same applies in all the other countries
and, therefore, these figures which
might lead you to conclude that we
are going to a catastrophe, I think,
exaggerate the facts,

Shri B. K. Das: When there is any
invention for which patent is taken in
the pharmaceutical industry in -your
country does it pay to the scientist
something extra over and above his

salary. sf

‘Mr. J. F. Monnet: 'This is a very
good qQuestion to me because there is
in the origin of the inventions very
many possibilities. In an organised
research, that is, in our laboratories
where we are organised—I will give
you a general sketch this yay—there
are the chemists; there are the
physiologists who are trained to test
the chemical products; there are the
midical doctors who take care of the



clinical tests. Now these peaple have
meetings and for one resson or other

the suggestion may come from ang or
other, ¥ 1]

Mr. Chairman: The question is very
simple, i.e. do you pay anythmg addx-
tional to the scientist?

Mr. J. F. Mapnet: But, Sir, I have
to explain how the origin comes and
then I will tell you how we pay.

Mr. Chainman: You distribute the
favours to all sections, i.e. the man
who experiments, the man who makes
the tests, etc,

Mr. J. F. Monnet: Yes, Sir, the man
in the chemical laboratory, sometimes
there are many of them, the man in
the testing laboratory, etc.

Mr. Chdirman: What is the share
¢! the scientist who has invented?

Mr. J. F. Monnet: The case of the
scientist is different because when an
invention comes from an outside
sciantist, which we have too, he is not
within @ collective organisation, he
himself has got the idea of the product
to make. Either we purchage his
invention or pay the royalty.

Mr. Chairman: Is he paid by agree-
ment? .

Mr. J. F. Mommet: Yes.

_8hri Kashi Ram Gupta: From ysur
statement I conclude that the funda-
mental and Dbasic research is also
undertaken by the pharmaceutical in-
dustry in joint companies, and not
separately by the Government Depart-
ments. Is it so?

Mr. J. F. Mennet: ' Yes.. Howewer,
there is no difference between funda-
mental research and applied research.
We are obliged to conduct both, and
in the field of chemistry for instance,
in the fleld of plastics, we have pure
scientists in eur own organizations.
They derive genera] principles which

WAY Oor may net apply which is really
basio yesgarsh. I may tell you, we have
& laherstory devoted to atomic re-

_search which is conducting what you

may call bagic research.

Mr. Chairman: Are there no patents
atliached to them?

Mr. 1. F. Monnet: No.p There
»e practical basis. You ¥Wannot say
that anybody who will apply a paru-
cular formula wil] pay flve cents or
one dollar. That is impossible. Our
theory in France is that scientific work
is to be paid for itself, without consi-
deration to the results. This research
Is on theories. It is subsidised also by
Government in some cases. Very oftem
you have probably heard that Ges-
many is subsidising some Scientific
laboratories. We do too.

8ari Kashi Ram Gupta: What is
the general percentage of sales value
that is spent on research in the
pharmaceutical industry?

Mr. J. F. Monnet: By us it is 10 per
cent of all the turnover.

Shri Kashi Ram Gupta: In the
French Act, are there some clauses
for having licences?

Mr. J. F. Monnet: We have not
anything like that. Compulsory licences
achieve the object they are meant for.
Royalties ere negotiable. There is
aothing like fixed royalties. 1t de-
pends upon the case.

shri Kashi Ram Gupta: These days
generally it is said that an inventios
goes out of use within ten years. Is
it a fact? -

Mr. J. F. Mennet: That'’s right. Tem
years is an average a good-figure.
However, I must confess that 10 years
agq, this figure would have beem
slightly 'exaggerated You have heard
of the German product which has
cx:eated monsters. This is the first
time im the history of pharmaceuticals
that a pharmaceutical bas created



monsters. Since then, every new
pharmaceuticai that is invented or dis-
sovered needs to be tested from this
angle, before being put on the market,
which was not the case before. I can
quote many other instances of that
nature.

Shri Kashi Ram Gupta: I think you
must havhseen the model law by the
BIRPI. page 49, the model law
states in the commentary that there
can be patents for ten years from the
date of the sealing of the patent. Are
you in agreement with such classes
these days?

Mr. J. F. Monnet: I do not agree
now or the reason which 1 have
already given.

Coming to the BIRPI model law or
project, as other witnesses who have
appeared before you must have told
You, it is not a law by itself. It is a
compendium of clauses which are
offered to the several States inter-
ested in establishing a law on patents,
with different types of clauses which
they may or may not adopt. Some
clauses may respond more than others
to one's objectives. But the total
restrictions which are enacted in the
model law are not presented as a sort
of a comprehensive system. In other
words, the model law gives you some
clauses which ‘'may meet certain ob-
jectives. For instance, take the ques-
tion of the prevention of the abuse
of monopoly by the patentee. They
say in the mode] law that at the time
of granting the patent, you may make
provision for the grant of compulsory
Hcences either generally or by limiting
it to certain specific cases.

Shri Kashi Ram Gupta: This model
law is for developing countries.

Mr, J. F. Monnet: I know; that is
why I say that I completely agree to
that law in this sense that each coun-
try, according to its state of develop-
ment, may feel interested in this pro-
vision or that one.

Suppose you tell me ‘We Indians are
not interested at all in the pharmaceu-
tical industry, we have other things to
care for; our ggriculture is much more
important. We do not care very much
whether people die of malaria or this
or that disease; what we care for is
the production of wheat, rice and—1I
do not know—what else. In between,
we want to import pharmaceuticals
also; and we want to import them
without having any research of our
own, without having any research
work done here; we shall pay what
we can, but we gre not interested in
having a pharmaceutical industry’,
then I would tell you ‘Do not make
any patent law for pharmaceuticals’.
But if you have an idea that some of
your scientists might be interested in
having protection for their inventions,
if you have any idea that in your
country it would be sound to create a
solid and self-sufficient pharmaceu-
tical industry, then I would tell you
to enact a law to protect those inven-
tions, and to create an atmosphere
which would gppeal to the jnventors
to come and invest in the pharmaceu-
tical industry in your country, but I
would say at the same time that you
should not put too many hurdles in
the way.

Shri Kashi Ram Gupta: Are the
pharmaceuticals produced in France
consumed in the country to a greater
extent than they are exported? Or are
the exports more than the consump-
tion in the home-country?

Mr. J. F. Monnet: If you mean the
products of our manufacture in my
country or in my factory, T may tell
you that we export about 40 per cent
of our production. If you mean the pro-
duction by our licensees or other asso-
ciates, then the figures are completely
different, of course. Take, for ins-
tance, largactil which is the first tran-
quilliser that we have invented. This
is sold in the USA ten times more
than in France.

Shri Kashi Ram Gupta: Are there
American patent-holders in your coun-
try, and if so, are they doing some re-
search in your country?



Mr. J. F. Monnet: I was referring to
a product of our invention on which
we have patents in the USA, and
which we have licensed over, there. In
France, the reverse is true; there are
plenty of patents belonging to the
American patentees, which are ex-
ploited in France either under a
licence from the patent-owner or
through a subsidiary of the American
company.

Shri Kashi Ram Gupta: Have you
got some patents in India?

Mr. J. F. Monnet: We have tried,
but as you know, for the last five or
six or seven or eight years, you have
not been issuing any,patents on phar-
maceuticals, and therefore, we did not
have to make any gpplication for pa-
tents. But we are certainly interested
in having patents and working them
in this country either through our sub-
sidiary or through licences.

But there is one point that I would
like to raise at this time. In com-
panies where there is g big research
centre, very often, we make a selec-
tion out of the products that we in-
vented and this selection is based on
our estimation of the value of the best
product that we could market. This
selection is necessary for one reason
only, but it is a good reason and it is
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that when you are in this business, it
is not possible to promote in trade
more than one or two new products
each year; promoting the rest is more
or less a fallacy. If each year you
gave the commercial people twenty or
thirty new products to market, they
would not be able to do it. Therefore,
we are obliged to select from our in-
ventions. Among the products that
we discard surely, there will be some
which might be marketable by other
companies which may not have the
same selection as we have. As a
matter of fact, we do not market all
our inventions, and we do grant
licences to other pharmaceutical
houses in France for the products we
have discarded for reasons which were
no{ too serious. When we cannot
market a product -compefing with
others in our trade we go into compe-
tition by granting g licence to another
pharmaceutical company.

Mr. Chairman: Thank you very
much.

Mr. J. F. Monnet: I thank you and
your associates here who have been
listening to me patiently and who
have made it possible for me, with my
poor English, to give my evidence.

(The witness then withdrew).
(The Committee then adjourned).
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(The witness was called in and he
took his teat) ;

Mr. Chairman: Dr. Govindachari,
we are sorry we had to keep you
waiting because we had to get the
quorum. Whatever evidence you give
will be printed, published and laid
on the Table of the House. Even if
you want something to be confiden-
tial, that also will be -circulated to
the members of the committee. We
have received your memorandum, It

has heen circulated to all the mem-
bers. tt you wan to make any ~new
pomtg or’ to em phasise any particular
point, you may do so. Afterwards,
mem,bers will put you questions.

Dr. T. R. Govindacharl: Let me
first of all thank the members of this
committee for giving me an oppor-
tunity to present my views person-
ally before' them, I am the Director
of the CIBA' Research Centre, Bom-
bay, set up 3 years ago to carry out
research ~on ' pharmaceuticals and
dyestuffs. i ‘

I would like to ask three questions
and answer them myself. First'y, are

*Their vadence was read together.
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patents essential at all in the phar-
maceutical field? My view is they are
absolutely essential. Secondly, is the
period of 10 years suggested adequate
or not? I feel it is absolutely inade-
‘quate.

The third question is whether pro-
cess patent should be granted or pro-
duct patent. I feel that product pa-
tents are absolutely essential and
process patents, in my opinion, are
not adequate.

Let me explain these three points.
First of all, talking from personal
experience as the Director of the first
laboratory for research set up by
private industry in India—this was
set up in 1863—I may say that we
started operating on 1lst January,
1963 though our laboratory was de-
clared open by the late Prime Min-
jster on 21st March 1963, with an
investment of Rs. 3 crores and our
annual recurring expenditure has
been of the order of Rs. 50 lakhs.
During the last three years we have
made about 4000 new substances
which have been tested—biological
activity. We have filed nearly 20
patents. Of the 4000 substances which
we have tested, only one substance
hag been sent for clinical trial. That
was almost ten months ago. Two
other eubstances have been sent for
clinical trial two months ago. Pro-
bably, in the next year we may be
sending out some three substances
more for clinical trial. In all, out of
4000 substances which have been
tested, hardly six or seven have a
possibility of being used in the cli-
nic. Even out of these six or seven,
how many will actually prove to be
effective as a drug is a matter which
is open to question. My estimate is,
it takes at least a minimum of 6 to
8 years, from the point of synthesis
of a new substance with potentiali-
ties of becoming a drug to the point
where it becomes a commercial pos-
sibilliy. In our own experience—we
have been operating for more than
3} ¢ years—only ome substance

which we ‘made about 2 years back:

and found to have some pharma-
ceutical possibilities has been tested
in the clinic during the past tea
months. These tests have now to be
enlarged and that will go on for ano-
ther two or three more years before
we can take a final decision whe-
ther it ig worthwhile to introduce
this drug at all, You can see, there-
fore, the enormous effort and the
expense needed for the development
of a new drug. If it takes 6 to 8
years to develop a new drug, you
can imagine, by limiting the patent
to ten years you hardly give any
time to recoup the investment which
has been made. New drugs will
never come out unless you have vi-
gorous and broad based research
work activity. Thig is the first inst-
ance in India of CIBA setting up a
research unit, and it may be that by
the time we come out with a new
drug we would have spent at least
Rs 10 crores to Rs. 15 crores. In all
possibility the drug may not be =a
commercial success and we may not
be able to recoup the investment. If
we are very lucky, very fortunate in
hitting upon something which is
widely sold all over the world, then
we may be able to recover the in-
vestment made. Also, our drug re-
search is not aimed particularly to
Indian needs the research is aimed at
producing drugs that will be useful
all over the world. Therefore, if the
drug is successful, it is bound to give
us back, in terms of royalties, fore-
ign exchange also. The only hope
which people who invest money
have is that some successful drug
will come out, Unless you have pa-
tents there is absolutely no way of
recovering the investment made.
After all, what should go to share-
holders is being spent for research
now in the hope that something will
come out which will reimburse the
investment. I feel, therefore, that
patents are very essential if we are
to stimulate research in India in this
particular field. In the present law
we have protection for 16 years. That
is essential if there 1is to be any
inducement for other pharmaceutical -
firms to start research op this ¥eale. -



Then I come to the question about
product patent versus process patent.
The apparent cause for advocating
the latter is, if you have the pro-
cess patent you do not protect the
product at all. Somebody else may
come out with a cheaper process for
the same drug and make it‘available
to the public at a cheaper price.
This, 1 think, is not completely cor-
rect because any person who dis-
covers a new product is not going to
leave any loopholes, is going to
think of all possible and conceivable
methods of making a particular pro-
duct. Somebody else may claim that
he has developed a new alternate,
cheaper process. He would claim that
he is making the product by the new
method. But as I explained earlier,
it is unlikely that he hds' a cheaper
process, In fact he may be making it
by the original method' and there
may be no way of proving it. This
will only lead to abuse of the patent
system instead of helping the man
who has invested so much time, effort
and money on research.

These are three points that I wart-
ed to make clear If there are any
questions I would be happy to ans-
wer.

Shri Kashi Ram Gupta: In your
memorandum you have said that on
a scientist you spend about Rs, 1.5
lakhs to Rs. 2 lakhs. The picture
you have given roughly comes to this
that for research in an industry it
requires a crore of rupees. Am I cor-
rect?

Dr. T. R. Govindachari: It de-
pends upon the size of the research
unit. We calculated that roughly it
takes Rs. 1.5 lakhs per scientist. You
must have a minimum size, You can-
not have one or two people working
and expect them to produce any re-
sult. You have to have a particular
set up wherein there are 10 or 15
people working together, to inter-act
and stimulate each other. If you
have only one or two. people strug-

gling hy..themsejves, there is not.

even  cmoss-ventilation of ideas. We

are in a new place. We spend Rs. 30

lakhs a year on our recurring expen-
diture.

Shri Kashi Ram Gupta: You said
that there should be 20 senior scien-
tists, assistants and so on. It may
even go to Rs. 1 crore and not Rs.
50 lakhs,

Dr. T. R. Govindachari: We can-
not immediately start on a larger
scale. We have started on a scale
which we believe will produce re-
sults. If the results are encouraging
we wil]l expand.

Shri Kashi Ram Gupta: Generally
it ig said that 3 per cent of the sales
is spent by the industry on research.
Your industry must have about Rs.
15 crores output yearly. It means,
naturally, that this industry should
flourish in this country. It has a very
high capacity to produce and a huge
amount should be invested, Is that
the picture of the industry in this
country?

Dr. T. R. Govindachari: Actually I
would say, 3 per cent is not correct
as far as pharmaceutical industry is
concerned, It may be that other in-
dustries spend of that order, but
pharmaceutical industry spend much
more than any other industry 1 am
not a commercia] man, and I do not
know what relation it bears to the
actual turnover of CIBA.

Shri Kashi Ram Gupta: You have
said that ten years will not suffice.
Is it from the date of application or
from the date of specification?

Dr, T. R. Govindachari: Date of
application. After one year you have
to file complete specifications. Actu-
ally we ‘have filed about 18 patent
applications so far. Of these 18, we
have submitted three or four in the
course of one year, and more work l.aas
shown that some compounds  which
we sought to protect by patents may
have undesirable effects and may



not find use as drugs; in these cases
no useful purpose will be serveq by
holdmg on to the patents. So, even
when we take a patent ' its survival
cannot be taken for granted. It is not
unusual that even though the initial
results with some compounds are¢ en-
couraging, when we do more detailed
studies we find that they are not as
useful as we thought them to be and
we drop the patents.

Shri Kashi Ram Gupta: You are
suggesting 15 years from the date of
completion of the specification?

Dr. T. R. Govindachari:
date of first application.

From the

Shri Kashi Ram Gupta: If we give
ten years after the date of grant of
the patent, have you any objection to
that? It will be ten years from the
date of sealing.

Dr. T. R. Govindachari: I think it
would be inadequate, We have a drug
with anti hypertensive activity which
is being tested in the clinic. It seems
to be promising in the preliminary
trial. We have' tried it for the
last ten months on some 35 patients.
We know the drug is well-tolerated
when ‘it is ‘administered for a period
of two or thi'ee weeks but, then,
these’ anti-hyperténsion drugs have to
be admimste'red practically throughou§

man's hfe So thdt, we cannot use or
take for granted the results of short-
term toxity until we carry out extend-
ed studies for one year. This involves
fseding the drugs to anima's for a
paeriod of 6 months to one year or
more to see whether it is safe for
chronic use‘in human beings. We
have not started such a chronic toxity
study yet. Even if we start the study
tomorrow, it will be only one year
later that we will be able to try it
on an expanded scale in the' clinic,
Then we should gather data from a
1,000 patients which may take
another three years. So, from the
time of getting the patent it will
take 7 years to introduce the drug
in the market,' Therefore, a ten
year period is too short.

Shri Kashi Ram Gupta- You wang
15 years from the’ date ‘of applicaﬁon.
We are giving ten years from the data
of ‘sealing of the patent.’ So it wﬁl
come to the same thing.

Dr. T. R. Govindachari: I have no
experience as to how much time it
takes after the first application to the
date of sealing a patent, because we
have started only three years ago.

Shri Kashi Ram.Gupta: You say
that we will 'be able to export our
drugs. But up till now we bave no$
produced even those drugs for which
patents are originating in this coun-
try. So, how can we think of ex-
porting at this stage?

Dr. T, R. Govindachari; We have
fileq our patents in 27 countries. If
the drugs prove useful and success-
ful, if they are superior or as good as
existing drugs for particular aﬂmenu,
there is every chance of their
exploited internationally. In that case,
CIBA of India, which has made in-
vestments, will ‘get foyalties  from
those countries.

Shri K. K. Warior: I would like to
know whether the patent right g'!vel
you a monopoly of the market. '

Dr. T. R. Govindacharl: Yes, mono-
poly as far as that particular drug is
concerned, for a period of ten years.

shri K. K. Warlor What kind of
control would you like the GoVern—
ment to have so that the price charg-
ed by the company is reasonable "'to
the consumers? ‘

Dr. T, R. Govindachari: The phar-
maceutical industry is a highly com-
petitive industry. There are at least a
dozen firms which are spendin,g ‘en-
ormous amounts of money on reseatch
and which enforce the highest stand-
ards in the preparation of drugs. 1f
our drug does not compare favour-
ably with other drugs, there is ab-
solutely no chance of its gettmg a
market. We have always to thaké sure
that our drug is as good as, if not bet-
ter than. other drugs in the market.
Also, we have to sell in a highly com-



pxgtitive market, Suppose the price of
gur drug is ten times the price of
anomer drug of almost the same qua-
lity and effectiveness, nobody will puy
ow. drugs, So, the prices have to be
reausuc, At the same time, it has to
be remembered that enormous sums of
money which could have been paid as
d:vxdend to the shareholders are being
vaoughed into research. So, at least at
a luture date, the shareholders must
get back that money. Further, I do not
think anybody can afford to charge an
excessive price, Then again, in the case
of every important drug in the first
two years they try to recoup the
money that they have spent on re-
search. Later on, the prices come
tumbling down to 30 or 10 per cent
of the original price. This has hap-
pened time and again. Also, there is
always the danger of your being over-
run by somebody else with another
superior product.

Shri K. K. Warlor: It has come o
our notice that some of the drugs pa-
tented in India are not produced here
but actually imported into India as
end product, The Indian price of those
drugs is four times the international
price. The international price of such
drugs has been fixeq after taking intg,
account the money spent on research
etc. The Indian consumer of such
drug is precluded from getting them
at the international price. What pro-
tection should the Indian consumer
be given in such cases?

Dr. T. R. Govindachari: Natu-
rally, I have no idea of the commer-
cial aspect. But I could tell you that
the prices in India are high because
we do not have any organic chemi-
cal industry.

_Shri K. K. Warlor: I am referring
to imported products, not those things
which are produced here, And they
are imported from countries where
the chem.ical indu t-v is far advanced.
They have the know how and they
hnve recouped thei- expenditure on
research They are selling their pro-
ducts in India at four times the inter-
mt}onal prices.

Dr. T. R Govipdachari: I, een-
not tell you, because I have no idea.
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Bhrl K. K. Warior; We could also
get those substances at those prices but,
then, the patents come in the way.

Dr. T. R. Govindachari; I would
answer this question this way. Sup-
pose there is no patent. With the
present state of affairs in India, when
there is no organic chemical industry,
is it conceivable or possible to prduce
drugs at a cheaper price? It is impos-
sible, because we do not have a fine
chemical industry on which the phar-
maceutical industry can depend for its
intermediates. Take benzene which js
a primary starting material. It costs
in India ten times the price obtaining
in other countries. So also the prices
of sulphuric acid, nitric acid and caus-
tic soda. So, suppose you abrogate
or abandon patents and start produc-
ing them yourself, you are not going
to produce them at cheaper cost. I
can assure you that. Secondly, the
abrogation of patents wil] stop what-
ever incentive there is for research to
come up in this country.

Shri K. K. Warlor: I was not refer-
ing to the import of raw material or
intermediates but flnished products
which cost four times the international
price in India because some companigs
have mongppoly rights in them through
patents. Could you suggest some wgy
by which the Indian consumer will not
be exploxted?

Mr Cln!rmn He is a scientist.
He cannot speak on prices.

Dr. C. B. 8ingh: I am glad that
you have laid stress on research.
am also glad that you appreciate that
hn.rdly any research is being carried
out in India, either in the drug labora-
tories or in the Government institu-
tions. What is the reason for lack of
progress, so far as new drugs are con-
cerned? Why is it that the Indian
scientist has not been able to produce
worthwlule results?

Dr. T R. Govlmhcbul. The main
reason is that the scientific research in
this country got impetus only after
Independence. Before Indnp“ndenq,g,
there was practically no interest in



research at all. Of course, the C.S.L.R.
wag starteq before Independence but
it was just a very nominal thing.
It is only after Independence that
we have really made some progress.
It takes time for a proper climate to
be created. I feel hopeful that if you
encourage research by encouraging
private sector also along with public
sector to set up research laboratories,
we can still make good progress.
‘We have the people and we have the
ability. It is only a question of
time before we can catch up. The
more important thing is the question
of organisation. It 'is not merely
enough {o have good people. You must
be able to put them together and give
them all the facilities without inter-
fering too'much. You must give them
some amount of freedom. It takes
time. In our country, the administra-
tive outlook has been quite different
so far because it has been striving to
maintain the status quo, to keep things
just going as they were.

Dr. C. B, Singh: You have used the
word ‘freedom’. ¥ would like to know
whether there is something which is
interfering with your work.

Dr. T. R. Govindachari: For exam-
ple, in my Institute, nobody tells us
what to do and what not to do. We
have taken up an assignment to pro-
duce drugs and all our ideas and all
our 'efforts go into that. Nobody teils
us, “Don’t work on this problem or
on that” We just do what we like
Nobody wquestions us whether we
spent more on a particular thing. We
have the freedom to spend as we
like.

Dr. C. B. Singh: I'agree on that.
You know that more than 6000 Indian
gcientists are gbroad and they are un-
willing to return back to this coun-
try. '

Dr. T. R. Govindachari: Yes.

Dpr. C. B. 8ingh: Why is it so?

Dr. T. R. Govindachari: It is because
we still do not have enough labo-
ratories and enough research institu-
tions in a country of our size and our
population.
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Dr, C. B. S8ingh: What about their
emoluments and other facilities that
the scientists get in this country?

Dr. T. R. Govindachari: There also,
comparatively, they are much lower at
present.

Dr. C. B, Singh: I thought you will
say so in a direct manner. You don't
reply in a direct manner. Their emo-
luments are poor. That is my impres-
sion also., Apart from that, is there
anything else that is standing in the
way?

Dr. T. R. Govindacharl: Adequate
research facilities are also not avail-
able.

Dr. C. B. Singh: Agreed. Suppose
we create a cadre for our scientists.
You know that a scientist can at the
most become a senior Research Assis-
tant or something like that. They go
from pillar to post and they have no
future. Every scientist cannot become
a Director and has the highest powers
and all the amenities. So, a really
good scientist can at the most become
a senior Research Assistant or a re-
search worker in our national labora-
tories or in other departments. Is that
correct?

Dr. T. R. Govindachari: That is true,
Recently, the C.S.IL.R. has initiated
steps whereby at the end of flve years,
they are automatically promoted to the
next higher cadre.

Dr. C. B. Singh: Exactly that is what
I am coming to. So, you are in favour
of having a cadre for the scientists.

Dr. T. R. Govindachari: Yes.

Dr. C. B. Singh: You have mention-
ed in your memorandum that this
CIBA Research Centre is spending
Rs. 50 lakhs. May I know what is the
annual turn-over? I do not want to
embarrass you. If you do not want to
reply, you need not reply. Actually,
I want to know whas proportion of
the turn-over, on an average, a phar-
maceutica! firy, spends on research.

Dr. T. R. Govindachari: Honestly
speaking,.I have no idea.



Dr. C. B. 8ingh: All right. You being
the head of the Department do not
know how much is gpent on research.

Dr. T. R. Govindachari: I know how

much I spend.

Dr. C. B. Singh: According to you,
what proportion of the total turn-over
will be a reasonable amount for a
pharmaceutical firm to spend on re-
search?

Dr. T. R. Govindachari: It has been
suggested by many experts that it
should be about 10 per cent. That has
been suggested all over the world. 1
think some pharmaceutical firms are
spending much more in other coun-
tries. The other industries may not be
spending that much. But pharmaceuti-
ca)] industries are entirely based on
research. Some may be spending more
than 10 percent.

Dr. C. B, Singh: You are only a
scientist. So, I will not ask many ques-
tions.

Now, about the product patent or the
process patent, there is a lot of con-
troversy going on. We are at the
moment concerned with the process
patent. Do you think the process
patent is not sufficiently effective?

Dr. T. R. Govindachari: T feel that is
not effective.

Dr. C. B. S8ingh: Why? You are a
scientist anqd you should give a scien-
tific explanation,

Dr. T. R. Govindachari: When a par-
ticular research unit develops a new
product, there may be 25 different
ways of making this product and any
intelligent group of people working on
a particular product wil] certainly
think of all the conceivable methods of
making that particular product and
cover it by a patent. Supposing some-
body comes along and says that he has
made it by an entirely new process,
it is very difficult to check it whether
it is true or not.
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Dr. C. B, Singh: Supposing we stick
to our ground of having a process
patent, would you like to have any
safeguard sagainst that contingency
which you have mentioned? Would
you like us to incorporate a provision
whereby the burden or proof will lie
on the other person and not on the
patentee? As the things stand now,
the burden of proof lies on the paten-
tee himself. Would you like to have
a safeguard by which the burden of
proof will lie on the other person pro-
ving that his process is entirely diffe-
rent?

Dr. T. R. Govindachari: That will
be preferable. That will be a definite
improvement. Actually, I do not feel
very happy about the process patent.

Dr, C. B. Singh: That is all right.

Shri Dahyabhai V. Patel: I do not
want to know any of your trade secrets,
I would like to know from you only
this. Since it is a wel] known fact that
the Indian system of drugs and medi-
cines is mainly confined to plants and

" mentals—the Ayurvedic science—are

you conducting any research on some
of the known specific Ayurvedic re-
medies?

Dr. T. R. Govindachari: We are doing
a lot of research on Indian medicinal
plants. During the last three years
we have screened nearly 300 plants
which are gaid to have medicinal value.
Although we have not been able to
show on experimental animals that
they are effective—so far we have no
encouraging results we have isolated
several important compounds which
have very interesting biological acti-
vity and which, if pursued in the next
5 or 10 years, may lead to something
very new. So we are doing active
work on the medicinal plants of India,

Shri Dahyabhai V, Patel: Are you
not doing anything on the metallic
side? '

Dr. T. R. Govindachari: We are not
doing anything on that side. We are
doing just on medicinal plants.



.. Shri Dahyabhai V. Patel: You do not
gee] very.much encouraged by what
has been done so far? Is it in a stage
where you are not able to say any-
thing?

Dr. T. R. Govindachari: We have
taken up several indigenous drugs, for
which many claims have been made,
for example, anti-diabetic drugs. . But
actually we have not been able to show
on experimental anima’s that they are
very effective. Still I would not say
that all the work is a waste because we
have been able to isolate many com-
. pounds which have very interesting
biological activity and which may
prove to be of great value; if pursued
further.

Shri A, T. Sarma: According to
Clause 53 of the Bill, the term of the
patent for drugs and medicines will
be ten years and for other inventions,
fourteen years. In your Memorandum
you have clearly stated that the time
limit for patents provided in the Bill
should be abandoned. But now you
have tendered an evidence that ten
years would be insufficlent. Can you
give clearly your idea about this?

Dr. T. R. Govindachari: The present
patent law gives protection for 16
years.

Shri A, T. Sarma: My point is this.
In the Memorandum you have suggest-

ed total abandonment of this Clause,
ie,,

“the proposed curtailment of the
validity period of a patent be
abandoned”.

Dr. T. R. Govindachnrl Yes, that is
my view,

Shrl A, 'l' Sarma: But now you sug-
gest that the period is not sufficient.
There is a vast difference between

ese two. I wang to have your clear
idea about this.

Dr, T. R, Govindachari: The existing
pagent law gwe;  Protection for a
period ot 16 years which, I think, is a

reasonable period, The proposed pa-
tent law reduces it ta ten years, I feel
that it takes at least six to eight years
to develop a new drug and the per-
sons producing a drug wil] hardly have
two or three years at the most to get
anything out of their discovery and so,
the period of ten years is very small.

Sbri A. T. Sarma: Do you want 15
years?

Dr. T, R. Govindachari: I want the
existing period of 16 years to continue.

Shri A. T. S8arma;: Here these ten
years and fourteen years have been
calculated from the sealing of the
drug. According to you, almost seven
to eight years wou!d be gone from
the time of filing a patent to the sue-
cessful introduction of a new drug, and
80 you have suggested 15 or 16 years.
The Bill actually provides for ten plus
seven years for drugs and medicines
and fourteen plus seven years for the
other inventions. So I think you will
be satisfled with this provision.

Dr. T. R, Govindachari: The present
Bill does not satisfy me.

Shri A. T. Sarma: You want 15 or 16
years from the date of filling whereas
we have provided from the date of
sealing.

Mr, Chairman: Mr, Kashi Ram Gupta
has already asked that question and
he has given an answer that ten years
from the date of sea ing would be suffi-
cient.

Dr. T. R. Govindachri: What I feel
is that it depends on the date of seal-
ing. Suppose we file a patent this year
and it is sealed in two years’ time;
that means, we do not get more than
12 years. So it depends on how long
it takes to seal the patent.

Shrl R. P. Sinha: I would lxke t.o
know fram the learned witness as , {p
what kind of research is being carried
on in his Instltute We are told that
there are three types -of reaenrchel-
basic reaearch, product development



research and formulation research. Are
all these types of researches being car-
ried on in your Institute or only one
or two?

~.Dr. T. R, Govindachari: In our Insti-
tute, we are doing only basic research.
We.are not interested in product deve-
lopment or formulation at all. CIBA
of India has a factory producing phar-
maceuticals and there they do the pro-
duct development, but we are concern-
ed only with developing new drugs
and we do not bother about processes
for the existing drugs. . All our efforts
' go into discovering new drugs.

Shri R Py, Slpha 1 would also like
t.o know from the learned witness
whether there are other such .institu-
tas carrying on similar basic reseagch
on pharmaceuticals or CIBA is the
only concern which is carrying on this
type of basic research,

,.Dr. T, R Gmndwd:arl As far as the
private sector is concerned, CIBA is
the only place where research for the
discovery of drugs is done. In the
public sector, we have the Central
Drug Research 'nstitute, Lucknow,
which has been working for the last
14 years, and where they are doing
work on develoning new drugs. The
Regional Resaarch Laboratory, Hyde-
rabad, has also a small section working
on discovery of drugs.

* These are the only three institutions
where some effort is made for doing
basic research in pharmaceuticals.

Shri R. P, Sinha: Is th=re any liaison
or close co-operation between your
Institute .and the Central Drug Re-
search Institute and the Regional Re-
search Station at Hyderabad?

~-Dr. T R. Govindacharl: We do not
have any direct connection at all. But
¥ was on the Executive Council of the
Central Drug Research Institute for
geveral years.and I have. visited. the
Rbgibnal Research Laboratory, Hyde-
rabad, very frequently purely. on.a
sclentific basis for addressing meetings,
working on selection committees and
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things of that sort. But with day-to-
day working there is no lianison because
the research which we do or the re-
gearch . which those people do is kept
confidential. As far as new develop-
ments are concerned, they or we would
like to have the credit for making new
discoveries; if it is widely known, then
we lose all the credit,

Shri R. P. Sinha: Do you mean to
say:.that it is the usua] practice in
foreign countries also that the different
research institutes carry on their work
in isolation, in secrecy, and they do
not share their research development
programmes?

Dr.T. R. Govindachari; Two types of
work are carried out in all thege insti-
tutions: first there is the basic research
which may bring about new reactions
and which is publjshed widely in scien-
tific literature; then there is the actual
practical evo'ution of drugs on which
some very useful information has been
obtained and which may be of practi-
cal value ang this is kept confidential
till the time of introduction because it
is a question of investment of money
in research and people expect some
return for all the money that they have
spent; they do not want a competitor
to steal their ideas and by using those,
produce the thing a few years ahead of
the original giscoverer. It is a com-
mon practice in all such cases, where
things which may be of practical
va'ue are concerned, to keep the in-
formation secret.

Shrl R, P. Sinha: The witness has
said just now that he was on the Re-
search Committee of the Indian Drug
Research Institute for several years.
I would like to know as to what his
experience is; what tvoe of work is
being done there, whether they have
evolved any worthwhile drugs and
taken out any patents?

Mr Chairman: We are gomg there.

Shri R. P. Sinha: I would like to
know hig views, Sir, '

Mr Chairman: He is only on the
Executive Committee, I do not know
whether he can answer your question.



Dr. T, R. Govindachari: Actually
the Executive Council has the task of
making grants and sanction of ex-
penditure and also going through the
research programme. I think the
CDRI gcientists have also been quite
active and doing good work in several
fields, especially medicinal plants and
.also in fertility control. One thing
really difficult in India is the transla-
‘tion of the laboratory results to actual
clinical practice especially in this field;
it requires a great deal of experience.
To tell you frankly we ourselves are
facing a great deal of difficulty in get-
ting our drugs testeq properly because
in India the tradition of developing
our own drugs is new. The drugs
-which have been introduced in India
have all been tested thoroughly in
.other countries and only when they are
absolutely sure of the results, they
.are handed over to the Indian dealers.
‘Production of new drugs entails a lot
of responsibility and enormous amount
of time and money. Unfortunately, we
have yet to develop that mentality in
the clinical profession and try out our
.own drugs.

Shri R. P. Sinha: From what you
have just now stated it appears to me
that clinical testing in this country will
take jonger time than the clinical test-

ing in advanced countries. Have I
correctly understood you?
Dr. T. R. Govindachari: You are

absolutely correct because it is a ques-
tion of getting our clinical people to
take interest. They are very very busy
people, the top people. We cannot
afford to have our drugs tested by or-
dinary physicians. We would like it
to be done by the most competent
people and generally the most compe-
tent people are also the busiest people
in our country. You know our pro-
blems are much more and the number
of obstacles is much more and the
doctors are less in number and con-
sequently there is greater pressure on
them than on the doctors abroad. Clini-
cal trials will actually be the biggest
obstacles in developing new drugs. Re-
cognizing this need, the CSIR has
actually agreed to set up clinical trial
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units in various parts of the country.
They are prepared to give grants so
that the best physicians, who are very
busy people, may employ more assis-
tance. Even in the research labora-
tories of CSIR they have this difficulty.
In their research laboratories thou-
sands of compounds are being pre-
pared but they are inadequately
tested. The first stage of develop-
ing a drug is screening in animals;
for this purpose, a good sized animal
house with facilities of breeding and
maintaining colonies of different spe-
cies of animals is necessary. Ade-
quate facilities are lacking in this -
respect in the CSIR laboratories.
After effective animal testing, come
clinical trials. This is a bigger pro-
blem and the CSIR jtself has reali-
sed that it is very dffiicult to get
this done. So they have mooted the
idea of having clinical units in
various parts of the country. Actua-
lly one such unit has been set up in
Bombay under Dr. U. K. Sheth at the
KEM Hospital. Like that they are
setting up other units also. So, ecil-
nical trials constitute a big stumbl-
ing block in producing the new drug.
Therefore the delay in developing
something new is going to be even
more than what is normally estima-
ted abroad.

Shri R. P. Sinha: Could you give
us information as to how much time
it takes after taking all factors into
account ang the difficulties also, for
completion of the clinical research
and the establishment of the drug
clinically in this country and how
much time it takes in other advan-
ced countries, because this will have
a direct bearing ‘on the decision we
will take on the period of patent?

Dr. T. R. Govindachari: The ques-
tion is rather difficult to answer. So
far not a gsingle drug has been de-
veloped in India. We have only bor-
rowed from other people and put it
in the market. Ip other countrieg it
takes g minimum of 6—8 years from-
the time of discovering the bijological
activity. I feel it will take at least
2 more Yyears here. From my own



-experience, we have a compound
which is supposed to be a very good
anti-hypertensive qrug. For the last
one year we have been gble to get
only 35 cases agnd now we are trying
to get it tested more actively in
several other centres. The physicians
tell us that they would like to have
a longer trial extending over a period
of 6 months. That means that it will
have to go back to-the laboratory
for chromic toxicity study in animals
and it may take one more year to
make absolutely sure that prolonged
administration does not do any harm.
Even after the results are ready, it
will take another 1} years. Then
we go back to the physicians and
say, ‘Now the drug is safe. We will
give you this drug. You will try it
for this period”’ This will take at
least gnother 4 years jf at all jt sur-
vives all this critical and very very
rigorous testing. We have only got
4-5 compounds which are worthy of
going for clinicaj testing out of 4,000
substances we have made and tested
in our laboratory. They say one in
three thousand has the chance of be-
coming a drug. I hope at least one
in 4,000 will come out.

Shri R. P. Sinha: I would like to
know about this particular drug.
I woulg like to understand the pro-
cedure so that I may apply my mind.
When was a patent taken for this
particular drug which you have re-
ferred to?

Dr. T. R, Govindachari: We have
flled the patent application.

Shri R. P. Sinha: At what stage?

Dr. T. R. Govindachari: That is
after almost one year of working in
the laboratory and .| experimenting
with animals. We have to do several
elaborate tests. The first test is to
try it on dogs. That is a routine
test, for seeing whether there is a
fall of blood pressure. Then you
have to do toxicity tests: upto what
dose is it safe? What is the lethal
dose and what is the relationship
between the lethal dose and the the-

rapeutically active dose? We have to
do a very large number of experi-
ments. All these will take gt jeast
a year before we can say that it is
ready for clinical trial but the
moment we knew that it is likely to
be of value as a drug we applied for
patent.

Shri R. P. Sinha: After you have
applied for the patent, you say that
the final specification with = regard
to this patent can be flled only after
you have completed the clinical
tests.

Dr. T. R. Govindachari: After the
initial discovery of this compound
we have to make at least 150—200
other compounds very closely rela-
ted in structure so that we can pick
out the best of the whole lot. This
again means going back to the labo-
ratory and making more and more
compounds. That is a process which
takes time. So at the time of filing
the first application, we are given one
year time to file the complete speci-
fication. In this period we have to
do all this work, to try and make a
number of compounds and have them
tested quickly and pick out the best.

Shri R. P. Sinha: Within one year
you have to file the complete spe-
cification . and then you start the cli-
nical test. Then only after you have
satisfled about the clinical test re-
sults it takes, as you say 5 or 6 or
7 years and then you apply for the
patent. Am I correct?

Dr. T. R Govindachari: I do not

"know what exactly sealing of the

patent means.

Shri R. P, Sinha: Grant of patent.

Shri K. V. Venkatachalam: The
two things are different. Once an
application goes to the Patent Office
there is a separate system of pro-
cedure. They examine it to see whe-
there is any novelty and if the Patent
office is satisfled that there is novelty
they accept the patent application
and then publish it for objection.



That .is a completely gifferent judi-
cia] process. that will be going on.
The applicant for his patents will be
doing clinjcal tests independently.
After it is published, if no opposi-
tion is there, then the patent is
gealed. It may be within six months.
Or on the other hand, if there is
opposition, it may even take two
years.

Shri R. P. Sinha: So, from the
date of the filing of specifications you
start the clinical tests gnd then it
takes about five or six years. Does
the Central Drug Research Institute
also take the same time in regard to
this clinical research? Have you got
any idea?

Dr. T. B. Govindachari: I think
they must be having the same gqiffi-
culty as we are having,

Shri R. P. 8inha: I would like to
#eek one more information. In India
we are spending g lot of money on
reseorch; the Central Drug Research
Institute is there and pnow you have
started your institute. In  foreign
count ies, T find that every important
drug industry has its own basic re-
search institute. Now can you tell
us whether any other important
drug manufacturer is thinking .in
terms of putting up institutes like the
one which you have wunder your
contro! and what effecy this Patent

Bill will have on their plans for
prtting up research institutes in
India?

Nr. T R, Govindachari: I know
that Hoechst has been thinking of
starting such gn institute: they have
been coming to me regularly.

My Chairman: But is there any
institute like the one you have?

Dr. T R. Govindachari: No.

.. Bhei ¥, M., Chordia: In India, many
of the products which are patented
gre. produced by foreigners or in o6l-
labpration, with foreigners. ..JIndian
patents are only nominal. If we ex-

teng the period of the patents, Wil
not the benefit go more to the forefg-
ners ang less to the Indians?

Dr, T. R. Govindachari: The cost
of production of pharmaceuticals
in India is high not because of the
patent law but because the raw
materials reqmred are very much
expensive—ten times more upensnre
—and, therefore, evep by abOhSW
or hmitmg the patent period, you are
not going to enable the Indian manu-
facturer to produce it at a ‘much
lower cost.

Shri V, M. Chordila: I have got a
list of medicines here which shows
that the initial  marketing price
was too hlgh but the mhsequent
marketing price was very low. For
example, take Vitamin B-12. Tbe
initial markeung price was Rs. 2,000
per gram and the subsequent mar-
keting price was Rs. 40; the mmal
marketing price of Streptomycln was
Rs. 19 per gram ang the subsequent
marketing price was Re. 1 per grqm.
and so on and so forth. How do you
justity it?

Dr. T. R. Govin“achari: It is very
easy to answer thig question. Take
the Streptomycin case. In the ini-
tia] stages, the process may be costly,
but constant research goes into im-
proving the process. For example, it
is very well known that thev now
produce strains of micro organisms
which yielq more streptomycm by
irradiation or with genetxc changes
It takes a lot of time to develop
new strains of these micro organisms
capable of producing a better yield.
It is not done all at once. In_the
initial stages they have something
to go on and they introduce it. But
they do not keep quiet. They go qp
improvmg the process. For example,
the yield of penicillin jn the imuai
staffes was very low; but by
covering certain straina whm
kiving high yields og pen!cillin. m
cost of production has been, isro?fk
down. So only after a eriod
time, the cost pr fu ign can &
brought down.



so from the point of discovering the
ess of a drug to finding new
ways of making it at a cheaper price.

Shri V. M. Chordia: Are you aware
of ‘the fact that many companies
charge a lesser price in foreign coun-
tries but charge a higher price in
India? For example, Tolbutamide
(Hoechst) in many European coun-
triés is sold at $1:85 for 50 tablets,
while in India jt is $3'57 for 50
tablets. The price of Chlorpropa-
mide (Pflzer) in Italy is $1-41 for 60
tablets (250 mﬂhgrams) while in
India it is solg at $4 for 60 tablets
(250 milligrams). There js a long
list like this. How do you justify
this? o

Dr, T. R. Govindachari: Actually 1
am not competent to answer this
question. I have no idea at all. But
at the same time, my point is that by
by restricting the patent period, you
are not going to improve the posi-
tion. You are only going to ‘destroy
whatever incentive there is to put up
an industry or to do research in this
country. Unless the basic organic
chemical industries are set up ang in-
termediaries anq primary starting
materials gre mlde available st jnter-
national prices.’ lt will never be
possible to produce any drug at com-
petitive prices in this country even
if we abrogate the patents lafw

Shri V. M. Chordia; My impression
is that in India in spite of the old
Act which permitfed "us t6 have a
long period of patent we could not
invent new things and’'even if we
have invented, they are only a nomi-
nal number of things. The yew in-
ventions are done mostly by foreign-
ers. Now we are in a position to
imitate them; then after 1m1tatmg, we
are in g position to improve them;
and in the third stage, if we could
learn something, we could invent
new substances. Under these cir-
cumstances, wilj it not be befter if

we reduce the period of the patents? .

The foreigners’ patents will lapse
after ten years and after that, the
Indian manufacturers with their own
initiative can imitate their products

angd sell in the market and thus save
foreign exchange also.

Dr. T. R. Govindachari: Let me give
the answer to this. At least 80 per-
cent of the drugs which are currently
used are drugs on which patents have
expired 25 or 30 years ago. None of
these 'you are making in this country
at a reasonable price. Take Aspirin
for instance which is a very common
thing. It has been known for hunded
years. It is only recently, 5|6 years
back, we have starteq manufacturing
it in this country. For the Indian
manufacturers, there is a vast field of
drugs on which patents have expired
10, 20 ‘or 30 years ago and no attempt
is being made to make these at a rea-
sonable price. If at all they produce
they have to import forelgn know-how
sét 'up a plant and the prices are fin-
ally not cheaper than what we being
o#ered by foreigners, I do not think
that merely abohsh.mg patent will
help, 'because nothing is being done
with the productg on which patents
have expired long ago. More than 80
per cent are not being made in this
country, Why pick out 20 per cent
covered by existing patents and cur-
tail the rights of the investors? This
will take away incentive to people to
invest money and discover' something
new. You are cutting down whatever
incentive there is without benefiting
anybody.

Chnlrma.n Do you know that
Dr. Dey ii{ Caleutta of Martin “Harrls
tirely new process and this is more
popular and’ cheaper than the other
prouuct !

Dr. T. R. Govindachari: Actually in
foreign countries, aspifin is made on
an enormous scale, although different
names are printed on the product. It
is '‘made by one manufacturer, pro-
bably Bayer or somebody....

Mr. Chairman: Have you seen the
factory? He' has fabricated a machine

himself.

Dr. T. R. Govindachari: That is
exactly the type of thing that ought
to be done.



Mr. Chairman: Such people should
be given encouragement.

Dr. T. R, Govindachari: Definitely.

Shri R. Ramanathan Chettiar: In
reply to a question by a colleague of
ours here, you said that it should be
only product patent and not process
patent. You did not enumerate the
reasons for coming to this conclusion.
Would you please enlighten us?

Mr. Chairman: He has given it. He
has extensively given this. Two peo-
ple asked about it—I think Warior and
Gupta. .

Shri R. Ramanathan Chettiar: You
have also remarked in the course of
your observation that there has been
no discovery in regard to any new
product and no research has been done
but may I ask you why steps are not
being taken to find a remedy for com-
mon cold?

Dr, T. R. Govindachari: Common
cold is a virus disease and actually we
have very few drugs so far against
viruses. Actually sometime in 1930, it
was thought there was no cure possi-
ble for bacterial infections. Later on
the sulpha drugs, phosphates etc. came
in. Similarly for virus infection, at
present there are practically no reme-
dies except vaccination or immunisa-
tion, but I am sure with extended re-
search some drug will be found, All
the firms are having very active pro-
gramemes in the anti-viral drugs field.
We are also working on this. Influenza
and small pox—on these two we are
working very vigorously, testing all
our products. If anything useful
comes out, it will be a break-through
in a flield which has been considered
to be inpenetrable.

Shri R. Ramanathan Chettiar: In
your Memorandum on pages 3 and 4,
you have stated that a scientist’s cost,
on an average, is about 150,000 to
250,000 per year, It means only the
remuneration or....

Dr. T. R. Govindachari: I just cal-
culated roughly. In Our plagéwe have

25 scientists, senior people and it costs
52 lakhs to run the place, This is
because a lot of other assistance is
needed, expenditure on chemicals, ser-
vices—water, electricity—and things
like that. It is g very rough way of
looking at it. If you want an effective
group, it requires so much money to
run a place. My figure is an appro-
ximation arrived at by dividing the
total expenditure by the number of
scientists.

Shri R. Ramanathan Chettiar: I
want to know—you would know from
your experience, you have worked in
foreign countries as well—whether 10
per cent of the total turn-over of the
industry should be set apart for the
research, Is it being done in the
foreign countries by the pharmaceuti-
cal industry? We had a gentleman
from Switzerland the other day, who
said it should be only 1 per cent.

Mr. Chairman: He said some are
spending more.

Shri R. Ramanathan Chettiar: The
Swiss expert who came here who is
also connected with CIBA said speci-
fically the other day 1 per cent. I
'mean how could any industry spend as
much as 10 per cent.

Shri Kashi Ram Gupta: He said
3 per cent, not 1 per cent.

Official from Ministry: You see the
Japanese figures. They are as much
as 25 per cent.

Shri R. P, Sinha: In America it is
53 per cent of the turn-over,

Dr. T. R. Govindachari: Actually in
pharmaceutical field, the industry
spends the highest amount on research.

Shri B. K. Das: You have mention-
ed that 4 per cent royalty would be
very inadequate. You have not indi-
cated what would be the proper or
adequate compensatiom could» you
give us an idea? = ‘



w: Dr, T. R, Govindachari: I do not

'#» think I can. I thought 4 per cent was
too low. Really it is robbing some-
body who has invested a lot of time
and money.

Shri B. K. Das: You should give us
an idea what would be adequate or
at least near adequate compensation?
What should be the basis of compen-
sation? How it should be decided?

Dr. T. R. Govindachari: Actually I
am not thinking on those lines at all.
It is unfair to take away somebody's
Y;discovery and then give it away to
somebody else who has not spent any
time on it,
vy
Shri B, K, Das: It comes to this that
Yyou are not at all in favour of com-
pulsory licence.

Dr. T. R. Govindachari; Ves.
not.

I am

Mr. Chairman: You are in favour of
product patent, A product may be
manufactured by several processes, If
We give product patent to one process,
it will gshut out research as regards
the other processes,

Dr, T. R. Govindachari: It js always

possible once you know that a parti-

¥ cular product has a particular type
of activity.

) Mr. Chairman: You would be giv-
ing a monopoly to them.

Dr. T. R. Govindachari: After all the
life line of a patent is not indefinite,
It is for a period of 16 years at present.

i Mr. Chairman: It may be even
shorter. The life of a particular drug,
with the scientific advance that is
going on at a rapid pace, the utility of
a drug, use of a drug may be limited
to 5|6 years, If you give only product
patents, it will be actually shutting out
all discoveries or inventions for other

processes.
4

‘N Dr. 7. R. Govindachari; My point is.

that a man who discovers,ia worth-
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while product will think of all the
theoretically possible ways of making
that particular drug. He knows his
subject. He will work out all the
possible things in the laboratory.
Other processes also will be covered.

Mr. Chairman: A doctor has given
a suggestion that the burden of proof
may be put on the infringer.

Dr. T. R, Govindachari: But it is a’
vexatioug process to be all the time
thinking of legal things.

Mr. Chairman: Take the case of
Haffkins Institute. They invented a
process  altogether different from the
old one. But they were frustrated by
the foreign patentee and they were
not able to manufacture, even though
their process was new and the cost
was nearly 1/4th of the foreign patent.

Dr, T. R. Govindachari: 1 submit,
Sir, that you will have to examine
these claims by such people rather
carefully,

Mr, Chairman: Haffkins Institute is
a very famous institute.

Dr. T. R. Govindachari: Sir, I sub-
mit that one must be very careful
when claims are made that it s a
cheaper process and all that.

Mr, Chairman: In the case of a re-
search institute like the Haffking In-
stitute in Bombay, when it is a new
method and a cheaper method, why
should they be denied? Practically
you are shutting out their discovery?

Dr. T. R, Govindachari: My point
ig that why should the person who
makes the initial discovery be pre-
vented from reaping the benefit of his
discovery?

Mr, Chairman: Do you think that
the return of the patent is more im-
portant than the health of the nation
in a poor country like India?

Dr. T. R. Govindachari: I would
not say it is so, o
N 24
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Mr, Chaieman: If the health of- the



nation requires that a product should
e 'made through a cheaper process and
in sufficient quantity, and a new scien-
tist makes such a discovery, why
should he be denied? Why should we
give monopoly to the earlier paten-
tee—the Indian or a foreigner?

Dr. T. R. Govindachari: Such cases
are very rare. '

Mr. Chairman: Why should it be
shut out?

Dr. T, R, Govindachari: So that
there may be some incentive for
research.

Mr. Chairman: But that way you
will be killing the incentlve for re-
search

Dr. T. R. Go chati: I am
sorry I do not agree with you.

Mr. Chairman: You know some
countries are thinking of restricting
the patent period for drugs and
.articles of food, We are restricting
it to ten years. Why should you obJect
to it.?

Dr. T. R, Govinhcharl Because
1 explained to ‘you. "

Mr, Chairman : There is the other
view also.' You said that’ ho other
foreign firm has started meamh
xnstxtute of basic industries. ‘

Dr. T, R, Govindacharl: When this
patent law and all that came in, they
hesitated.

Mr, Chairman: The main object of
a patent is to engage in research and
mainly within the country. All- the
foreign firms are importing interme-
diaries and selling them in India. Do
you agree with that?

Dr. T. R. Govindachari: The thing is
you must remember there is no fine

organic chamxcal industry in thh
country. Tt

Mr, Chairman: The foreign paten-
tees have not started research,

Dr. T. R, Govindachari: How can
they start when in nine cases out of
ten the starting materials are not
available here, and there is difficulty
in importing materials. Licences are
there. We have to depend for all our
fine chemicalg on imports. Raw-mate-
rials are 6 to 10 times costlier here than
in well-developed countries 1like
Switzerland and Germany or England
or USA, That is why people hesitate.

Shri K. V., Venkatachalam: Under
the existing conditions, there is one
school of thought that if you take
away the patent system, the develap-
ment will be quicker and more rapid.
There is another school of thought that
1f you take it away, there will be a
setback What is your view?

Dr. T. R. Govindachari: I frankly
think “that if you take it away, the
development expected to occur-in the
near future will not materialise,

Shri K. V, Venkatachalam: What is
your assessment of the rate of pro-
gress of the pharmaceutical industry
during the last 6 or 7 years?-

Dr, T. R. Go\’vlndacharl: There are
administrative difficulties .
nothing can be dohe without the con-
currence of Governmeht and it takes
a long time to get any project
through. Still, I think there has been
considerable progress in the pharma-
ceutical industry. CIBA have put 'up
a multipurpose plant 3 yearg ago
which can make a whole host of
pharmaceutical chemicals which were
not being manufactured here before.

Shri K. V. Venkatachalam: If this
Bill is passed, will CIBA's actwitxes be

'affected in any way"

~
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Dr. T. R, Govindachari: VYes. It
other people start manufacturing the
same things and selling them at cut-
throat prices, naturally CIBA’s profit
will go down and correspondingly our
research activities also will be affected.

Shri K, V. Venkatachalam: What is
the exact relationship between your
research centre and the main CIBA
concern?

Dr. T. R. Govindachari: CIBA of
India is an independent company with
several divisions like the pharmaceu-
tical division, pesticides division, etc.
Ours is the research division and we
do work on pharmaceuticals and
dyestuffs.

Shri K. V. Venkatachalam: To what
extent is your day-to-day activity
directly related to any problems that
CIBA may have in their pharmaceu-
tical division or pesticides division,
etc.?

Dr. T. R, Govindachari: Nothing at
all. Our task is to develop new drugs
and dyes.

Shri K. V. Venkatachalam: Is your
annual programme approved by them?

Dr. T. R. Govindachari: There is no
question of anybody approving or dis-
approving, We get funds from CIBA
of India and we work and produce
our results, As long as the Director
enjoys their confidence, there is no
question of approval or disapproval.

Dr. A. Joga Rao: From a study of
the history of scientific development
how is it possible to reconcile to your
view that a single jndividual more or
less possesses monopoly of all possible
processeg for a particular product? I
shall cite three instances relating to
the heavy chemical industry and the
fine chemical industry, Awmong the
heavy chemicals you are aware that
caustic soda was being made using
several kindg of cells, The devices and
equipment and operationg are differ-
m.u&o there is a wide range of al

ques:for achieving fhg

c soda, Taking Hn

807(B) LS—$. I

.chemicals, hydrogen peroxide -and
ozone can be produced not by one me-
thod but by so many methods. It is not
possible therefore to accept that all
these methods must be conceived and
thought of by the same individual
apart from the fact as to whether that
individual lays claimg to them by
means of patents or not. We cannot
take for granted the ominiscience, so
to speak, of an individual or organi-
sations in such matters.

Take the polyhydric alcohols like
sorbitol and mannitol, They may
have some uses in the pharmaceutical
industry, but they are also used in the
tobacco industry and other industries.
Patents had been taken out and they
had expired. Is it not possible for
you to conceive of their production
by alternative processes? The history
of science does not seem to me to bear
outthat it is the same individual who
always has the ability to think and
exhaust all possible processes for achi-
achieving a particular goal,

Take the illumination devices. There
are so many. If a broad patent is
granted for light producing devices it
will prevent others from developing
different alternatives, the fluorescent
tubelights for instance. So, a cer-
tain limitation is required to be
imposeq in granting patents.

You have experience of research
in private concerns. You also have
experience of fundamental and some
applied research earlier in the Madras
Presidency College. You have some
knowledge of the researches and
achievements of the CSIR laborato-
ries also. Do you think there is
anything which is wanting in these
latex laboratories and institutes which
if supplied may contribute to their
working on more productive and
fruitful lines such as in CIBA, for
instance?  After all, the same men
(i.e.) scientiflc workers go from these
places to these and may be, vice-

~versa, and generally it is agreed that
the men are all right, g

7 Gl knoby. that in the beginnivgy
Ny ”in ' Bhsimgar'a time, the CSIR
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‘there are new methods

was taking as many patents as possi-
ble in its name.

Afterwards, probably in the light
of past experience or, I do not know,
for some reason, it seems there was
a change in the attitude so as should
not to encourage the filing of pateuts
but publish everything instead freely.
Do you think the latter policy has
helped in the conduct of better te,
more productive research in these
public sector laboratories.

Dr, T. R. Govindachari: You gave a
number of examples to show for the
same product there can always be
new processes forthcoming. But
there is always a world of difference
among different fields, In the phar-
maceutical fleld, where you have a

-specific orgahic compound, any capa-

dle organic chemist will definitely
think of all possible ways of making
it, between the date of filing the
first application to the filing of the
complete specifications.

Shri K, V. Venkatachalam: You are
limiting it to pharmaceutical prepa-
rations only? '

Dr. T. R. Govindachari: Yes, I agree
that in the matter of caustic soda
which can
produce it at a cheaper price. Here,
in the case of pharmaceuticals, the
compound has a specific organic
structure and the number of possible
ways of making it is not unlimited.
Any clever organic chemist can think
of all the possible ways and it will be
very difficult to pick a laophole. If
you do not give a product patent but
only a process patent, a -:ompetitor
will make the product by some pro-
cess which was already conceived of
and claim it as a different method.

About the second point, it is all a
question of emphasis and direction.
In a private firm, people accept an
assignment for a specific purpose and
they .try to do their best, whereas in
a public laboratory the same amount
of control is not there and peopla:are

.-allowed: %o do. as they iplease. TNere

by

-is more :of team work in-a private
laboratory.
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Shri K, V. Venkatachalam: Why?
It is due to the atmosphere or is it
due to the psychqlogical effect?

Dr. T. R. Govindachari: I do not
know. My own experience is that
there is more team work. Of course,
some of the national laboratories are
doing outstanding work. The people
there are as qualified as the people
we have. They have the same back-
ground, accomplishment and all that.
But when we put them together I
think there is less direction than what
we have, and the orientation and the
emphasis probably is not so much
there. In our case, nobody tells us
what to do. We are there with the
task of producing drugs. Our first
job is to discover something new
which will be useful as g drug. We
do not spend our time because it is
not somebody telling us we should
not do this or do that. It is a self-
imposed discipline. We will work in
a field which is likely to bring the

‘quickest possible result. In a National

Research Laboratory they work on
something which may have long range
benefits, which may be useful after 50

years, which may revolutionise the
whole concept of science.
About the question of patents, I

think the CSIR believes in taking
patents. In the Food Research Insti-
tute, in the Leather Research Insti-
tute, people do take patents. In the
matter of exploitation of patents the
response has not been good and that
may be the reason why there may
be some slowing down.

Dr. A. Joga Rao: The CSIR was not
stopping the taking of patents but
they were trying to discourage it and
as far as possible, except in very out-
standing caseg of inventions and of
course invariably it hag to be with
the -approval of the head of the
department. As an alternative they
thought publication of non-technical
know-how would be more useful and
anybody who was interested in a
particular productipr process was free
to contact the CSIR directly and ‘on

-



payment of some royalty or even
freely they could get all the details
about it. They seem to be of the view
that that was the best way of develop-
ing indigenous industry.

About my first question, I am gtill
' not able to understand what you say.
You say that in the pharmaceutical
fleld it is possible to think of all
possible permutations and combina-
tions for a certain compound. If for
an organic chemical compound, which
is a very complex thing, it ig possi-
ble to think of all possible combina-
tions, it might be perhaps much
easier in the case of a much simpler
substance. Take for instance,
cuprous oxide which ig used in paints
for the bottoms of ships. It is an
antifouling ingredient. There are
various grades. Chemically it may be

¢ O. But from the point of view
of its suitability for the purpose in
view its fungicidal property and its
gtability to remain so without being
oxidised etc., products from different

gsources may be differently. What you

say amounts to this—that it should be
possible here also and work out gall
possible ways of producing that sub-
stance which meang that nobody else
can produce the same substance,
which is chemically the same and
equally effective, by an alternative
method. History does not bear that
out; and current scien'ific literature
constantly reveals many examples.

Dr. T, R. Govindacharl: You are
comparing entirely different fields
which cannot be compared at all. In
the pharmaceutical fleld a particular
compound has a particular structure
from the point of view of biological
activity. Any organic chemist worth
his salt will know what are the
various reasonable ways of making
that compound. He will take steps
to see that all those steps are worked
out and the cheapest and the most
productive method is adopted. For
somebody else to come along and say
. ﬁ hat he has found out a better method,
'the chances are one in a, thou!and

Ma!. MMIean undemt!nd
thntacomemorbodylikeyounwﬂl
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alwayg think of trying to make the
claims as broaq as possible on ‘the
scientific side, so that others may not
tread on their foot. But we in the
patent office would prefer to allow
claims which are limited and well
defined.

Dr. T. R. Govindachari: The chances
of developing new methods are so
remote.

Shri Kashi Ram Gupta: You have
suggesteq a boarq of expert scientists
to scrutinise the claims for compul-
sory licence. Should it be an advisory
board?

Dr. T. R. Govindachari: Yes, that is
the suggestion.

Mr. Chairman: Are your researches
open for exploitation by the public in
India or are they exclusively for
CIBA?

Dr. T. R. Govindachari: They are
exclusively for CIBA.

Mr. Chairman: Suppose somebody
in India wants to apply for a com-
pulsory licence. Could he do so?

Dr. T. R. Govindachari: I think the
present law does not allow that.

Mr. Chairman: Are you responsible
only to the Indian company or your
parent company?

Dr. T. R. Govindachari: To CIBA of
India.

Mr. Chairman: It is a world-wide
organisation and it has come in for a
lot of criticism by the Kefauver Com-
mittee of USA.

Dr. T. R. Govindachari: I know tke
general trend of the Kefauver Com-
mittee Report. But I have not s2en
the specific criticism of CIBA.

Shri R. Ramanathan Chettiar: 'vhe
witness has answered his questions on
sellers’
The research
timt he /iy doing ig also'based on thht
assumption. Does he not envisage an



assumption. Does he, not envisage a
situation in the not distant future
when there will be a buyers’ market
in which case he will have to face
competition?

Dr. T. R. Goviadachari: Definitely.
That ig all the more reason why we
should have patent protection when
we have a buyers’ market. When we
have spent a lot of money, when we
discover something very effective we
must have the opportunity of getting
back what we have spent. Otherwise,
no concern will spend any money on
research.

(The witness then withdrew)
II. All India Drugs & Pharmaceuticals

Manufacturers’ Consultative Com-
mittee, Bombay.

Spokesmen:

1. Dr. Gurbax Singh, Leader,
2. Shri G. M. Parikh,

3. Shri R. Ganesan.

4. Shri B. S. Giri.

. All India Manufacturers’ Organi-
sation, Bombay.

Spokesmen:
1. Shri Hansraj Gupta, Leader.

2. Shri G. M. Parikh | Member

3. Shri B. 8. Giri (o
4. Shri R. Ganesan C;""z:,’_
8. Dr. Gurbax Singh t1ee

IV, Sarvashri G. M. Parikh, H. J.
Vaidya angd 8. C, Nanabhal, Zandu
ll:‘harmacentioal Works Ltd., Bom-

yo

(The witnesses were called in and
they took their seats.)

Mr. Chairman: The evidence that
you give will be published and laid
on the Table of the House. Even if
you want a particular portion of.your
evidence to be treated as confidential,,
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'your Memorandum and that has been

circulated to the Members. If you
want to stress any particular point or
make out any new point, you may
do so. Afterwards, the Members will
put some questions and you may
answer them. I find that, by and
large, you are in agreement with the
provisions of the Bill and that there

' are very few points on which you

differ.

Dr. Gurbax Singh: I have been
asked to represent Dr. Basu here.
Before I begin, I might mention that
the All India Manufacturers’ Organi-
cation and ours are one and the
same. We.are representing manufac-
turers’ interest only. If you have no
objection, we may be heard together.
That will be better and much easier.
That will save the time of the Com-
mittee also.

Mr. Chairman: I have no objection.
We can call them together. Mr.
Parikh, do you want a separate hear-
ing on behalf of the Zandu Pharma-
ceutical Works, Ltd., Bombay?

Shri G. M. Parikh: I leave it to you,
Sir. 1 have no objection to be heard
along with them.

Mr. Chairman: So, we can take up
all the three groups together. The
spokesmen representing all the three
organisations, the All-India Drugs and
Pharmaceuticalg Manufacturers Con-
sultative Committee, the All-India
Manufacturers’ Organisation and the
Zandu Pharmaceutical Works Ltd.
are here.

The evidence that you give is pub-
lished and printed. It is distributed
to all the Members of this Committee
and also laid on the Table of the
House ang distributed to the Members

., that will ke supplied to the Memperay. . #f Pasliament. . Even, if you wagns any
] P v 9% : , Wé a
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ual, it will be supplied to the Members
of the Committee, Now, we have re-
ceived your memoranda and they have
been circulated to the Members. If
you want to stress any particular
point or make out any new point, you
may do so. Afterwards, the Mem-
bers will ask some questions and you
may reply them.

Shri Hansra) Gupta: With your
permission, Sir, at the outset, T must
thank you for giving us this opportu-
nity to appear before this Commitee.
We are also very happy that after all
after a long waiting this Bill has come
up. We have always been feeling that
the old Indian patent law that has
been prevailing uptill now has not
been able to stimulate inventions and
it has not been able to encourage the
Indians to make more and more In-
ventions. In any case, since we are

. concentrating on the various clauses
of the Bill, T will point out only those
clauses where we want certain amend-
ments to be made.

With respect to clause 27, ‘we would
like that the applicant should be given
an opportunity to show cause as to
why his application should not be re-
jected. .As the provision is, the Con-
troller may refuse’ to give him the
permission without consulting him on
account of various reasons that might
come to his notice. We think that
that is not fair and that the applicant
should be given an opportunity of
having his say. After all, the Con-
troller has got the right to reject the
application. If the opportunity is
given to the applicant, that will be
better in the interest of all. What we
are suggesting is that, in this case, the
applicant should be given an oppor-
tunity to come forward and show
cause why his application should not
be rejected.

Clause 48 provides that patent
rights shall not be deemed to be in-
fringed when the patented article or
the product made by the patented
process is imported by or on behalf
©of the Government for the use of the
Government and other organisations

working under the Government. This
grants unlimited powers to the Gove
ernment and also militates against
the basic objectives which are behind
the grant of a patent. We submit
that this power should be given only
where the patent has not been work-
ed for producing sufficient quantities
to meet the requirements of the
country. Otherwise, it would not be
very fair.

Clause 53 is in respect of the period
for which the patent is to remain in
force. Here you have given ten years
in somé cases and fourteen years in
other cases. We submit that the
period of ten years is quite sufficient
and in case the man comes forward
and gives valid reasons, the period
may be extended to 14 years; other-
wise, it should be 10 years. Formerly,
as a matter of fact, the suggestion was
that the period should only be 7 years,
but you have been good enough to
make it 10 years. It should be ex-
tended to 14 years only in very special
cases.

Clause 64 is in respect of revocation
of patents. Here I would like to refer
you to the following:—

¢“Where the patent is for a pro-
cess or for a product as made by
a process described or claimed,
the importation into India of the
product made abroad by that pro-
cess shall constitute knowledge
or use in India of the invention
on the date of the importation.”

Here we would like to point out that
small quantities may be imported to
carry out experiments and tests in
this country and that should not be
treated as knowledge having come
into this country. So this should not
affect a product thus imported fo-
the purpose of tests or experiments
only. Except for this small amend-
ment or restriction, this Clause is
perfectly alright,

Regarding Clause 82, the definition
of “process” ig not very clear. I sub-
mit that it is necessary that the word
‘“process” be deflned in this Clause so



as to restrict the patentee from regis-
tering all permutations and combina-
tions or processeg which were not ex-
perimented by him in his own labo-
ratory; otherwise, he will cover the
entire gamut of activity and make it
impossible for any other person to
carry on research. This is a case
where we can very well define the
process and limit it only to those
processes which have been experi-
mented upon by the patentee.

I now come to Clause 83. This
lays down general principles, with
which we are in full agreement. We
very much welcome this Clause.

Similarly, Clause 84 is something
which we want and which we wel-
come.

Clause 85 is regarding granting of
compulsory licence. Here we sub-
mit that there is a possibility of car-
telisation; all these people might
come together and form themselves
into a cartel and might particularly
keep the prices up. So, while the
matter is being gone into by the Con-
troller, he should also see to it that
there is no possibility of cartelisa-
tion. It is very difficult to know at
the time when the application is made
whether the people will form them-
selves into a cartel or not. But even
so, probably some clause can be in-
troduced which will make it impos-
sible to form a cartel subsequently
and the licence may be revoked in
case it is found that cartelisation has
been done.

Mr. Chairman: That is more in the
province of Company Law.

Shri R. Ramanathan Chettiar: In
other words, we do not want mono-
polies.

Shri Hansraj Gupta: Yes. The
Controller should be in a position to
take some steps. You can provide
some clause for it in the Bill.

Mr, Chairman: That may be one
of the reasons for revocation?

$ari Hansraj Gupta: Yes,

In respect of “licences of right”,
there is a,little distinction which we
have made in Clauses 86 and 87. For
some of the products, the licences of
right can Be given after three years,
but in the case of drugs and pharma-
ceuticals the licences of right will be
granted as soon as the patent has
been sealed. We submit that, in this
case, the patentee does not get a full
opportunity to exploit his patent.
Therefore, so far as drugs and phar-
maceuticals are concerned, a period
of three years should be given as in
the case of the other products.

Mr. Chairman: What is the time
that you suggest?

Shri Hansraj Gupta: Three years,
just ag in Clause 88. Once you agree
to that necessary changes may have
to be effected in various other clauses
also. Drugs and pharmaceutica]s also
fal] in the same line and three years’ °
time should be given to the patentee
here also; afterwards, it may be en-
dorsed with “licences of right”. '

Shri R.- Ramanathan Chettiar: So
you agree with the period of three
years,

Shri Hansraj Gupta: Yes,

In respect of Clause 88, you. have
suggested that the royalty should not
exceed 4 per cent. On going through
one of the memoranda given by the
UPIA, 1 find that the average royalty
which they have worked out is only
3.1 per cent. If that is so, we may
put the royalty even as 3 per cent and
I would not mind that. Of course, I
agree to 4 per cent.

Shrl R. Ramanathan Chettiar: That
is the maximum.

Shri Hansraj Gupta: Yes; we quite
agree to that.

Clause 90 spells out in detail the
circumstances in which reasonable
requirements of the public shall be
deemed not to have been satisfled.
We submit that, if the working of a
patent in India is to be looked upén



as an essential obligation on the part
of the patentee, the very fact that the
patentee has not cared to manufac-
ture in India the patented article
should be sufficient to coficlude that
reasonable requirements of the pub-
lic are not satisfied. Therefore, we
suggest that the Clause be amended
to read as follows: —

“If the patentee has not manu-
factured in India to an adequate
extent and supply on reasonable
terms for any justifiable reasons,
the patented articles-or a part of
the patented articles which is
necessary for its efficient working
or if, by reason of the refusal of .
the patentee to grant a licence
or licences on reasonable
terms...”

So far as Clause 92 is con-
cerned, it is quite allright, But
at the same time we submit that
the rules which have been formed
under the old law are defective and
new rules should be framed as early
as possible and care should be taken
that those defects do not come in.

Clause 93 spells out the power of
the Controller in granting compulsory
licences. In the original Act, the
appeal was to the High Court of
Calcutta. The appeal to the Central
Government is likely to be governed
by non-judicial considerations. We,
thereffore, submit that an indepen-
dent tribunal may be appointed spe-
cifically for this purpose,

Shri R. Ramanathan Chettiar:" Do
you want an appeal to the Central
Government or to a judicial court?

Shri Hansraj Gupta: We want the
appeal to go to a judicial court. But,
a specjal Tribunal might be appoint-
ed.

Shri R. Ramanathay Chettiar: You
want the powers to be vested in the
Central Government.

Shri Hansra] Gupta: Yes, Sir. We
very ‘much welcome clause 96. Simi-
larly, we welcome clauses 97 and 98

too, In the case of clause 99, powers
are given to the Central Government
to use a patent or invention for the
purposes of Government. We suggest
that the Government should not be
given such unrestricted powers to use
the patent without due processes of
law,

Shri R. Ramanathap Chettiar: In

case of emergency?

Shri Hansraj Gupta: In case of
emergency such as for defence, we
have no objection to such powers be-
ing used by Government. We want,
however, that the patentee must be
given some prolection.

Mr. Chairman: What ig the pro-
tection that you want to be given to
the patentee in such cases?

Shri Hamsraj Gupta: We do not
want any protection to be given in
the case of emergency. In case of
emergency, this clause is all right.
In such cases, the usual processes of
law might be followed. In other

cases, you might give 4 per cent as
royalty.

Mr. Chairmam: In other words, do
you want that some compensation
should be given?

Shri Hansraj Guapta: The normal
compensation which you have already
provided for in the Bill might be
given. The Controller should decide

as to what compensation should be
given.

In the case of defence, we don't
mind, So far as compensation
is concerned, it might be paid accord-
ing to realisations that you have laid
down already. But, this should not
exceed 4 per cent,

Shri R. Ramanathan Chettiar: This
4 per cent is about royalty.

Mr. Chairman: Let him finish what

he wants to say. You may then put
questions to him.

Shri Hansraj Gupta: I am talking
about the compensation to be given to



a patentee in case the Government is
compulsorily using their patent. This
might be decided upon by the Con-
troller. It is possible that it might
even be lower than 4 per cent. That
should be done as per the regulations
provideq for here. The only point
t1at we want to submit is that such a
cumplete expropriation is not called
for.

Dr. Gurbax Singh: I have nothing
more to add.

Shri G. M. Parikh: I would like to
add only one thing. As I have men-
tioned to the Study Group in
Bombay, this Bill may kindly be pass-
ed as early as possible, before it
lapses.

Mr. Chairman: We are all equally
anxious.

Shri G. M. Parikh: That is the only
point that I go.on repeating.

Dr. C. B. Singh: You are represent-
ing three very important sections of
the Industry. May I know whether
any of thesa groups which you repre-
sent have put in their patents any-
where as far as drugs are concerned?

Dr. Gurbax Singh: Unfortunately,
we have not put in any patents any-
where. But certainly our products
have brought down the prices very
much.

Dr, C. B. Singh: That is a different
question. Have you put any of your
product with any patent?

Dr. Gurbax Singh: Not by ourselves.

" Dr. C. B. Singh: The second ques-
tion is this. What is the amount of
money that you go on spending on re-
search putting all of you together? We
want a reply for this since you are
representing three groups.

Shri G. M. Parikh: Every body is
doing the research in his own way.
Here the question is about the avail-
ability of raw materialg like interme-
diarieg and solvents for doing the re-

search. For example, for research,
certain instrumenty are necessary, But,
because of the import restrictions and
foreign exchange difficulties, it could
not be done,

Another thing ig that since 1962
there is not enough scope for 'making
any products because of ceiling of
prices so that the industry can plough
back its money for research. Another
important thing is that if the Bil] is
amended and if the process is worked
out, scope will be given to the Indian
technologists to do the basic research.
Unless and until something is done in
this regard, the thingg which are al-
ready existing with the Indian indus-
tries cannot take them up. Even if
the process of any drug is worked out,
it is doubtful whether they would be
able to exploit that,

Dr. C. B. Singh: You are not sure
that you will be allowed to exploit
the patent.

Shri G. M. Parikh: I would cite as
an example Sulphadiozine and Talbu-
tomide tablets. The State Govern-
ment could not exploit the process
and develop them still further as they
were covered under patent laws.
More than about 123 processes of
Talbutomide have been registered
under the present Patent Act. If
anybody works out any process, he
cannot come in because the process is
already sealed under the Patent Act.
Therefore, we have suggested in our
memorandum that unless and until
the procegg that has been worked out
in the laboratory is developed further
and put in the market as a product, it
would be difficult to take advantage
of by the people.

Dr. C. B, Singh: You are talking
about a case which has been going on
anq which has not been decided. I
am not concerned with that. I know
that there are two famous cases; we
are not concerneq with that. My
point is this, How much money you
have been spending on research so far?
I hope you will agree that only by
research of many types of new phar-



maceuticuy drugs that you can deve-
lop new drugs and put them in the
market, You have not given your
answer as to how much money has
been spent on research in this regard.

Dr. Gurbax Singh: The question of
research to such an extent in the case
of pharmaceutical industrieg will, I
am afraid, take about ten years from
now and not just now. I am making
this statement because it is only since
1957 or go that these series of manu-
facturers of drugs have come up in
this country. Prior to that, it all
depended on imported drugs only.
Unfortunately, all these years, every-
one was preferring the medicines
manufactured abroad. It is only since
1957 we have been manufacturing the
drugs here. Whatever products that
we have put in, the manufacturers
alone can tell you as to how much
money has been spent Tor propagating
their trade marks and their drugs as
compared to the foreign ognes.

Coming to research, I must say that
to-day Indian financiers or capitalists
seem to be anxious about immediate
profits rather than awaiting for profits.
This is an unfortunate mentality, I
am afraid that the manufacturers are
hardly in a position to think of re-
search at the moment to a large extent
as in other countries. So, if I say
that about Rs. 50,000 has been spent
by my company alone, it is nothing as
compared to crores of rupees that have
been spent on research by foreigners.
Foreign companies are more than g
century old whereas we took up manu-
facturing of drugs only a3 few years
ago. Prior to 1856, some of the people
were dependent on the imported
drugs. Some of the manufacturers
have put yp research laboratories here.
So I would respectfully say to Dr. C. B.
Singh that research work will be done
only after some time, not just now.

Dr. C. B. Singh: It is so not only in
the pharmaceutical field—because you
have not put in the money there at
all; you have only been getting the
formula and propagating the drug. But
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even in the national laboratories—that
is the most unfortunate part of it—
hardly anything has been done. That
is what I am trying to put before you.
What will you suggest so that this im-
portant activity of forming, formulat.
ing and finding out newer drugs by a
particular process or by patented
methods can be promoted? Could you
suggest how this process can be help-
ed because it is in our interests and
it is in the national interest?

Dr. Gurbax Singh: I am extremely
grateful to you for putting this sug-
gestion before the Committee. I do
feel that the Indian pharmaceutical
industry badly needs that aspect of
research. To my mind some good re-
search work is being carried on in our
national laboratories. But so far as
the pharmaceutical manufacturers are
concerned, I need hardly tell you that
to-day the investor wants a return and
dividend every year rather than think-
ing of research. The pharmaceutical
industry in India is very much in its
infancy. Of course there are people
who hrave been in the field for 50 years
or so, but they have not done any-
thing at all jn the fiel§ of research.
They have been getting foreign re-
search.

Dr, C. B, Simgh: A lot of talk has
been going on about the process and
product patents; whether the process
alone is to be patented or the product
alone to be patented or process-cum-
product to be patented. Our Bill pro-
videg for process alone. We have
three alternatives. What will you
suggest the best thing in the interests
of our country? ’

Shri Hansra] Gupta: We have been
suggesting that the processes which
have been éxperimented upon by the
patentee should be patended. Neither
the product nor any other  process
through which he has not experiment-
ed himself should be patented.

Dr. C. B. 8ingh: That means the
product by that process is not pro-
tected,



Shri Hansraj Gupta: Only the pro-
cesseg which he has experimented him-
self to be patented. Any other person
can certainly manufacture that product
through other processes. Then the
patent is not going to militate against
him. If he is using the same process
which the patentee has patented, then
of course he is barred. Otherwise, if
the process is entirely different, he
can certainly manufacture that pro-
duct.

Dr. C. B. Singh: Evidence has come
before us that Chemistry has advanc-
ed so far and is advancing so much
that the difference in processes is al-
most thinning out day by day. The
processes are more or less stereo-
typed and through thege various pro-
cesses you can by adding a molecule
here or a molecule there bring out
various products. In view of that
will you lay stress entirely on process
alone or will you combine the process
and the product?

Shri Hansraj Gupta: In our opinion
it should be only process.

Shri M. L, Jadhav: In the Bill a 10-
Year period is provided for certain
products and ‘a 14 year for certain
other products. Would you like to
have a 10 year term for all and second-
ly shoulq it be from the date of appli-
cation or from the date of sealing?

Dr. Gurbax Singh: It should be from
the date of sealing.

Shri M. L. Jadhav: Will you think
that when you say that our pharma-
ceutical industry have spent very little
on research and if 10 years is *he
period, then in that case it is likely
that India may be deprived of some
good medicines because of pon-avail-
ability of foreign intervenfions?

Dr. Gurbax Singh: In view of the
present anti-biotics and other products
which are already in the market, I
have very little doubt if India will be
starved of products of pharmaceutical
line in case the 10 year period is kept,.

. Shri K. K, Warlor: You said that
you would like to have thig ten year
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period retained. I wish to know whe~
ther after the 10 years or at the expiry
of 10 years if a new process is added
to the original patent, you would re-
quire some more extension of the
period?

Shri Hansraj Gupta: We do not
want, but if a Case is made out and
the Controller is satisfied that a little
more time should be given, then an-
other 4 years may be given and that
is the limit.

Shri K. K. Warior; In the pharma-
ceutical field we are told that about
90 per cent of the original patents
have expired already and the Indian
manufacturers are exploiting those
now. How does this Patent Bill affect
the remaining 10 per cent? What are
the repercussions that will be on the
remaining 10 per cent when the 80 per
cent ig left to you for exploitation?

Dr. Gurbax Singh: If I am not mis-
taken only the balance 10 per cent
came as the latest products and it is
the right time that we should be given
an opportunity to use this 10 per cent.

Shri K. K, Warior: Unless and until
our pharmaceutical industry can come
of age should we not give some margin
for these medicines or drugs to come
here so that at least from the people’s
or consumer’s point of view it will be
advantageous.

Dr. Gurbax Singh: I will be grate-
tul if some spécific questions are out
becausé it is a very general question,
If you kindly ask about any particular
product, T can answer,

Shri K. K. Warior: In the present
stageé ' of the pharmaceutical industry
abroad they have more facilities; they
have more equipment and all the in-
termediateg and basic materials. All
these advantages are there and if they
come forward with life-saving druge
and if their products are patented here,
do you want to exclude the Indian con~
sumer and the Indian ‘public from
using that simply for keeping those

products away by patent restrictions
here?



Dr. Gurbax gingh: I am sorry I can-
not answer this question as it is very
vague. If you kindly specify any pro-
duct, I will be able to give a definite
answer. What are those products
which you are aiming at? Our entire
medical profession to-day is depend-
ent upon a very few range of pro-
ducts—anti-biotics so many, then vita-
mins mean so many. I am afraid
with the exception of....

Shri K. K, Warior: We cannot say
that. Inventions come all of a sudden.
But the position ig that the circum-
stances are guch that they are in a
better position and keeping in view
the present stage of our industry, do
you want to exclude the Indian con-
sumer from the advantage of any new
drug coming from outside which is a
new . invention?

Dr. Gurbax Singh: I may bring to
the notice of my hon’ble friend that
the import of many of the medicines
ig already banned. We are not per-
mitted to import any medicine unless
under very special circumstances and
that too will be agllowed only by the
Drugs Controller. So far as drugs are
concerned which will use that formu-
latiop practically everything which
is' not being manufactured basically
in India is allowed to be imported and
there i3 no question that it will harm
public interest if the new patent is
given

Shri K K, Warlor: How is it that
the Indian prices of locally manufac-
tured substances are much higher than
the foreign prices, even taking into
account the present circumstances of
our development?

Dr, Gurbax Singh: Well, Sir, I am
very glad that you have put this ques-
tion. In fact I have myself pointed
out that the pharmaceuticaly or the
basic materialg that are being produc-
ed in India are much more costly than
thos~ nroduced by foreigners. I would
say in this respect that again the
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patents are coming in our way.” Now
let us take chloramphenicol, a general
name for Chloromycetin. I am one of
the pioneerg in this field. In 1947-48
when originally Chloromyceti, came
into thig countiry, 12 capsules to a
patient would cost Rs. 65. Now the
Italians don’t have any trouble with
patent law and they were selling at
Rs. 28 for 12 capsules. The price in
India was brought down from Rs. 65
to Rs. 35 In 1952; the American com-
pany was fined Rs. 9 lakhs when the
first consignment came from a compe-
titive rrm in Italy. Later on, they
went on reducing the price and now:
the price is Rs. 7.20 for wholesale and.
Rs. 9 for retail, whereas my company
is today selling it at Rs. 3.75. The
Government of India has granted im.
port licence for the import of Gurco-
mycetin (Chloramphical) from Ame-
rica. - The American price now for it ig
$85 (about Rs. 640) for one kilogram
whereas the same manufactured im
Bombay costs Rs. 410 per kilo. But
if it is imported fronr Italy, it will cost
only Rs. 180 per kilo. So again the
patent law comes in the way.

Shri K. K. Warlor: If I suggest that'
for the time being, let us not have any
patent at all for the pharmaceuticals, .
what is your reaction?

Dr. Gurbax Singh: Well,
mind.
Italy.

I don't
That is what happened in

Shri A, T. Sarma: In your statement,
you have stated that “the majority of
the foreigners who have taken ou#¥
patents in India never intended to
manufacture their patented medicines
in our country. These patents have
been registered in this country to pre-
vent Indian manufacturers from going
into the production of these products.”
What remedy do you suggest for this?

Dr. Gurbax Singh: The new Act is
the remedy. I might say for your in-
formation that the company which is-



now offering chloramphenicol at $ 85
took out a licence from the Govern-
ment of India for its manufacture
some 10 years ago. But even to-day
they are not basically manufacturing
the whole product here, If there are
19 processeg for its manufacture, they
start here from the 16th process or
something like that.

Shri A. T. Sarma: It is said that
India is lacking in technological deve-
lopment and technicians and that if
this Bill is passed, India may lose the
assistance of foreign technology and
technicians. Do you agree with that?

Dr. Gurbax Singh: I am afraid I
can't agree with this. I have already
stated that it will not affect our eco-
nomy or health if the new Patent law
comes into being and if some of the
manufacturers, who are actually
foreign manufacturers, come here and
say otherwise, it is only for profiteer-
ing at the cost of the poor patient and
-nothing else.

Shri A. T, Sarma: We won't have
any difficulty?

Dr. Gurbax Singh: Absolutely no
-difficulty.

Shri A. T. Sarma: India will be ablg
4o run its own industry without the
assistance of the foreigners?

Dr. Gurbax Singh: Yes, but with the
-exception of those basic raw materialg
for which you have already permis-
sion to import. Majority of the
manufacturers are already depending
on the indigenous raw materials now.
The import is only about 12 to 15 per
cent of the 1aw materials.

Shri G. M. Parlkh: Regarding tech-
nology and technical staff, on page 3
of the supplementary memorandum,
they have ‘stated that “the technology
employed in research and the manu-
facturing processes are #t present of
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the game high standards as applied in
advanced countries like UK. U.S.A.
and Japan.” Now the only thing is
that our technological staff should be
given an opportunity to work go that
when they get the facility to work,
they will create among themselves a
pool of workers in research and they
will get research-minded. At present,
they are only concerned with manu-
facturing and testing. To create re-
search-mindedness in the technical
staff requires certain training, and if
they are to work on processes the
industry must be sure that they are in
a position to exploit whatever they
produce in the labdratories, So the
provisions regarding the licence of
right and compulsory licensing will
give sufficient opportunity to the tech-
nological staff to develop the processes
and work and prepare themselves for
basic research at a later date,

Shri A. T. Sarma: Some foreign
witnesses stateq that if the present
Bill is passed, India’s industrial acti-
vities will move backwards. Do you
agree with it?

Dr. Gurbax Singh: No, we don't
agree with it. In West Germany and
Japan also, provisions for compulsory
licences and licence of right are pro-
vided.

Shri Kashi Ram Gupta: Licence of
right is not provided.

Shri A. T. S8arma: Do you -carry
any research work on Indian plants
and if so, have you found any good
results?

Dr. Gurbax Singh: I might only say
that the foreigners have come and ex-
ploited our country, its plants and the
scientific workers. We have not done
it ourselves.

Shri R. P. Sinha: I would like to
know if the hon'ble witness thinks
that the research work has basic im-



portance for the development of
technology and pharmaceutical pro.
duction in this country or not. Do you
attach importance to basic research?

Dr. Gurbax Singh: Yes, Sir. We do.

Shri R. P. Sinha: What should be
done in order that we may develop
basic research? What is your sugges-
tion?

Dr. Gurbax Singh: I do not think,
Sir, this is proper forum for me to say.
Some Government help should be
forthcoming for this.

shrl R. P. Sintia: Do you think
that Government help alone will de-
liver the results?

Dr. Gurbax Singh: No. Government
combined with private enterprise.

Shri R. P. Sinha: You have just
stated that no worthwhile research is
being done by the industry. It is a
known fact also. Now you say you
are not in g position to invest large
amount of money in research work.
Could you give us an idea what
amount of money is required for car-
rying on basic research?

Dr. Gurbax Singh: I am afraid, we
do not have any particular exprience
of that.

Shri R. P. Sinha: You have stated
yourself that basic research is impor-
tant. I agree with youu Now what
should we do in order that we may
encourage basic research. You have
said let there be only copying work
for the next 10 years. How do you
reconcile these two statements of
yours?

Dr. Gurbax Singh: Talking about
this, Sir, even abroad—specifically the
American people who are known to
be on the top in the research work
today in the pharmaceutical side—
even in America, if you go. into the
details of their research method, gou

561

will find, one or twd companies . do -
theiresearch and they sell ‘dut: 4heir . - syiicome ' vl At the same -Sinie’ om v

research to the other small manufac-
turers.

Shri R. P. S8inha: That we know. I
am merely interested in asking have
you applied your mind to this parti-
cular problem of developing basic re-
search in this country?

Dr. Gurbax Singh: Yes, Sir. We
have.

Shri R. P. Sinha: What is your
suggestion? How could this Commit-
tee help the progress of this basic re-
search in this country?

Mr.. Chairman: I think he has
already given the answer—Govern-
ment help combined with private en-
terprise.

Dr. Gurbax Singh: Our major prob-
lem is that today investor needs a
return immediately. We represent
the investors. We have to look to
their interests to begin with. What
we feel is we must try to bring in
products of foreign companies which
are popular. Sir, I am making a clear
statement. What happens to those
products. They are again being copied
by the international market—not by
Indians only. This is the position in
the world today.

Shri R. P. Sinha: Granting that, we
would like to put you in such a posi-
tion that you may make investment on
research. For example, take the
Jhandu Works. They are manufactur-
ing all kinds of Ayurvedic and Unani
medicines, but they are gll the time
copying the age old pharmacopoeia.
We would like that some basic re-
search should be carried out by the
Jhandu Works. What should we do
in order that you may find money to
make investment on research work?

8Shri G. M. Parikh: I would cite one
example of Canada. The Government.
itself supplements the research pro-
gramme in the private industry and
whatever is spent by the industry,
50 per cent of that is given by the
Canadian Government by way of
grant plus on the balance of 50 -ner
cent, thd 'lcomnpatry 'gets: relute dim .



-other intermediaries and other equip-
ment that are required to be imported
~and brought to this country for work-
ing these processes, testing these pro-
.cesses, a rebate on import duty and
other facilities—all that is also given.
If some sort of this type of assistance
.could be given, that would help.

Dr, C. B. Singh: They are being
given by the Indian Government
under the Indian income tax rebate
-etc.

Shri G. M. Parikh: Here the Cana-
-dian Government gives 50 per cent
grant plus 50 per cent of whatever the
-company spends. Actually the indus-
try spends 25 per cent. 75 per cent
comes from the Government directly
~and 25 per cent is given by way of
income-tax rebate,

Shri R. P. Sinha: So I understand.
"That is a good suggestion by you, We
should encourage research by grant of
subsidy from the State. I would like
to seck another clarification from you.
‘We have been talking about compul-
sory licences. The provision is al-
ready there in the present Act—forget
about the Bill. The existing provi-
sions in the Act give ample opportu-
nity for you to make an application
for compulsory licence to manufac-
ture any patented product. Now I am
told that much use of this provision
has not been made. Could you tell me
why you are not making use of the
compulsory licensing system in order
to bring forward patented products?
What are your difficulties? What
ghould bhe done in order that you may
make better use of this provision.
What is standing in your way to make
use of this provision?

Shri Hansraj Gupta: I think the
procedure under the present Act is
very complicated. The procedure
now laid down is very much simpler.
I think under the new Act the com-
pulsory licence provision will certain-
ly--help. the ;people te come forward

499 nlace before : the -Contrpiler that
;they.are in a position to manufacture
these articles. The Controller can go
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$ake advantage of the provision

through their applications and see
whether they have got the capacity
to do 50 and compel the patentee to
give the licence. In the existing law,
T do not think the procedure is con-
venient.

Shri R. Ganesan: The present Act is
so comprehensive and ambiguous....

Shri R. P. Sinha: It cannot be both
comprehensive and ambiguous.

Shri R. Gamesan: The Indian manu-
facturer who has to come forward to
put the money for research, is always
under the risk of being taken action
against by the existing powerful
group. So he is not in a position to
take the risk. The Patent Act that
is going to come into force makes a
positive assurance for incentive and
help. Then the Indian talent that is
now available can come with the capi-
tal and can do much. Besides with the
active collaboration of the national
laboratorieg now in India plus the
Indian talent that is available—l m
including both indigenous and the
people who have got sufficient training
in the modern sophisticated labora-
tories all over the world—the number
is very large and everybody is interest-
ed now but sufficient opportunities are
not given—active collaboration of the
private industry on the one side and
the Indian talent on the other and
assistance of the laboratories and wit.h
the immense facilities that are now
available—that will solve the basie
point.

Shri R. P. Sinha: The two witness-
es here have deposed one fact. The
first learned witness said that because
of the procedural difficulties in the
existing Act, you could not take ad-
vantage of the compulsory licencing.
Further you said now those difficul-
ties have been removed in the present
Bilt ‘and therefore you will be able t(;
o
compulsory licensing system:' now. I
would like to know why is it that

- mést of' the draps’ wHich’ have ‘fallen

out of the patent, whose patent life



has expired, are not being taken up
to be manufactured by you? 800
drugs are bemg used for common use
which have fallen out of patents. Why
are their manufacture not being taken
up by you.

Dr. Gurbax Singh: Quite a large
number of these products have al-
ready been taken up.

Shri R. P. Sinha: Could you tell

out of 800, how many are being manu-
factured?

Shri G. M. Parikh: Aspirin is being
manufactured......

Shri R. P. Simha:
have the number.

1 would like to

Dr. Gurbax Singh: We may not be
able to answer that question just now.
Quite a number of them have been
taken up.

Shri R, P. Sinha: 1 am talking of
800 drugs commonly used.

Shri B. S. Giri: Over 100 drugs have
already been taken in hand. The
Development Council’s statistics will
give the number of items taken in
hand.

Shri R. P. Simha: One more question.
‘We know that this compulsory licens-
ing provision is available not only in
our country but in other countries
also. And we are told that these pro-
visiong of compulsory licensing, where
the technology is quite advanceq in
other countries like England, are
never taken advantage of. We are
also told that the difficulty js to get
the know-how. It is not only im-
portant to enjoy the patent process
but it is also important to get
know-how to manufacture. Now,
have you experienced thig difficulty
to get the know-how, and if so, how
do you propose to get over that only
by meang of compulsory licensmg pro-
visions?

4 Hu RS i ow Hl intayp
u\rin’u.m m the
position in some of the foreign coun-

the,

tries that I have visited. -I discussed
this question with- some manufae-
turers. Our people are already
specialising in certain types of pro-
jects. But we have to be extremely
cautious in this line.
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Shri R. Ramanathan Chettiar: In
their Memorandum they liked to
know from the Controller the reasons
why the patent was rejected. That

- is under clause 127.

Dr. Gurbux Simgh: The point, Sir,
is very small. The intention ig that
in this democratic country we should
nA »give powers to just a single man,

Shri By Ramuﬂnn Chettiar: From
v theifime you filp ‘ar application, ‘'with



the Controller till the time the Con-
troller takes a decision on your appli-
oation, there will be a time-lag, and
then naturally you will know the
reasons which impelled the Control-
ler to come to a conclusion? Is it
“ necessary for the Controller to give
you the reasons?

Dr. Gurbax Singh: In order to
avoid complicationg at a later stage
and get the blame for one thing or
the other, there is no harm if the
Controller gives something in writing
to the applicant.

Shri R. Ramanathan Chettiar: De
you envisage the possibility that in
your judgment the Controller 1nay
err in which case you would like to
go in appeal?

Dr. Gurbax Singh: That is exactly
what we mean by this. It 1s better
that the Controller himself mav give
the reasons first so that lot of time
can be cut short in the subsequent
stages.

Shri R. Ramanathan Chettiar: 1In
the normal process your viewpoint
can always be put before ‘he Con-
troller and he can review the position
himself.

Dr. Gurbax Singh: That is exsctly
what we have meant by this. Instead
of rejecting straightway, let him give
the reasons so that an opportunity is
given to him to explain hig conduct.
He cap have in his file the fact that
the reasons were sent to ihe appli-
cant.

Shri B. Ramamathan Chettlar: From
kthe Teplies you have given to my
honourable colleagues 1 find that you
are representing the distributing
trade.

Dr. Gurbax Singh: No. We are all
manufacturers. I am the President
of Gurco Pharma Private Ltd

Shri R. Ramanathap Chettiar: I
think your colleague Mr. Hansraj
" Gupta was confusing the question of
royalty with the question of payment
of compensation. You would expect
compensation from Government if
807(B) LS—86. |
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they take up manufacture in an emer-
gency. Royalty is different from
compensation. Compensation is mot
provided even in the present Bill.

§hrl Hansraj Gupta: We want that
this man should be able to get some
compensation. We thought that the
royalty was sufficient compensation...

Shri R. Ramanathan Chettiar: Only
in percentage.

Shri Hamsraj Gupta: Yes,

Shri R. Ramanathan Chettiar: Com-
pensation should be the royalty per-
centage. Otherwise compensation is
not provided in the Bill

Shri B. K. Das: You have sug-
gested that there should be definition
ot_ the term ‘process’ so that there
might be one process for a single pro-
d'uct. I think if you accept the dic-
tionary meaning of the term, then
probably you need not have any
definition for that. Are you agreeable
to this?

Dr. Gurbax Sing: Actually ‘pro-
cess’ should be defined clearly in the
Act so0 that there is no confusion
about it.

) Shri B. K. Das: Suppose it is men-
tioned in the Bill that you want one
process only to be patented....

Shri Hansraj Gupta: One or more
processes provided all of them are
experimented upon by the patentee.
If it i3 not experimented, then under
the definition that process will not be
covered.

Shri B. 8. Girk: What we mean is
this; A process which has been ear-
ried out in his laboratory by the ap-
plicant. ‘We want that sort of defi-
nition.

Shri B. K. Das: He will say that
he has been successful in oroducing
a certain drug and he wants patent
for all the processes. It may be that
he will exploit only one process.



Shri B. S.
Chemistry we have so many pro-
«esses before you arrive at the flnal
product. For instance, nitration will
be done by various means. Mixing
fs a process. What we mean by
procagg is something which he has
carried out in hig laboratory. if he
has experimented with two processes,
lJet him have two. If he has experi-
mented with three, let him have
three; but not processes which he has
not experimented.

Shri K. K. Warior: Is there any
method to find out that he has expe-
rimented it in his laboratory?

Dr. Gurbax Singh: We have a com-
plete protocol for that in every labo-
ratory. The Controller can examine
that. Ultimately there is no objec-
tion to accept the dictionary mean-

ing.

Mr, Chairman: When a particular
phrase has no definition, the practice
is to accept the dictionary meaning.

Shri B. K. Das: Then you wanted
clause 87 to be deleted. But you
should know that this is one of the
important clauses in our Bill. This
Bill has tried to put drugs, medicines
and food on a different footing so
that our people in India will have
better advantage of exploiting them.
If only clause 86 is there, do you
think that all the safeguards provid-
ead in 87 will be available to them?
Will they not be prevented from ex-
poiting them?

Shri Hansraj Gupta: There was
discussion on thig very point in our
organisation. A pumber of people
were of your opinion. But the gene-
val concensus was that the patentee
should be given three years as in the
case of other articles. It is quite
correct that there was a difference
of opinion in our organisation on this
point.

. Shri Shyammandan Mishra: I have
two problemg in my mind. One is
that if the patent manufacturers

Girf: For example, in.
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deliberately keep the manufacture wmt
a low level and because the economy
of the scale is not available the
prices of such products are kept arti-
ficially very high, what remedy would
you suggest? Would you suggest that
it must be binding upon the paten.
manufacturers to keep to a particular
scale of operation, that is the opti-
mum level?

Shri Hansraj Gupta: We thought
that the Controller will go into that
matter whether he has been’ carrying
on manufacture according to the pub-
lic requirements.

Shri Shyamnandan Mishra: My
question is simple economics. Erco-
nomy of the scale should be available
to him if the product is to be cheap.
If a particular manufacturer delibe-
rately keeps the scale very low and
therefore artificially keepg wup the
price very high, should it not be laid
down in the beginning that he must
conform to a particular minimum?

Shri Hansraj Gupta: After all the
drugs may be manufactured. But to
that extent they may not be used by
the public. In case you compel him
to manufacture, he may manufacture;
but he cannot sell them. Therefore,
these two things have got to be ad-
justed. A little time may be given
to him. If the demand js there, and
still if he is producing at a low level,
the Controller can take action against
him,

Shri Shyamnandan Mishra: Should
there be a provision in law that
there should be a minimal require-
ment of scale of manufacture on the
basis of known demand?

Sihri G. M, Parikh: There is suffi-
clent provision already. If the manu-
facturer is not meeting the country’s
requirement, the Controller can re-
voke the licence and give it to other
pepple. Or, Government themselves
can take up the manufacture.

8hri Shyamnandap Mishra: There
iz a certain nuance of difference I am



trying to make. It may well nigh be
impossible for a particular manufac-
urer to meet the demandg of the
community entirely. But should it
not be insisted upon that a particular
unit conforms to the minimal re-
quirement?

Shri Hansraj Gupta: Where the de-
mand is already there he must be
asked to put up an economic unit.
We can make a suitable amendment
to that effect.

Shri Kashi Ram Gupta: How is it
possible to assess the demang when
the patent is granted?

Mr. Chairman: How can you lay
down that condition when the patent
is granted? It is not practicable.

~ Shri Shyamnandan Mishra: If the
actual known demand of the commu-
nity is X and if the production on the
basis of the patent is going to be X—
¥, should it not be laid down clearly
that the remaining unfulfilled demand
could be met by import?

Shri Hansraj Gupta: Apparently
there is nothing against it. 1 only
suggest that in the first instance, the
quantity Y should be allowed to be
manufactured here itself by means of
a compulsory licence or licence of
right.

8ardar Daljit Singh: In your memo-
rahdum you have said that the majo-
rity of foreigners who have taken
out patents dig not manufacture their
patented products in this country.
What is the number of such patents
registered in India?

Dr. Gurbax Singh: It may not be
possible to give the exact number.
But I can give some examples. The
total requirements of the country of
chlorophenecol according to Govern-
ment publications is 50 tons per year.
The licensed capacity already is more
than 52 tons, but the manufacture is
hardly 10 tons, that too not at the
basic stage, but from the intermediate

stage.” Other examples are tetracy-
cline, hydrochloride, vitamin C, ete.

Shri Kashi Ram Gupta: Other than
pharmaceuticals, what other indus-
tries are represented by you, which
hold patents?

Shri Hansraj Gupta: Radio, textiles
transistors, etc. There are several
industries.

Shri Kashi Ram Gupta: You say
that the period of paten‘s may be re-
duced to 10 years in all cases. Is it
the view of the manufacturers as a
whole?

Shri Hansraj Gupta: Yes.

Shri Kashi Ram Gupta: But not a
single manufacturer has given evid-
ence before us like that. This is the
first time I hear it.

Shri Hansraj Gupta: When we are
asking for 10 years, we are taking
into account the interests of other
industries and the interest of the con-
sumers also.

Mr. Chairman: Are other industries
represented in your organisation?
Have you taken their view also into
consideration?

Shri Hansraj Gupta: Yes. We con-
sidered it in our committee. Most of
the other manufacturerg also are re-
presented there,

Shri Kashi Ram Gupta: Do you
know that FICCI and CSIR have got
different views on this? They want
to stick to 16 years, for items other
than drugs.

Shri Hansraj Gupta: If the Con-
troller is satisfied that 10 years are
not sufficient, then 14 years may be
given. We do not mind it.

Shri Kashi Ram Gupta: That means
4 years will be the renewal period.

Mr. Chairman: They do not mind i
it is 14 years for other industries.



Shri Kashi Ram Gupta: I have
stated the opinion of CSIR and other
technical people.

Shri Hansraj Gupta: We do not know
about that.

Shri Kashi Ram Gupta: Dr. Gurbax
Bingh said that we may be able to take
to research in ten years. May I know
his idea about a unit of pharmaceuti-
cal industry which can have a research
wing of its own? )

Dr. Gurbax Singh: I can talk about
my own firm which has its office in
Delhi to which a visit from the hon.
Members of this Committee is always
welcome. We have about eight specia-
lists who are working only on re-
search. We are spending about
Rs. 50,000 a year at present. We have
¢ M. pharm,, 3 B. pharm and one B.Sc.
who are placed under the charge of
one medical man working only on re-
search. While we are developing new
products we are trying to deviate from
the ccnventiona] products that are
coming from foreign countries. I must
make a statement that it is very un-
economical. The moment we go to the
medical profession, they say that they
want time before they? change over
from the previous conventional pro-
ducts. Therefore, our own research
people say that they will take over new
products a little later angd they will
continue to manufacture the conven-
tional products. That is the state of
offairs with a majority of manufac-
turers. As I said, I would welcome a
visit from the Members to our firm.
We are doing research on vitamins and
also on herbs. We have not finalised
anything excepting those conventional
products which we are doing. For
instance, combination of anti-biotics
was in a very very ambiguous state
and the foreign companies were telling
that it was impossible for any Indian
company to do that. Fortunately, my
firm has been the first to do it and do
it successfully. Chloremphenicol was
never available from any corner in a
ready-made injection form. It was
available either in a powder form to
be mixed with water or in some other

way. My company was the first to

produce it in an injectible form and

we have been using it since 1858,

Shri Kashi Ram Gupta: You are
doing research on products and not
basic research?

Dr. Gurbax Singh:
product research,

We are  doing

Shri Kashi Ray Gupta: What would
be the minimum requirement of a
unit doing basic research? What will
be the yearly expenditure?

Dr. Gurbax Singh: About Rs. 4 lakhs
to Rs. 5 lakhs a year and in about five
or six years they can be very success-
ful.

Shri Kashi Ram Gupta: CIBA has a
research institute in Bombay. They
say they are spending Rs. 50 lakhs a
year, they have 25 senior scientists and
so on. Are you of the opinion that
such a large research unit is required?

Dr. Gurbax Singh: I do not think so.
It is very difficult to criticise anybody.
I would request this committee to go
into the details of their expenditure
and then they will see the real posi-
tion. It may be that to avoid income-
tax they show huge expenditure under
this head.

Shri Kashi Ram Gupta: There are
experts who have said that it takes
several years to finalise the clinical re-
search. Are you of the same opinion?

Dr. Gurbax Singh: No. I can say
that when we started manufacturing
the basic injectible product of Chlo-
remphenicol we first gave it to Safdar-
jung Hospital and, I remember, they
took six months to give a confirmative
report and after that we issued the
product. Unless hospitals refuse to
cooperate with the manufacturers, it
should not.take more than a year or
two.

Shri Kashi Ram Gupta: Are clinical
facilities the same here as in the Euro-
pean countries?



Dr. Gurbax Singh: Our doctors are
reluctant to try new products on their
‘patients. Therefore, what we do is,
we try the medicines first on animals,
which takes about six months, and
then we give them to the hospitals
who take another six months.

Shri Kashi Ram Gupta: You have
said that you require a period of ten
years. Is it from the date of sealing
of the patent?

Dr. Gurbax Singh: Yes.

Shri Kashi Ram Gupta: There are
also a number of model laws for deve-
loping countries. They also say that
ten years is the minimum period. But
seeing to the conditions of our coun-
try, do you think a ten year period is
sufficient?

Dr. Gurbax Singh: Ten years would
be the maximum.

Shri Kashi Ram Gupta: It means if
this Bill is passed we will be able to
have easy access to compulsory licens-
mg?

Dr. Gurbax Singh: I should think so.

Shri Kashi Ram Gupta: Then we will
be able to force foreign patentees to
either start manufacturing in this
country very soon or give compulsory
licence.

Dr. Gurbax Singh: Yes.

Shri Kashi Ram Gupta: What about
our local people, Indian firms who

want to have research? Will this
period. be enough?

Dr. Gurbax Singh: Yes.

Shri Kashi Ram Gupta: In your

memorandum you have said nothing
about clause 86.

Dr. Gurbax Singh:
agree with it fully.

Shri Kashi Ram Gupta: Can you give
some statistical data to elaborate this
point to show that it is not correct that
if this Bill is passed it will discourage
foreign investment in this country?

That means we
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Dr. Gurbax Singh: Here we are dis-
cussing the pros and cong for the bet-
terment of our own community and
not how much benefit should be given
to the foreign manufacturers. On the
contrary, I would be the first man to
say that even if we stop foreign manu-
facturers nobody in this country will
die for want of medicines. I can sup-
ply the required statistics if necessary,
So far as price structure is concerned,
besides help, we have to see how many
people in the ountry are dying with-
out medicines because they ' cannot
afford them. Looking into that, at
least our motto is to produce products
at the minimum possible price ¢ that
the poor patients can obtain them.
While that is our main motto as repre-
sentatives of the industry here, the
motto of the foreign manufacturers is
quite different. We have got some
statistics of prices which will prove
that. For instance, TB is a bad disease
in India and the price of one product
manufactured locally is Rs. 30 whereas
the price of the imported material is
Rs. 12, This is due to the operation
of the patent lJaw. For another drug
the local price is Rs. 31 while the
imported price is Bs. 7. For a third
drug the indigenous price is Rs. 90
while the imported price is Rs. 25.
These are all unpatented drugs. You
can see the difference. Once the new
Patent law comes into foroe, the local
prices are bound to come down.

Shri K. V. Venkatachalam: If, as you
sya, these are all unpatented drugs,
how will the prices be affected by the
passing of the new patent law.

Shri G. M. Parikh: Our high prices
are due to the cost of intermediates
which have to be imported.

Shri Kashi Ram Gupta: Do you
think that foreign collaboration is
needed or not for the next ten ycars?

Dr. Gurbax Singh; It is a matter of
opinion, Personally speaking, I have
done it without foreign collaboraticn so'
far. '

Shri Kashi Ram Gupta: I am asking
for the country as a whole. Do you



think that we can do away with
‘foreign collahoration immediately?

Dr. Gurbax Simgh: A lot of fuss is
made about it. Even the Finance
Ministry would give permission only
if we have foreign collaboration. There
is 3 sort of mania for it in our coun-
try, including in the pharmaceutical
industry.

Shri Kashi Ram Gupta: I want the
opinion of your organisation.

Dr, Gurbax Singh: In Benga' 99 per
cent of the c¢ompanies are operating
without fareign collaboration. In Bom-
bay people are after foreign collabo-
ration. In my own organisation, I
have no foreign collaboration,

Shri Kashi Ram Gupta: What is the
view of Shri Hansraj Gupta?
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Shri Hansraj Gupta: We have always
considered that foreign collaboration
may be allowed to a certain extent.
After all, we have nothing against
foreign collatoration. It is a matter
of convenience and judgment also.
We must not put a ban on foreign col-
laboration on ideological grounds.

Shri R. P, Sinha: Would you like to
have the inflow of foreign capital and
foreign technical know-how or not?

Shri Hansraj Gupta: We would cer-
tainly welcome it.

Mr. Chailrman: Thank you.
(The witnesses then withdrew).

(The Committee then adjourned)
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took their seats)

Mr. Chairman: The evidence you
give is public and will be published
and laid on the Table of the House.
Even if you desire any part of it to be
confldential, that also is liable to be
distributed to Members of Parliament.
We have received your memorandum
which has been circulated to all the
members. If you want to stress any
particular point or add any new point,

you may do so. Afterwards, members
will ask questions. .

Shri B. P. Khaitan: We are fully im
agreement with the objects and pur-
poses of the Bill. We would like to
emphasise only one or two points. One
is about the tenure of patents. The
Bill provides that it shall be 10 years,
You know after a patent has been re-
gistered it takes 4 or 5 years before
any practical use can be made of it
So, having regard to the expenses and
costs involved in working out a patent,
setting up a factory, etc.,, 10 years is
too short a period. “So, we suggest thag
the tenure provided under the existing
Act should not be reduced. We under-
stand the question of tenure has been
considered under the auspices of the
UN and they have also recommended



a period of 20 years. This may be

eonsidered.

There is a provision for compulsory
acquisition of patents by the Govern-
. ment, Government corporations or
any person authorised by the Govern-
ment, but the objects and purposes for
which this compulsory acquisition will

be made, like famine or defence, etc. ,

have not been specified. This may
alarm patent-holders and outsiders re-
gistering patents here. So, those
objects and purposes should be laid
down in the Bill itself.

Where royalty has not been agreed

. upon, the Bill provides a maximum

royalty of 4 per cent. This may not

be adequate. Therefore, the maximum
limit shou!d be raised.

Shri Kashi Ram Gupta: How many
manufacturers of pharmaceutical
drugs are members of your Chamber?

Shri B. P. Khaitan: About 50 to 60.

Shri Kashi Ram Gupta: The model
law itself provides on page 49 in its
commentary that a patent can be
granted for a minimum period of 10
years from the date of grant of the
patent. This is the commentary on
section 25.

Shri B, P. Khaitan: We were inform-
ed that it is 20 years. We stand cor-
rected.

Shri Kashi Ram Gupta: The main
reason given for demanding a longer
period for the pharmaceutica] indus-
try is that they have to spend on re-
search., But in India, the industry is
not spending anything on research. In
view of this, is it not desirable in the
interest of the consumers that the
period should be minimum?

Shri B. P. Khaitan: If there is no re-
search, there will be no patents. If
there is research, there will be expen-
diture. If you do not give a longer
period, the incentive for research wil!
not be there.
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Shri Kashi Ram Gupta: Is there any"
research undertaken in the Calcutta-
region?

Shri B. P. Khaitan: Attempts are
being made. People are now thinking.
in terms of undertaking research.
There is a change of outlook in the
industry. That is a well-known fact.

Shri Kashi Ram Gupta: Can you
name any research institute in Calcutta.

Shri B P. Khaitan: Many institutions
have been set up. But actua] research
in the proper sense of the term is not
there.

Shri Kashi Ram Gupta: Your Cham-
ber represents both the pharmaceuti-
cal manufacturers and also the other
industries’ manufacturers?

Shri B.. P. Khaitan: Our Association
is composite representing manufac-
turers, consumers, traders and indus-
trialists.

Shri Kahi Ram Gupta: In view of
that, may I know whether the manu-
facturers of other industries have also
demanded any amendment to be made:
1n this Bill so far as the period is con-.
cerned?

Shri B. P, Khaitan; Our Memoran-
dum has been drafted by the commit-
tee which is representative of all

interests.

Shri Kashi Ram Gupta: So, the 14
years period from the date of comple-
tion of specifications is agreeable to
you. My point is this. The existing
Act provides 16 years period from the
date of application and this Bill pro-
vides 14 years period from the date
of completion of specifications. So,
that does not make much difference.
Do you agree with it or not?

Shri B. P. Khaitan: We have men-
tioned in our Memorandum that the-
period of 16 years should not be re-
duced.



Shri Kashi Ram Gupta: The period
-of 14 years is from the date of comple-
tion of specifications. Normally, it
takes 1 to 14 years to complete
specifications. The period of 16 years
is from the date of application. There
is not much difference between the
two. I want to know whether you
ere agreeable to that aspect.

shri B. P. Khaitwn;
difference in that case.

It makes mo

Shri K. K. Warior: I wish to know
whether vou have gascertained the
views of the members of your Asso-
ciation representing bpharmaceutical
industry in particular separately.

Shri B. P, Khaitan: They are ap-
pearing separately before you. They
have sent a separate m>morandum.

Shri K. K. Warlor: T want to know
whether you have ascertained their
views,

Shri B. P, Khaitan: We have not
done it.

Shri K. K, Warior: May I know
whether the Chamb-=r is representing

foreign interests also? Have you
-any foreign members?

Shri B. P. Khaitan: No.

Shri K. K. Warior: May I know

whether in the view of the Chamber
the for:ign patents come in the way of
development of the industries repre-
scnted by the members of your Asso-
.ciution?

Shri B. P. Khaitan: There have
‘been so many collaborations with
foreigners at high cost. That is pure-
ly with a view to acquiring their

know-how including their patent
rights,
Shri K, K. Warlor: May 1 know

‘whether there is any difference of
opinion betwesn the collaborating in-
ierests ang the non-collaborating in-
terests? '
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Shri B. P. Khnitan: Therc will al-
ways be bargaining between the col-
laborating interests and the non-col-
laborating intzrests.

Shri K. K. Warior: Which has the
more predominant voice in  your
Chamber, th2 collaborating inierest or
the non-collaborating interest?

| shri B. P. Khaitan: Everybody
wants to collaborate but all have not
got the resources.

Sbri K. K. Warlor: That is not
the point. 1 want to know whether
the collaborating interests are more
predominant than others, whether
their voice is felt more than others.

Sbri B. P. Khaitan: The voice of
collaborating interests is felt more.

Shri K. K. Warlor: So, your Cham-
ber is to safeguard the collaborating
interests more than othars.

Mr, Chairman: You can form your
own opinion,

Shri B, P. Kh~itan: I can explain it.
We are interest>d in buying the know-
how. We want to give the least terms
to the seller but yet we have to give
him the price. '

Shri K. K. Warior: There are patent
rights given to forz:ign collaborators
or foreign-owned companies. Sup-
pose they are not manufacturing
those things here. Should these
rights be given to them for importing
ihese things only for sometime so that
after sametime they may establish
the industry here? What shouli be
the attitude taken against those
concerns if we find that they are not
establishing the industry here?

Shri B, P. Khaitan: The Bill has
already taken care of that and we have,
not objected to that. We have only
snid that royalties and other things
should not be so low that people may
be frightened.

8hri K, K. Warlor: May I' know
whether you agree to make a differ-



ence betwezn the drug industry and
the other types of industries? '

Shri B, P. Khaitan: The Bill has al-
ready mad: that distinction.

Shri K. K. Warlor: We have made

it. But what is your opinion?

Shri B. P. Khaitan: We have net
differed from that.

Dr. C. B. Singh: Mr. Khaitan, may

I know how many patents are being

utilised in the Calcutta region at the
*moment?

Shri B. P. Khaitan: I have not got

that slatistical information.

Dr. C. B. Singh: When we went to

Calcutta, we wera told that there were,

in all 8 patents and out of them, pro-
bably 4 were being used.

Shri B. P. Khaitan: I will not be
able to give that information.

Dr. C. B. Singh: I am telling this to
‘you. This is for your information.

Only 4 patents are being used at the

momant. My point is this,
said that for

You have
helping research, you

wou'd like the period to be extended.

That is the main argument. What are
?you doing to help research in your
region? I agree with you that with-

out research you cannot have any

new products and that you cannot
have more patents. What have you
done to make an effort in that direc-
tion?

Bhri B. P. Khaitan: My argument is
based on a commonsense view of the
matter, namely, in other 'foreign coun-
tries also, in order to encourage re-
search, they have given a  eertain
periol within which a patent should
be worked. -

Pr, O. B. Singh:
done to encourage research here?

8hri B. P. Khaitan: I am answering

r question. It is well-known that
many years there 'has’

in India for

What have you
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been no research, The question is
how to encourage research. The idea
of research has just started catching
up. The question is: Will it encour-
age research or discourage research if
the period is short? That is the view-
point that you have to consider.

Mr. Chairman: There are sevaral
countries which have made this dis-
tinction. Take, for example, Canada.

Shri B. P. Khaitan: They are cases
of developed countries.

Mr. Chairman: In Italy, they have
no patent law for food and drugs in~
dustry. Japan had no patent for food
and drugs industry. There are many
countries like that. Why should you
object if we make a difference in
the interest of the public?

Shri B. P. Khaitan: All that I can
say is this. You have to decide be-
tween the two views.

Mr. Chairman: There are some
countries which have given 5 years
or 7 years period for food and drugs
industry. '

Shri B. P. Khaitan: These facts
are to be consjdered by you.

Dr. C. B. Singh: In Calcutta, there
is a post-graduatz medical institute.
Have you heard about it? °

Shri B, P. Khaitan: I
heard about it.

have not

Dr, C. B. Singh: You have men-
tioned that in clause 48, there is no
mention of royalty. What do you
want? You want the royalty to be
paid when this is to be acquired.

Shri B. P, Khaitan: Yes, I have
already said that when there is come
pulsory acquisition by the Govern-
ment, the objectives or the putpnses’
for which it is to be acquired should
be specified And there. should be &
provision or royalty also. It is im-
plied that there will be a royalty...



Dr. C. B. Singh: What do you sug-
gest? Would you like to suggest any
figure here? Would you like that to
be agreed to by the two parties con-
cerned, by the Government and the
other party, by mutual arrangement?

Shri B. P. Khaitan: It is all right
if it is by mutual agreement. But, if
it is forced, there should be a ceil-
ing provided for as in the case of
private users.

Dr. C. B. Singh: You have not
made any mention about the right
of appeal. At the moment, in case of
dispute, the right of appeal entirely

rests with the Drug Controller or it

comes to the Government. Do you
agree to this?

Shri B. P, Khaitan: We have not
suggested that. The right of appeal
should be to a judicial body. Either
it may be an administrative tribunal
with judicial bias or a high court.

Dr. C. B. Singh: Do you agree with
the setting up of a special Patent
Tribunal as is the case in some for-
eign countries?

Shri B. P. Khaitan: So long as the
judicial authorities are there, jt does
not make much difference.

Dr. C. B, Singh: My last question
is this. You have laid too much
stress that the patents should be for
a product. You have dealt with that
in your memorandum. On this, we
have varying opinions. You have
mentioned two countries where they
are patenting the process. But there
are many other countries to-day
where thev are patenting what are
calleq products; then there gre others
who are patenting both pro-
cess and products. What are the rea-
song for your laying too much stress
on products alone?

Shri B. P. Khaitan: That is because
of a majority of our members repre-
senting pharmaceutical industries
favouring this. The two views are al-
ready there. Personally I cannot un-
derstand the difference between the
two and tel] which is more important.

876

But, since a majority of our members.

wanted it, we have laid stress on '

this.

Dr. C. B. Singh: A majority of the:
people are in favour of products and
not in favour of process. You cannot
give the reasons because you do not

understand the difference between
the two.
Shri B. P. Khaitan: I have not

been able to understand the differ-
ence between the two myself, this
being a technical matter.

Shri M. L. Jadhav: You say that~

the period is for 20 years. Is it from
the date of application?

Shri B, P. Khaitan: We have sug-
gested 16 years. It should be from
the date of grant of patent.

Mr. Chairman: They have already
answered this question.

Shri M. L. Jadhav: Can you tell
me whether the cost of medicines
which are manufactured here in
India is higher than the imported
medicines?

Shri B. P. Khaitan: We have no
knowledge of it.

Shri B. Kalyanasundaram: We
have got another Association called
Indian Chemical Manufacturers’ As-
sociation. Perhaps that body has
been called for giving evidence be-

”

.

fore this Committee. Since this js a -

technical matter, they would be in a
better position to answer this ques-
tion,

Mr. Chairman: It seems they are
not competent to answer.

Shri Arjun Arora: Do you have
any information about the higher
rate of royalty and the lower rate of
royalty paid by your Members to
foreign collaborators?

Shri B. P. Khaitan: We have no 4

information about that.



Shri Arjun Arera: Will you be
able to collect this information and
send it on to the Committee within
a fortnight or so?

Shri B. P. Khaitan: We shall make
an attempt.

Shri Arjun Arora: I hope you will
be successful if you make serious
efforts.

Shri B. P. Khaitan: I think col-
laboration agreements provide for
royalties varying from 2 to 10 per
cent. Of course, now, Government
usually sanctions between 234 per
cent and 6 per cent, This varies with
the importance of the industries.

Shri Arjun Arora: 1T don't want
you to elucidate the government’s
policy. We have the Industry’s
Minister here. He will do so if neces-
sary. What is the rate of royalty
that your members want?

Shri B. P. Khaitan: Al] these col-
laboration agreements are with the
Industry Ministry. The rates are
also there. So I need not make an
attempt to send you the information.

Shri Arjun Arora: Another ques-
tion is this. You made a mention
about research and development.
You emphasised the importance of
research in a developing economy.
Have you given any thought to the
development of drug industry in a
country like Italy where there is no
patent law?

Shri B. P. Khaitan: I am not com-
Dpetent to express any opinion.

Mr. Chairman: They have
knowledge of it. :

Shri Arjun Arora: Do you have
some information about Japan where
there is no patent law? When they
were developing, they had the patent
law. They considered themselves
that they had developed sufficiently
to protect themselves. Now there is
no patent law.

no
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Shri B. P. Khaitan: On these sub-
jests, I am not competent +0 say
anything. As I said already, I have
expressed my views from a com-
monsense point of view.

Shri Arjun Arora: Why do you
insist on 16 or 20 years from the
commonsense point of view? Why
not six to seven years?

Shri B. P. Khaitan: That is my
commonsense view,
Shri M. R. Bhervani: I hope you

will appreciate that this Bill is in-
tended to increase the industrial
growth and industrial development
rather than to retard it. As far as
the period of 16 years is concern-
ed—this is what you recommend—
don't you think that jf the period is
shortened, it will’ help the people
to come into the industry to develop
a particular product or process
sooner and we will have more pro-
duction?

Shri B. P. Khaitan: The whole
point is that we have not undertaken
that research so far. We are only
concerned with the results, We must
encourage research. We have to
judge whether a longer period of
protection will inspire the people to
go in for research or not.

Mr. Chairman: Till now we had
a longer period. Has it increased the
research?

Shri B. P. Khaitan:
we had a longer period?

Since when

.Mr, Chairman: Since 1947.

Shri B. P. Khaitan: This longer
period has no meaning. The law is
there. But the encouragement is not
there. You know, Sir, Lancashire
cotton had to be brought here to be
converted into cloth. Similarly, jute
went to Dundee. Such‘ being the
case, how can we think of research.
During these 17 years we were busy
in many other directions. The idea
of research has now come to us by



way of contacts with foreign coun-
tries and foreigners.

Shri M. R. Shervani: The greater
the production lesser the chance of
development because other people
would be discouraged. Where the
patent is there and even if the pe-
riod of the patent is shortened as in
the Bill, still you will have five
years lead over somebody elss. That
is more than sufficient to keep ahead
of others who will put up industry
on expiry of patent.

Shri B. P. Khaitan: To judge whe-
ther five years is sufficient, one has
to take into account all the expenses
and efforts which he has put in in or-
der to do the research. So far as we
are concerned, in our judgment, it
appears that longer period would be
better. You cannot objectively satisfy
yourself. For this, what you have to
do. is to make a balance between the
two objectives—one objective is to
remove restricted practices and make
them open to as many people as pos-
sible and the other objectivae is to
see that research takes place. Peo-
ple are not shy of making research
and putting in efforts because they
think that after making their re-
search, they are getting back their
cost of research. You have to balance
the two.

Shri M. R. Shervani: In your
memorandum, you suggest that the
minimum period of exclusive ex-
ploitation should be 16 years.

Shri B, P. Khaitan: That is what
we have suggested.

Shri A. T. Sarma: In your memo-
randum you have suggested com-
plete scrapping up of clauses 87 and
88. But the grounds given are not
sound. Will you substantiate your
statement?

Shri B. Kalyanasundaram: This
"clause provides that the royalty
rate should not exceed 4 per cent.
We feél that fixing up of a ceiling
will not be ¢onducive to get foreign
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‘But

interests here. So, our suggestion is
that, instead of fixing a rat2 under
a statute, leave it to be negotiated
between the parties by agreement.
After all, the agreements are screen=
ed by Government. So Government
have an effective say to regulate
the rate of royalty. Wherever they
feel that it is excessive, they need
not give their consent to the agree-
ment. So, as I said, instead of fixing
the rate under a statute, you may
leave it to be negotiated between the
parties and Government has already
got the power to screen it. That is
sufficient,

Shri A. T. Sarma: Then there will
not be any limit to royalty. Thcre
will be an inventor who will claim
80 per cent and you are bound to
give it. Will it not be detrimental to
the interest of the country? You may
suggest increasing the rate of royalty,
you say that both the clauses
should be dropped. There is s vast
difference in increasing the royalty
and dropping the clauses altogether.

Shri B. P. Khaitan: All collabora-
tion agreements have to be approved
by Government. Therefore, even if
these clauses are not there, unless the
Government sanctions, no royalty
can be agreed to and no agreement
can be finalised. So the purpose of
that clause is served in that manner.
As I said in the opening portioa of
my evidence, either raise the royalty
which could be compulsorily fixed or
leave it for negotiation between the
parties subject to the overall control
of the Government, which is already
there,

Shri A. T, Sarma: You do
want these clauses at all?

not

Shri B. P. Khaitan: We have ex-
plained our view points. It is for
you to decide.

Mr. Chairman: We were given to
understand that 2 to 8-1|2 per cent
is the royalty that is normally paid
and 4 per cent is quite liberal. What
is your view?



Shri B. P. Khaltan: We have al-
ready suggested that it should be Jeft
to be negotiated between the parties.
While actually fixing the royalty,
it may be 4 per cent or 3 per cent
or even 2 per cent. In particular
cases, 4 per cent may not be sufficient,
If you make 4 per cent as the ceil-
ing, then even if you feel that a
higher rate is justifiable, you will
not be able to pay.
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‘Mr, Chairman: All the patentces
‘are not carrying on research in
India. They are not even manufac-
turing the patented articles here.

Shri B. P. Khaitan: That is so.

Mr. Chairmam: It is to prevent
such abuses that this provision is
4here. '

Shri B. P. Khaitan: There are two
parts here: one is government user
ang the other is private parties. So
far as private parties are concerned,
the Bill provides for adequate com-
pensation. But so far as government
user is concerned, it has been left
vague and the area for which the
compulsory acquisition can be made
thas not been defined. Therefore, so
far as government is coacerned, it
should be defined that it can be ac-
quired only for specific purposes
under certain conditions and in the
case of private parties, an opportunity
should be given to the patentee,
“well, you have not utilised your
patent; utilise it within six months;
otherwise, we will acquire it.”

Mr, Chairman: When he has not
utilised it within a reasonable period,
why should he be given a further
opportunity?

Shri B. P. Khaitan: He might mnot
‘have been able to utilise it due to
circumstances beyond his control and
if he is given another two or three
'months, he may be able to utilise jt.
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India which does grant patent on
drug products, provides an interest-
4ing case example. The prices in India
for the broad spectrum antibiotics,
Aureomycin and Achromycin are

among the highest in the world. As a
matter of fact, in drugs generally,
India ranks amongst the highest
priced nations of the world—a case
of inverse relationship between per
capita income and the level of drug
prices.
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Mr. Chairman: 1 would like to
point out this to you Please see
clause 102 which says:

“The Central Government may,
if satisfied that it is necessary that
an invention which is the subject
of an application for a patent or a

" patent should 'be acquired from
the applicant or the patentee for a
public purpose, publish a notifica-
tion to that effect...... ”

So, both public purpose and notifica-
tion are there. It will be done by

notification.

gshri B. P. Khaitan: We have only
suggested that the purposes should
also be defined.

Mr. Chairman: It will be a publie
purpose. Notiflcation will certainly
mention it.

Shri B. P, Khaitan: Government
have got unlimited rights. I may also
say that clause 102 has to be read
with clause 99 which says:

“For the purposes of this Chap-
ter, an invention Is said to be



used for the purposes of Govern-
‘ment if it is made, used,
exercised or vended for the pur-
poses of the Central Government,
a State Government, or Governc
ment undertaking or any other
undertaking in a class or classes of
industries which the Central Gov-
ernment, having regard to the in-
terests of the general public may
notify in this behalf in the
Official Gazette”.

The purposes for which such notifica-
tion can be issued are not provided.

Mr. Chairman: The notification will
mention it.

Shri B. P. .Khaitan: Under the
Land Acquisition Aect, it is provided
that it can be acquired for a. public
purpose and public purpose is defined.
In this Bill you do not provide the
purposes for which Government can
acquire.

Shri R. Ramanathan Chettiar: Your
Chamber’s Memorandum, from the
beginning to the end, suggests that
this will act against the inflow of
foreign capital in India. You know
that the purpose of this Bill is to pre-
vent foreign capital coming here on a
monopolistic basis. We can have
foreign capital on a tollaboration basis
with our Indian entrepreneurs, but
not on the basis of cartels or monopoly
basis. That is the object of the Bill, and
I am sure you will agree with this.
Unfortunately your memorandum
gives an impression different from
this, This is at least the impression I
got reading between lines of your
memorandum.

* Shri B. P. Khaitan: We never meant
that. We said that foreign collabora-
tion is now on the basis of 25 per cent
participation and if their rights are
not protected they will not collaborate.
This is what we meant. We never
meant the other thing. In fact we
agree with you.

8hri R. Ramanathan Chettiar: An-
other point is, you are stressing more
on the product rather than the pro-

307(B) LS. |
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cess. Have you any abjec'tion to this
Bill covering process-cum-product?

Shri B. P. Khaitan: That will meet
our point.

Shri B, K. Das: In your opinion the
clause relating to licence of rights is
the most objectionable. This is a
special clause provided so that any
person can exploit any patent for pre-
paring drugs and medicines. Royalty
has been provided and other provisions
are also there, Why do you object so
much to this clause especially when
high prices are charged by foreign
patentees? They are only importing
and not exploiting the patents here.
We are trying to make a special pro-
vision for manufacture of drugs in this
country so that all this misuse may be
eliminated. Why do you object to
this?

Shri B. Kalyanasundaram: We have
explained that in our memorandum.
Something is manufactured out of
very expensive research by somebody,
and somebody else gets hold of a
licence and starts manufacturing it.

Shri B. K. Das: In the life time of
the patent, nobody can ask for it.

Shri B. Kalyanasundaram: We have
made g specific suggestion. That is to
give notice to the patent-holder that

" it he does not produce it, we shall give

licence.

Shri B. K. Das: That means you
are in favour of compulsory licensing.

Shri B. Kalyanasundaram: Yes, after
giving an opportunity to the patent
holder.
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Shri B. P. Khaitan: I think we have
basically answered this question and
that is about price control and all
that. If patent is not used, then after
giving notice to the patent-holder
other people should be allowed to use
it. We have covered all these points
either by implication or expressly.

Sardar Daljit Singh: You have said
that in 1961 the United Nations pass-
ed a Resolution that its Secretary
General should report on the existing
patent systems in developed countries
and the role of patents in the transfer
of technology from developed to
developing countries. May I know
which technology has been......

Mr. Chairman: That has been
covered.
Shri Shyamnandan Mishra: One.

construction generally put in for the
strong plea that the Indian industria-
lists make for patent rights is that it is
not because of their solicitude for the
Indian enterprise and initiative so
much in this field but because they
want to enter into some kind of col-
laboration agreement with foreign
patentees and thereby they also want
to enjoy all those privileges and rights
that would be granted to foreign
patentees.
clear this point $o far as this popular
misconception or misunderstanding is
concerned?

Shri B. P. Khaitan: This is based on
a slight misconception. We will not
be able to induce a foreign patent-
holder to bring his knowledge to
India and transfer his patent or col-
laborate with us unless his product
is protected.
of the Indian collaborator, it is be-
cause he will net ecllaborate with us
wunless his rights are protecte We

Will the witnesses kindly
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It is not for protection °

are in need of foreign know-how.
This is the fundamental basis on which
this opinion has been expressed. We
can induce a foreign collaborator to
come here on the basis of his rights
being protected. IT his rights are not
protected he will not come.

Shri Shyamnandan Mishra: Know-

‘how is a different thing altogether

from patent. Know-how can be pur-
chased as is done in many countries.
Of course, know-how is associated
with patent, but know-how can be
purchased.

Shri B. P. Khaitan: Know-how is
certainly a wider term than patent,
but patent is nothing but know-how.

Shri M. R. Shervani: With regard
to clauses 87 and 88 you say that
these clauses may have serious adverse
repercussion on research. May I know
whether the expenses incurred on re-
search are allowed by the income-tax
laws as revenue expenditure or not?

shri B. Kalyanasundaram: Yes.

Shri M. R, S8hervani: That means
the State Government or the Govern-
ment of India has already contributed
50 per cent towards the cost of re-
search and the amount spent by the
parties on research would be half
their actual expenditure?

Shri B, Kalyanasundaram: Our ap-
proach has been slightly different. We
are talking of research done in foreign
countries and the product arrived at
by reason of that research and patent-
ed here.

Shri M. R. Shervani: In foreign
countries also research expenditure is
allowed by the income-tax depart-
ment. That means the actual expen-
diture on research is less than half the
total expenditure. Is that right?

Shri B. Kalyanasundaram:
could be.

Shri M. R. Shervani: You say that
compulsory licensing or licensing of
rights would result in all sorts of
people getting free licences and manu-
facturing drugs of inferior quallty

That



Why should you have lack of confi-
dence in the judgment of the Control-
ler? The Controller grants a licence
.only after taking into consideration
the financial capacity and technical
ability of the party concerned.

Shri B. Kalyanasundaram: You can-
not take it for granted that whenever
the Controller gives a licence he will
give it only to parties who can do the
job properly. We know that in the
matter of industrial licensing so many
have become infructuous. Therefore,
there cannot be any presumption that
because .the Controller gives the
licences the parties will be able to do
the job. ’

Mr. Chairman: We have no more
questions to ask you. Thank you very
much for coming and helping the
committee by giving evidence.

(The witnesses then withdrew).

H. Associated Chambers of Commerce
and Industry of India, Calcutta,

Spokesmen:

(1) Mr. C. A. Pitts.
(2) Mr. A. B, Parakh.
(3) Mr. 1. Mackinnon.

(The witnesses were called in and they
took their seats)

Mr, Chairman: The evidence that
you give is public. It will be printed
and distributed to the members of the
Committee and Members of Parlia-
ment and also laid on the Table of
‘the House, Even if you want any
particular portion to be treated as
confidential, it will be printed as cir-
culated to the Members of Parliament.

We have received yonr memoran-
dum and it has been circulated to
Members. If you want to make out any
new point, or stress some particular
point, you may do so. Afterwards,
our members will ask questions.

Mr. C. A. Pitts: First of all, gentle-
men, may I thank you for this

opportunity for the Associated Chame
bers of Commerce and Industry to
present their point of view to you in
person? May I perhaps begin with
just a word about the nature of the
organisation which we represent?

The Associated Chambers of Com-
merce and Industry, or ASSOCHAM
as it is usually called for short, is an
apex organisation on the top of 11
¢hambers of commerce and industry
which in fact cover the whole of India
geographically. These 11 chambers
altogether havé more than 2,500 mem-
ber-companies, and these companies
employ more than two million men
and women. The organisation repre-
sents strongly wholly Indian industry,
but it also represents, again strongly,
many examples of collaboration and
partnership between Indian and for-
eign concerns. And, finally there is
to be found within its ran every
conceivable kind of industrial activity,
right from the traditiona] industries
such as tea, coal and jute right
through to the most modern industries
employing the very latest technology
available in the world.

We three, gentlemen do not come
before you gs legal experts in the
context of patent law. We are prac-
tising men of business, professional
managers who live and "'work in India,
and it is not our task to be concerned
with any high-strung discussions of
the principles of private ownership,
or technical property, or anything of
that kind. We are concerned in our
comments only with the practical
dowp to earth effects of this Bill on
the pace of development of India'’s
industrial plans. We would like to
submit that against this general back-
ground, it is necessary to view the
Patents Bill not as a Bill by itself in
isolation, but just as a tool or as part
of a set of tools in the hands of the
Government and the executive, design-
ed for ensuring the effective and the
prompt development of India’s indus-
trial economy and for safeguarding
the esgential interests of that economy
angd, hence of the Indian nation. Now,,,
against ‘these criteria, how, in



Ascham’s view, does this Bill measure
out? It is, in our considered judg-
ment, a Bill which containg certain
provisions which far from accelerat-
ing the pace of India’s industrial
development, will tend to slow it down
and prove not beneficial but harmful
to the public interest. There is also,
we feel a tendency to regard this
Bill as being concerned almost essen-
tially with food and with drugs. But
in our view, this is misleading. A
number of provisions of this Bill—
e.g. clauses 48, 53, 89, 93, 89 100 and
116—have a direct effect on the total
climate as it were which affects all
of industry within thig country. More
specifically, clause 87(a) (iii) dealing
with licences of right seems to us to
affect the whole of the chemical indus-
try; and the chemical industry is, of
course, a very wide and a very diverse
thing which includes products as
different as modern plastics and
polymers, synthetic fibres, dyestuffs,
modern synthetic paints and so on, as
well as the whole range of organic
and inorganic chemicals.

Now, we would like the Bill to be
eonsidered—we think it could be zon-
sidered most usefully—under two
broad headings; first what we regard
as its domestit effect within India and
secondly what we would regard as its
international effect.

Now, it is our contention, gentle-
men, as set out in our memorandum,
that the cumulative effect of those
powers in the Bill which are totally
reserved to Government, as in clause
48 the summary and retrospective
curtailment of the terms of the patents
as in clause 53, and the clauses relat-
ing to licence of right set out in 87 and
88 would be to remove—I can give
some instances—or greatly reduce
that protection which has hitherto
been accorded to the fruits of research
and invention and, in our view, the
effecf of this domestically can only
be to discourage research, and even

" where research continueg to be carried
on, to cause the results of it to be
suppressed. This, in our view, would
be a very great loss to the nation and
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a very great loss to the source. of
important materials for the academic
and gcientific world of India. We
would submit that id the broad con-
text of what India is trying to do, it
ig difficult to reconcile such a policy
which we believe to be inherent in
this Bill, with the call that the Gov-
ernment through its leaders and Min-
isters has been. making in recent
months to industry for a great increase
in the research efforts in the drive
to achieve self-sufficiency. Ministers
have gone so far as to suggest in
public addresses that they would con-
sider greater incentives in order to
promote a greater effort on research.
And it does seem to us that in this
area, the effect of this Bill as we see
it, js incompatible with that declared
policy of Government.

This is a highly fechnical modern
world. Stience and technology call
the tune in the pace of industrial
advancement as can be seen by a
glance at any of the leading indus-
trialised countries of the world. It
seems to us—we submit this view
with all deference—that it is contrary
to the national interests that in this
year 1966 India should be initiating
an action which, in our view, will
discourage and deter research and
development and would encourage the
suppression of important scientific in-
formation. There is another point
here. Let us consider the effect of
this on the large body of extremely
able young Indians who are now
beginning to be turned out of acade-
mic institutions, highly trained and
ready and eager to participate in 2
research effort which will benefit their
country. We believe that the by-
product of this depressant to research
will be a correspondingly greater
temptation for these young men to go
elsewhere in the world to find the
satisfaction that they will be deprived
of in their own country. India will
find itself faced with an increasing
“brain drain” as it is being called in
other parts of the world.

Ih'oernationally. in tha view of
Assocham, this Bill'could have a nums=



ber of harmfu] effects. Here again 1
.would like to make“a reference W
what has been declared to be Govern-
ment’s policy regarding foreign in-
vestment and the need to achieve a
more rapid implementation of India’s
Plans to encourage foreign invest-
ment and the importation of modern
technology in those fields where it is
thought that it would be a matter of
priority. Almost all the highly indus-
‘trialised countries of the world, who
are owners of this extremely modern
‘technology which India desires, adhere
to the principleé of strong patent pro-
tection. Even those countries who
hitherto have been outside of this,
such ag Italy, are row reported to be
coming into line and having within
their country a law which does afford
a strong patent protection. In Russia,
too, which is, so to speak, outside the
democratic world, fias seen the value
and the force of such a system of pro-
tection. The whole frend in the in-
dustrialised countrieg is towardg har-
monising their patent laws so that
they are in step with each other so
as to encourage and make easy trade
in technical information and indeed
trade in technical products. It is our
judgment that the effect of this Bill
will be to breed dismay in the minds
of those owners of modern technology
overseas who are interested in India
as an area of investment because they
see apparently a wish of the Govern-
ment of India substantially to reduce
the protection afforded to patents not
only in the future but summarily, so
to speak, in respect of patent protec-
tion already granted. But more than
that, we believe that these countries,
because of this, will be reluctant to
seal their patents in India and to
publish the extremely valuable scien-
tific information that they contain.
This will be a great loss to India’s
academic anqd scientific institutions. I
would like, if I may, for a moment to
draw attention to the difficulties
which this Bil} would bring in the
way of the movement of goods for
exports. If India’s patent laws are
not generally in line with those of
the world to which she seeks to ex-
port her manufactured goods, impe-

dimentg to export are likely to arise

in those cases where goods manufac-

tured in Indig outside of patents are
sought to be sold in countries in which

‘they gre still covered by valid patents.

There is another aspect which we
have not touched in our Memoran-
dum. India is rightly regarded as the
leader among the developing countries
of the world, and the kind of patent
law that ghe brings into effect ig like-
ly to be something of a leader in the
eyes of the countries who are follow-
ing her. Now if they follow what,
with respect, may I call a baq ex-
ample, India would suffer in the
future when she herself wishes to sell
in such areas, the fruits of her own
research. Conversely if those coun-
tries In fact do not follow this exam-
ple but adhere more closely to the
conventions which are practiseq in
the West, then India would suffer by
comparison as being an area which is
comparatively less attractive to for-
eign investment than those newly
developing countries.

I would like also, Gentlemen, if I
may just for a moment to suggest that
some consideration Bt given to the
practical effects of some of these
clauses. If pharmaceutical patents are
to be limited to 10 years, it is I think
demonstrable that In many important
cases, beneficial production does not
really begin until 7 years have elaps-
ed from the date of the sealing of the
patent, which means that only 3 years
are left to the owner in which to
recover the very large expenditure
on research and testing and develop-
ment—leave alone to recover any ex-
penditure which has proved abortive
on other products. Now what is he
to do in these 3 years. The logical
answer would be to pitch the price so
abnormally high that he will be able
to recover in a shortf time this expen-
diture. This seems f© be precisely
what Government of Indig wishes to
avoid. It wisheg the prices to be
kept ag low as possible. It seems
logical that where protection is given,
it should be given for sufficiently long
period so that money can be recovered



steadily and not suddenly in very
large lumps and we Strongly urge that
there should no diserimination in the
matter of treatment of patents against
the drugs industry. Indeed, we could,
1 think, easily adduce arguments for,
in certain instances, granting a longer
term of patent protection to certain
kinds of drugs,

May we, Gentlemen just for a
moment, also consider the practical
effects of the proposal ir clause 87
concerning ‘“Licence of Right”, It
seems to us that simuleaneously with
the publication of the patent affecting
drugs, or food or chemical substances,
any person—presumably any number
of persons—can as a right become the
possessor of a licence. The only thing
to be settled is the terms which the
owner of that patent will give to the
individual licence holder. One could
imagine a situation where—particular-
ly when it is a promising looking
patent—one dozen, two dozen or §
dozen people may want a licence. The
unfortunate Controller will have to
try to determine what are the reason-
able terms for all of them. When
they get the licence and get ’ their
terms, how does it tie in with <the
industry’s development. Do they all
go over to andthier section of the
Government to get a licence? If sll
25 or 35 get such a licence, is any one
of them in fact going to or willing
in such a ‘competitive situation, to
implement it. Of course when he has
got the licence, he has only got the
licence; he has not got the know-how,
which is a separate subject,

These clauses 87 angq 88 pertaining
to these Licences of Right will in fact
lead to a chaos and a very large load
of wastefu] administrative work with
little or no compensating benefit to
the country.

An hon. Member: Will lead to
chaos?

Mr. C. A. Pitts: Probably chaos is
a strong word. What I mean is there
may be very many many people all
trying to get the same licence. The
Controller will be charged with try-
ing to arrange for mutual terms. They

have got to decide about the licence
which is another heavy load of admi-
nistrative work. I am sorry, Sir, 1
withdraw the word.

Finally, Gentlemen, we would like
to make a brief reference to the ques-
tion of appeals which in the view of
ASSCHAM gre adequately catered for
in the Bill. We would like to recom-
mend that in addition g judicial Appel.-
late Tribunal be set up which
in our opinion, wéuld do much
to restore the confidence which some
of the proposed measures have taken
away.

Now all th#t I have said, I am
afraid, has so far been rather destruc-
tive. I would, if I may, like to end
on a constructive note. We do uc-
cept, of course the fact that a Act
that has been on the Statute Book
since 1911 does need to be brought
upto date in number of respects. I
would also like to submit that the Act
as amended has in fact stood the test
of time very well and that if there is
uny need to make any additional pro-
visions so that the products or pro-
cesses which are vital to the economy,
be brought into production quickly,
then let it be done simply with no
corresponding psychological or deter-
rent effects by modifying and revising
those clauses relating to compulsory
licences. That is, Sir, as much as I
have to say as a general comment.

Dr. C. B. Singh: Mr. Pitt, you
have been talking about research.
I entirely agree with your remarks.
May I know what effort your organi-
sation is making towards that? Have
you some idea about the money being
spent or the people being paid as far
as research is concerneq,

Mr. C. A. Pitts: I think you are
asking about the inside effort. Or
are you referring to the world effort?

Dr. C. B. Singh: Your effort inside
and outside both,

Mr. C. A. ®Pitts: As far as
ASSCHAM is concerned, the situa-
tion differs from one industry %0
another and I think it would not be
proper for me at the moment to



amswer for lack of reliable informa-
tion with me. Perhaps Mr. Mackinnon
could talk about the pharmaceutical
industry and Mr., Parikh could talk
about those industries with which he
is personally familiar. As far as ICl
is concerned, it spends a large amount
of money on research and develop-
ment. The figure, I think is round
about 20 million pounds a year. It
may even be more. I would not like
you to regard it as an accurate figure.

Shri R. Ramanathan Chettiar: What
is the percentage?

Mr. C. A. Pitts: It would be of the
order of 3 to 34 per cent. In India,
the ICI, having to manufacture in a
number o! flelds, is now doing Te-
search work essentially of the applied
nature in order to make the fullest
use of Indian raw-materials, in order
to adopt processes suitable in Indian
conditions and g very great effort is
being made to train Indian staff not
only within Indig but through other
members of the ICI Group across the
world.

Dr. C. B. Singh: May I know the
percentage spent on Research in the
pharmaceutical industry?

Mr. 1. Mackinnon: Mr. Chairman,
1 am not here to speak on behal? of
the pharmaceutical industry, and I
am very anxious that anything I say
may not be taken as contradictory to
what the representatives of the phar-
maceutical industry state them-
selves. I can speak only from perso-
nal knowledge. Pharmaceutica]l in-
dustry is essentially a research and
development based industry, It is
my impression that those members of
the industry who are concerned with
the development anq manufacture of
modern drugs are today spending
some 2 per cent of their turnover on
research and development. This
would be the approximate figure in
my own organization and I have had
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the privilege of showing. Mr. Chair-
man and some of the distinguished
members of this Committee what that
effort looks like on the ground. But
I would be the first to concede that
this effort is small in relation to the
effort that ig being put into pharma-
ceutical research in other countries of
the world. In some developed coun-
tries of the world the proportion of

turnover would be somewhat in
excess of 5 per cent, and in some
cases, expected to be above 10 per

cent. I would submit, Mr. Chairman.
that the figure in India, which is low,
has nothing to do with the previous
or the existing patent legislation. It
is essentially a matter of the present
stage of industrial development in the
country. In a comparatively short
time, the drug industry has develop-
ed from being g relatively small col=-
lection of distributors to being a
manufacturer using some of the most
advanced modern technology in the
production of drugs anywhere in the
world, And it is the next stage in
the industry’s development where
research and development necessarily
take place here in India, partly in
order to protect that investment
that has already been made
against competition either from
withip India or outside, partly to
improve on the methods and the pro-
cesses that are being used in various
companies in the industry, and partly
to development of new methods of
manufacturing drugs, new advance
in medicine gnd to take full advan-
tage of Indian raw-materials, Indian
scientists and technical stafl. We
have in our industry a  very large
measure of expertise that we have
been able to develop over the last
10—15 years. I submit that with ade-
quate patent protection, this figure of
percentage on research is bound t'o
rise in next course of the industry’s
growth and development.

Dr. C. B. Singh: You think that
just by a strong patent law the re-
search will be automatically improv-
ed in this country? Is. that your
contention?



Mr. I. Mackinnon: Yes, Sir, other
things being equal.

‘Dr. C. B. Singh: My feeling ig that
2 per cent figure is a little higher
figure. Evidence has come here that
in India—in Eastern or western part—
hardly anything has been done as far
as research is concerned. 2 per cent
is a very big sum. If your figure is
correct, I would be happy. But my
feeling is that definitely not even 1
per cent ig being spent as far ag re-
search is concerned. My feeling is
that our patent law is already strong
enough—16 years protection has been
provided; there is nothing wrong with
it; there were certain defects that we
are modifying. In spite of a strong
patent law, hardly anything has been
done in this country. That is our
trouble. Supposing we make these
changes, how could we be sure that
they will be spending more money on
research? Research, ag you know, is
the very basis of finding new methods.
Just by a strong patent law, will it be
possible for you to spend more
money on research, or something else
has got to be done? That is my
question.

'

Mr, I. Mackinnon: 1In; answer to
this question, I would say that I have
made a statement originally that I
can speak only of a certain group of
companies in the pharmaceutical in-
dustry who are using imported tech-
nology in the production of modern

drugs. I cannot speak for the phar-
maceutical industry as a whole. My
figure of 2 per cent, I am gure, will

be substantiated by the representatives
of PP1 who appeared before you a few
days back. I am sure, that figure is
broadly speaking, correct. But I en-
tirely agree that it is g low figure.
But it seemg to me that one first es-
tablishes a process, one first gets
manufacture going on economic basis,
and then you turn to the research and
development. But this will happen
when the patent protection is strong
and adequate.
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Dr. C. B. Singh: We have already
three types of protections, viz,, (1)
product protection, (ii) process pro-
tection and (iii) product-.cum-process
protection. Now you have mostly
pleaded for product protection. Why?

Mr. I. Mackinnon: If I have given
the impression of so pleading, it was
not intentional. I am not going into
the relative merits of products as
against processes over the whole range
of industry. I am not so qualified to
say that. We thought we shall be
able to get some better idea from you
Anyway it ig all right if you cannot
express gn opinion on that.

My second point is about clauge 48.
You have mentioned that this clause
should be deleted more or ]ess almost
because it cuts at the root of 'very
protection. You remember we are
having certain difficulty—I am talking
about certain particular drugs for
T.B. etc. and other vital drugs—these
are very common drugs and we know
in the use of these drugs those who
have patent charge very high prices.
So with that aim in view to make it
impossible for those patentees
Government will be able to take ad-
vantage of this clause and get these
drugs either from here or by importing
them. That is why we have put this
clause. What you have to say about
it?

Mr. C. A. Pitts: We take the view
that Government here assumes, in
fact, total power to declare as free of
infringement any patent of anything.
What we say is that this total power
has a psychological effect and is a
deterrent. Government has ample
powers elsewhere in the Bill to bring
about its wisheg either in the chapter
17 and so on or by the device of Com-
pulsory Licences.

Dr. C. B. Singh: So what do you sug-
gest? I agree that Government has
ample powers. Will you suggest that
Government chould pay reasonable
compensation while teking over any
patent?



Mr. C. A, Pitts: I would say that
clause 48 hecomes very similar to
clauseg 99 & 100 and there is no need
for clause 48.

Dr. C. B, 8ingh: I think it does
become similar, If that jg agreed you
agree to a compensation on reasonable
terms.

Mr. C. A. Pitts: My point really is
clauseg 99 & 100 take care of it and
Government could achieve itg wishes
without clause 48 which causes this
feeling of total power of the Govern-
ment taking any patent at any time.

Dr, C. B. Singh: You think that that
section is enough for the Government.
You want complete deletion of clause
48.

Now what are your views about
clauses 87-88? What you think will
be an adequate compensation? We
have suggested maximum of 4 per
cent. Do you agree that maximum of
4 per cent is enough?

Mr. C. A. Pitts: No, Sir. I would
suggest that al] products and process-
es are to be considered on their merits.
In some cases it could be 4 per cent;
in some other cases it can be too much
and too little. Some guidelines would
have to be formed so that each case
could be judged on its merits.

Dr. C. B. Singh:
suggest?

Mr. C. A, Pitts: ] will say through
mutual goodwill on both sides. The
suggestion of some judicial body to
arbitrate would be the most happy
solution.

Dr. C. B. Singh: Clause 116—Ap-
‘peals. What do you think about the
Appeals? The Appeal has been left
with Government because there have
been people who obstructed and good
things have not been supplied to the
people at large by certain patent in-
terests. That is why we have brought
this clause.

Mr. C. A, Pitts: I think, Sir, the
dispute should be dealt with in g dift-

What will you
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erent way and not by, so to speak,
removing any right to a judicial ap-
peal in the whole of enactment, I
think there ig already power in this
Act to sanction the getting of manu-
facture pending the result of negotia-
tion. This by itself avoids delay but
I do not see why one could not ad-
ministratively deal with delays.

Dr. C. B. BSingh: We cannot go
against the High Court. The High
Court will not simply listen and, as
such this power is being taken over
by the Government. What will . you
suggest in thig regard?

Mr. C. A, Pitts: We have suggested
Patents Appeal Tribunal consisting of
single judge on the lines of the Bri-
tish precedent which according to
our information works well,

Shri M. L. Jadhav: You know the
Model Law. According to Model Law
the term of Patent is for 10 years. Do
you agree with it?

Mr. C. A. Pitts: I do not agree with
10 years as the one and the only term.
If it is extendable, according to some
criteria, it necessary, by another 7
yearg that I think would be better
than the flat 10 years which is inade-
quate and brings out results which are
high prices.

Shri M. L. Jadhav: Are you aware
of the fact that the prices of some of
the drugs in India are much higher
than they are in other developed
countries? What would you suggsst %o
bring down these prices?

Mr, I. Mackinnon: Mr. Chairman, I
do not accept the statement that on
the whole drug prices to the consumer
in India are higher than they are in
other countrieg of the world. I do
not deny that this may be true in
some cases but there are many cases
where the consumer has to pay much
lower here in India™ “them in other

“countries, I have no detailed figures
-to put forward to prove this conten-
- tion. OPPI representatives will be able



to throw much better light on this
aspect. g

My own experience why drug prices
are as high as they are in India is en-
tirely because costs of manufacture of
drugs are as high as they are and the
concerns of pharmaceutical manufac-
turers have to cut down the costs.

The concern of the manufacturers
is to keep down the costs. There are
two aspects of this. One concerns
the high cost of materials . and the
other concerns the relatively high
cost of labour., In so far as
materials are concerned, which is a
smaller part, the imported material by
and large has been until recently
subject to rates of duty that are as
high as 70 per cent. In additior, there
are the freight and landing charges,
so that one can say that the average
cost of the imported raw material here
is something like double what it is
in the country where this material
originates. For the much larger com-
ponent, which are raw materials and
packing materials purchased locally,
it is the experience of the average
pharmaceutical manufacturer that they
cost between, two and three times
what they do in the developed coun~
tries. This is essentially a reflection
of the current state of development
of the country,

We all know that until there is a
highly developed organic chemical in-
dustry here in India which is deve-
loping now, the cost of many of the
basic materials and intermediates
that are used in drug manufacture is
necessarily going to be high, but it is
our assumption that as industrial and
technological development proceeds
in those industrieg that supply us with
our raw materials and the packing
materials, those costs will come down.
Certainly they should come down re-
latively to other things.

Then, if I may say a word about
the other main component, labour,
there is, I am afraid, an impression
in many minds that this is a low
labour cost country. In the pharma-
ceutical industry, at any rate, it is
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my experience that this is not true.
Our labour costs are relatively high
to what they would in other parts of
the world. There are two reasons for
this. One is inexperience, which it is
our duty to do something about. Our
hope is that gs one progressively
trains the workers to be more effi-
cient and to be able to do a wider
variety of jobs, the effect will be to
reduce the cost of labour per unit of
output. But the other principal rea-
son, I think, is that we are working
under very much more difficult con-
ditions so far as labour is concerned
than in many of the highly automated
plants in the West. We operate on
a much smaller scale. We do not go
in for automation of processes in the
drug industry, not even of packing,
let alone manufacture, because this
is not at the moment technologically
feasible, and therefore we are using
labour wastefully as compared to
some of our opposite numbers else-
where.

One other point, of course, is that
in this country most of us in the
larger pharmaceutical companies are
paying to our workers dearness allow-
ance on a fairly generous scale based
on the cost of living index, and as a
result of the rise in the cost of living
index over the last year or two, des-
pite what we wish to do and are doing
to improve labour efficiency, the cost
of labour is, in fact, rising and ris-
ing rapidly. Because of this, both on
the raw material side and on the
labour side, our costs are extremely
high, and I would not like to leave the
impression that drug prices are high
because profits are high. It is my
submission that dgrug prices are high
vrimarily because costs are high.
Even so, the prices that the consumer
pays for drugs in this country by
and large are no higher than in most

of the developed countries of the
world.
Mr, Chairman: In drugs like

chloromyrcitin, tetracycline, predniso-
lon, tolbutamide etc., the rate here is
8500 to 1100 per cent of that in ‘the
other countries.



Mr. 1. Mackinnon: I would suggest
that the right comparison to make is
between the selling price and cost of
production, and not the selling price
here and the selling price somewhere
else. When I had the pleasure of
entertaining yourself, Mr. Chairman,
and the other Members in my Thana
plant, I had explaineq that one of the
products we make, namely Vitamin
“A"” is priced extremely high in this
country compared with world prices,
but, in fact, the cost of delivering the
raw materials o the factory gate
before any manufacture starts at all,
is higher than the world price of the
finished product. This is something
.over which we, as manufacturers,
have no control at all. I suspect that
it is the case in most of the examples
you have cited, but I cannot prove
it.

Mr. Chairman: These are figures
culled out from the report of the
Reserve Bank.

Mr. 1. Machkinnon: I submit the cost
of imported component, the high
cost of local labour and other raw
materials purchased locally together
explain why the cost of production
in India is in many cases several
times higher than the effective world
price. I may add that it is sometimes
difficult to know what price is a true
reflection of the world prices. It may
be a price specially quoted for margi-
nal business to a particular country;
it may not be in fact the going price
that most consumers have to pay in
other parts of the world. I suggest
that OPPI are the best people to give
a detailed answer to these questions.

Shri Arjun Arora: What would be
the best method of securing a progres-
sive reduction of prices of drugs in
India?

Mr. C. A Pitts: If I can make a
generalisation here, it is not only
drugs. There are many things in this
country whose manufacture cost is
very much higher than it is in some
of the advanced countries of the
world. There are many factors. As
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suggested by Mr. Manubhai Shah—an
admirable suggestion, each of these
should, in fact, be analysed in little
cells set up to look at every ingredient
of cost in all the important indus-
tries. Ig it raw material, i8 it scale
of operation, is it labour, is it
excessive overhead, excessive salaries
and management, excessive profits, is
it the effect of Government policies?
The ingredients of cost can be
analysed and found in all indus-
tries, including drugs, and T would
suggest what needs to be done first
is to have this open examination of
what makes up the cost to see in what
ways cost can be brought down. 1t
is very difficult to prescribe a remedy

across the table.

Shri Arjun Arora: Don't you
agree that the existence of a patent
law encourages prices and is to a
certain extent responsible for high
prices?

Mr. I. Mackinnon: It is our con-
tention that while a ‘patent does, in
fact, confer a limited monopoly on a
process or a product for a limited
period, and to that extent it is possi-
ble within the terms of the patent for
the manufacturer to charge a higher
price during the term of the patent
than he would otherwise, the provi-
sions of the patent law, either this
one or any other, are not a significant
factor in determining the general level
of prices. Whether you have a strong
patent law or g weak oneis not a
major determinant of whether prices
are generally high or not. Certainly,
however, it must be borne in mind
that without a strong patent Ilaw,
costs of production are likely to be
higher than they are with a strong
patent law, since it will be necessary
to acquire the know-how and ex-
perience by the long-drawn-out and
costly method of development for
oneself and all the mistakes and false
starts and waste that go into the
doing of it. If the effect of a weak
patent law ig to.make the know-how
the more costly and to make the
cost of production higher tham it
‘yould otherwise be, I submit it cam



be claimed that the prices on the
whole are lower as a result of strong
patent law than they would be other-
wise. I distinguish between indivi-
dual products where anything can
happen in g particular experience,
and patented products generally.

Shri Arjun Arora: The witness, I

take it, is aware of the case in Britain-

when they found that because of the
patent law they had to buy medicines
at a costlier price, they chose to buy
drugs from Italy where there is no
patent law and thus force the British
industry to bring down the prices.
In the face of this example, how does
he say that if there is no patent law
or no patent protection or no patent
protection of the order of which he
is fond, the prices of drugs will be
even higher?

Mr. L. Mackinnon: It is my recollec-
tion that there were only two or at
the most three products involved here
and I have not ruled out the possibi-
lity of particular situations in the case
of particular products:. I was talking
about the position of drug prices or

- any other prices generally. So far as
the particular instance that the hon.
Member has referred to is concerned,
the prices at which these products
were imported into the United King-
dom were not thé prices at which they
were sold to the Italian public, and I
believe that OPPI will submit evi-
-dence to prove that in a country
where there are no drug patents in
existence, on the average and in
practically every case, the prices to
the consumer of the drug are higher
than they are in those countries in
western Europe where patent protec-
tion exists. The fact that the British
Government were able to buy large
quantities from Italy at extremely low
prices, lower than those prevailing in
the domestic market, is not to my
,mind an argument against patents,
‘But I am not an expert in patent law
and I am very well aware that there
was a particular point in fhe British
patent law which was in dispute
there, but it was not so much a ques-
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tion of prices; it was a question whe-
ther it was possible to buy drugs for
the National Health Service under a
new clauge in the Act which permitted
the use. Since I am not an expertin
these things, I should think I should
say as little as possible.

Shri Arjun Arora: Can you give
us an idea as to whether your mem-
bers who have securedq the patents
have recovered the cost involved in re-
search?

Mr. C. A, Pitts: This varies tre-
mendously with the activity,

Shri Arjun Arora: Let us take the
commodities called drugs.

Mr, C, R, Pitts: I think these are
specialised matters which the OPPI
on Friday could handle much more
adequately than this delegation. To
my knowledge, there are many exams-
ples which are in fact not enough to
cover the cost, because the technolo-
gical advance and so on become out-
moded before it has beén found to
recover the cost. May we. suggest
that the specialised delegation on
Friday could handle that subject
better?

Shri M. R. Shervéni: I am not very
clear about the recovery of expendi-
ture on research. Mr. Mackinnon
said that the average expenditure was
about two per cent of the turnover.
That means that it is only a prosper-
ous company which 'will spend money
on research and earn a profit. When
the expenditure is no{ more than
10 per cent of the profit from year to
year, how do you still have 90 per
cent profit to pay dividends, etc.? I
do not quite understand this point
that if there is no strong patent law,
the money spent on research would
not be recoverable. It is reswvered
from year to year out of profits. What
have you to say about it?

Mr. C. A. Pitts: It is extremely
difficult in the generality of cases to
deal with the question as to how much

_is spent and how quickly it is recover-
ed. Our contention in general is that



without strong patent law, the money
will not be spent, and innovations and
inventions will cease, as hag been
demonstrated in a country which in
fact did away with patents in respect
of drugs. As Mr, Mackinnon said
earlier—he was talking of two per
cent from his personal knowledge—
in my personal knowledge, and this
is in a sense confidential, the phar-
maceutical division of ICI which has
a most tremendous research establish-
ment did for many years together
fai] to make any money at all, and
has made g recurring loss.

Shri M. K. Shervani: Excuse me
if I put this question. Suppose .there
were no patent laws anywhere in
the worM, would the ICI stop doing
research? Because, my point is, re~
search is very necessary for your
very existence..It is essential for you
to continue to do research.

Mr. C. A, Pitts: Research would
2o on in selected areag where it is
regarded as good commercial risk,
but research would become secret
and the results will go into the
middle ages and they would be a
great brake on the whole develop-
ment of the entire world.

Shri M. R. Shervani: You would
continue research for your owp de-
velopment, irrespective of whether
you have protection or not.

Mr. C. A Pitts: The research
would then be very much more rigo-
rously scrutiniseq and screeneqd and
done under conditions of extreme
secrecy; the result would not be pub-
lished; it will have a retrogressive
effect on the whole academic system
of the world.

Shri M. R. Shervani: You are
giving advice in the interests of
Indian industrial development. That
js the basic idea. In your opinion,
the present Bil] would retard re-
search and would be a disincentive to
research. My question is, will it be
better for a country which is at the
bullock-cart stage to do research on
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. take the process which has

the basis of bullock-carts and cycles
and then go to motor-cars, or, should
that country take advantage of the
existing discoveries of another coun-
try which is at the aeroplane stage,
and take its help and assistance in
developing the country’s economy?
You want us to give protection to
our research scholars and scientists
to do research, at the stage we are
in, and not take advantage of the
research done by other nations of
the world?

Mr. C. A, Pitts: I would not treat
the subject, so to speak, in that
black and white way. I think the
greatest asset of any country is the
mind of the people and the brains
'nd their creative ability. India doe<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>