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Minutes of meeting held on 1.6.94 at the Ministry of Health and
Family Welfare, Government of India.

Present: Secretary, Health & FW, Dr.S.N.Mukerjee, the DGHS,
Dr.Dasgupta, the Drug Controller of India, Dr.Satyawati (ICMR) |,
Dr.Roy Chowdhry, Dr.Hingorani, Dr.Usha Krishna, Dr.Pushpa Chan-
dra, Dr.Helen Simon (NIHFW), Dr.Shiela Mehra and a host of others
from the departments concerned.

From the women’s organizations: Brinda Karat, P.Loomba, Kalpana,
Keerti and Vimala.

The proceedings: (please note that the essence of what different
people said at the meeting has been recorded and not in verbatim)

Secy: ‘‘Some of you met the DGI and said something; there have
been articles in the newspapers and we have been trying to re-
spond to your concerns. The floor is open now, let us introduce
ourselves (introductions were made).

BK: We are surprised that while we were restricted in terms of
numbers who could attend this meeting, you have assembled large
number of representatives and doctors; we had earlier asked for
~ information regarding the liscense given to Upjohn, but the DC
claimed no knowledge regarding this. What we want is that the
ministry should have a transparent approach. We protest and
object that the DC refused to meet us, the last time we tried to
get an appointment.

We are in favour of safe contraception for women. But we feel
that the population policy has been a coercive one. As women and
representatives of women in this country, we are concerned and
that is why we have been wanting to meet the DC.

What we are demanding now is that a series of public hearings be
held on the issue. We question the ethics of pushing these con-
traceptives and others in the name of choice. We also demand
staying the liscense to Upjohn.

Secy: You seem to have pre-judged our position on some of the
issues as if we have taken definite positions. We are totally
transparent. All the information has been published; if not then
it can be made available. I can understand reasons for cancella-
tion of appoiniments, I do mot think you should take it other-
wise.

Now we would like to have a dialogue so that we can have a per-
sonal appreciation of your concerns.

Kalpana: (explained in detail the experience with the DC the
previous time).

BK: We are registering our protest. You may disagree with us, but
we are placing the entire episode in the specific context of what
has happened (in terms of going ahead and granting liscense)




Secy: This is no starting point. You have already decided your
position.

Loomba: We have questions in writing and we want to have answers
to these very clearly. It is only after this we can proceed on
any discussion, if at all.

kalpana: (explained what happened on the Net-en issue, where the
drug controller just went ahead and has not given any response to
the Supreme court and the whole thing is taken 8 years).

Dasgupta: The SC has not given date for hearing.

BK: All this is related - Net-en and Depo. What we demand is a
public hearing.

Secy: You see there is a parliamentary cttee on petitions; they
can summon for public hearings.

BK: Do you want us to bring MPs here? We are not bothered about
cttees. What we are asking is can you or can you not call for
public hearing on subjects/matters of such importance?

Secy: I am not saying I can or cannot, but I do not consider it
necessary to go in for public hearing.

Roy Chowdhry: If there are technical concerns we can sort it out.
After all we are all working for the same thing. The type of
attitude we come with on both sides is important.

BK: okay, let us start afresh. Let us have a discussion. But then
you say we have decided and we say that you have decided, gone
ahead and are selling Depo all over the country. How can we start
with an open mind. You put a stay and then the discussion can
start. You can’t go all the way and then say, don’t take a stand!

Secy: But why do you want a stay order?

BK: Don’t make it a prestige issue. We want a stay order and we
need a stay order. You have taken the decisions, even before we
can take a deep view on this. It has been the concern of many
organisations. £ What meaning does it have that we have a
discussion and you continue the sales.

Kalpana: our representation came before the liscense was granted.
How come that was not considered.

Vimala: In all the programmes, there is much talk about
empowerment. Is this the way you want to empower women -- i.e.
not give them information, take your decisions and tell them --we
will empower you. This kind of empowerment is meaningless.

Dr.Usha: I a woman as you are. Many tests have been done. It is
niot possible to take all views and opnions all the time.
Abortions are taking place in such terrible conditions. We do




want to prevent all this. (she explained about other countries
and so on) We are as concerned, there is no coerciveness. We are
open and very concerned.

Kalpana: Using abortion and this business of reducing maternal
mortality - we have heard so many times. It does not hold water.
If it is the question of MM, then strengthen primary health care.
But pushing Depo is not and cannot be the answer.

We ahve not heard from ICMR, why after 1992, they have not said
anything.

The question is, do we have a right or not to ask, to know?

Dr.Satyawati: There seems to be a lot of resentment. They have
got their reasons. It has been unpleasant. What we need is a
mental frame of mind to listen, and what they (women) need to do
is not pre-judge. I am not sure about the Ministry. If they are
not transparent -then I do not know the reasons. But as far as
ICMR is concerned, ICMR will be transparent. Because an
introduction of anything into a normal human being is an issue of
concern. Being a woman I know exactly what it can be like. There
is the question of psycho-social aspects. Men just tend to
dismiss all the bleeding. But as a woman we know, what it can be
like.

Kalp: I welcome Dr.S"s comments. But the issue we are discussing
here is not just psycho-social; but what we want is information
on trials; is anything being done, if so why can we not be
informed.

Shiela.M: (talked about the harmless nature of Depo. She cited
giving it to 3 generations!)

Secy: Data cannot be given on trials.

BK: What we want is: where trials, when, on whom. Before the
results of the trial come, why should liscense be given. You have
to realise what your responsibility is in this.

Shiela.M: what makes you think that studies have not been
conducted?

Kalp: What we are asking for is straight forward information on
Protocol for marketing surveillance (PMS). I am sure that the
information is with Dr.Dasgupta. Can you give us the guide lines
you have and on what basis is approval given. :

Dr.Hingorani: (explained that there was information - and that it
should be made available. She felt she said equally concerned and
S0 on)

Secy: I am afraid I will have to leave now. But pl.feel free to
walk in any time into my office. We are sincere, pl.do
understand. We are all concerned about Depo, that is why it is




‘not part of the FP programmme. I think that this revie should be
taken to a logical conclusion.

BK: Are you giving us to underatnd-that you will keep up the open
discussions, knowing that it might be hazardous and at the same
time allowing it to be sold.

Loomba: This is not a question of sincerity. We have differences.
How can we have a dialogue, when the policy has been pre-decided.
Pl. do not quote other examples from other countries. We are not
interested. What we want to know is about our women and what will
happen to them.

Dr.S: what you are saying is that there is not sufficient ground
for granting the liscense, or even for discussions, until the
thing is stayed.

BK: yes; but now let us have the DC.

Dr.Dasgupta: In 1994, after the expt/imp policy of open general
liscenses there were only 6 drugs which needed prior permission.
All drugs (inc.Depo) can be imported. I totally appreciate your
concerns. But if you want to generate experience then you will
have to use the drug. If there are any genetic problems - then
it can be rejected - the present policy allows this. (then he
talked about inclusions and exclusions).

BK: are you saying that the DC has no role to play in the context
of the policy?

DC: (he went on AND ON)

BK: (repeated her qn) What I want to know is that if somebody
imports Depo, is it mandatory to come to you for permission. Does
you role include the follow up of clinical trials - and to say
whether a contraceptive is safe or not safe. If there are more
risks than benefits - what can you do?

(then the discussion went back and forth - with the women’s
representatives demanding an answer from the DC on his role)

DC: the PMS protocol is not approved. It is a skeleton of PMS.
Studies take time. We are doing it in 9 centres. After 3 years,we
will get an interim analysis.

Kalpana: meanwhile Upjohn can expore and Maxp can get it into the
market.

DC: I cannot control this.

. BK: yes, because it involves hard cash, slush funds; unlimited
Indian market, restricted approval. In the meantime dont you see
what can happen - even accepting it as a safe contraceptive,
there are contradictions. Can you guarantee that it will be sold
only on prespcription and can you guarantee proper monitoring.




We know the track record of thius multi-national. But do you have
any guarantees to restrict the market.

DC - As state DC, I have the autonomy; we can examine and
withdraw, if something is wqrong.

Kalp: even if they are bought without prescriptions?

BK: if the protocol is violated, you said it can be withdrawn.
DC: yes.

BK: Mr.DC, just 15 days after your granting the liscense, these
have been brought without a prescription. Now you have to
withdraw the contraceptive.

(then the depos bought over the counter were brought forward)

DC: This is not the fault of Max pharma.

BK: how can you say this? Cannot chemists be given a percentage
by Max? On what basis are you defending them?

Loomba: If these can be bought over the table - much can be done
under the table as well. You have not controlled it all.

Can you not withdraw it from the market.

DC: (said at first that he would advise his prosecutor; then he
said that if we give a formal complaint, it could be registered
and so on).

When the medical fraternity was confronted - Roy.Ch. said that it
would be his view (and that of the medical fraternity) that the
drug should be withdrawn by the DC.

Dr.S: he will have to follow certain prociedures.

CGHS: You have brought an issue, a violation. we will actually
take the necessary steps. I state this clearly.

kalp: the second question is on the package insert. What is your
role in this regard? Why is it in English?

DC: It is in English because it is meant for the doctors. A
simpler version has to be used for the public.

Kalp: I thought that medical jorunal were for doctors. Now you
are saying that this insert will educate them! In the US insert
there are 75 contraindications. Here there are 7. So you want
our medical fraternity to know only this much. Why are you
insulting them?!

Loomba: These are just two examples of violation of laws. Allow
us to educate you and we will point out more. With you we have to
struggle to get even heard this much.




BK: it is all basically a question of whether it is ethical and
to what extent the protocol is being followed.

CGHS: If you will allow me. I am the chair! There are very many
points you have raised, which need to be looked into. I have
committed on behalf of the govt. We will look into the
questionnaire and give you written replies. We will give you this
by the 10 of JUne. After which we can fix a meeting. (there was
some discussion on need for minutes - we pushed and they had to
accept). We will have the minutes approved at the next meeting.
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