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Using generic drugs in India: Some thoughts

ANIL C. ANAND

Atagastroenterology conference,*| moderated apanel discussion
with four eminent hepatol ogists as co-panellists and many other
senior members of our professional society inthe audience. | had
chosen the topic of generic drugs, as| wanted to share my newly
gained knowledge about the use of branded drugsin thetreatment
of hepatitis C virus (HCV).

| was blissfully unaware of various practices during my service
career aswe had instructions to use names of generic drugsin our
prescriptions. Our professional societies inexplicably avoid
discussing such issues. After entering private practice a couple of
yearsback, | learnt about certainwheeling/dealingsfrommy friends
in practice as well as those in pharmaceutical companies (PC).

The hall wasjam-packed. Not because people were interested
in thistopic, but because the session immediately after the panel
discussion wasto feature afamous motivational speaker, Mr Shiv
Khera. During thelast 10 minutes, the organizers kept frantically
signalling me to wind up my session quickly as Mr Khera had
arrived in the hall earlier than expected.

The panel discussion was about the index case described in
Box 1, where a decision was made to treat the patient with
sofosbuvir and daclatasvir.

Sofosbuvir (trade name Sovaldi) is the same drug that had
created ripplesin the world when it was marketed in the USA by
Gilead for US$1000for onetablet. Peopl e shouted from rooftops,
$84,000 miracle cure (12 weeks' course) costs less than $150 to
make',2 forcing a Senate hearing.® The drug was found cost-
effective by some people,* while others questioned if innovation
and ethicscan coexist? Thehigh cost remainsan important factor
everywhere and this led to a delay in its introduction in the
National Health Service, UK® and near rejection by Austraia.’
Gilead then took steps to blunt the criticism about pricing of the
drug. The company signed agreements with several large Indian
drug-makersto sell cheaper versions of Sovaldi in 91 developing
countries. These countries have an annual average per capita
income of less than US$ 1900 and account for more than half of
the global patients of HCV infection.

Our discussion was about the marketing war that started after
thisdrug wasintroduced in India, and how doctorswereinvolved
init. | asked the following five questions.

Question 1

Morethan 15 brandsof thesedrugsareavailablein India: How do
you choose a brand for prescription? The options are;

a. | will prescribe by generic name.
b. 1 will ask my patient if he/she has any preference.
c. | will choose abrand at random or by rotation.
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Box 1. The case summary

A51-year-old man presented with complaints of aching
pain in the right side of the upper abdomen for 3
months. He had weakness and easy fatiguability for
the past 1 month. He was known to have hypertension
and diabetes for the past 7 years. He had had an
appendectomy 12 years ago. Clinical examination
was normal.

His investigations showed:

Haemoglobin level 14.5 g/dl, while cell count 6900/
cmm, platelets 229 000/cmm

Total serum bilirubin 2.1 mg/dl (direct 0.3); aspartate
aminotransferase 45 IU/L; alanine aminotransferase
79 1U/L; gamma-glutamyl transpeptidase 90 IU

Serum creatinine 0.9 mg/dl; urea 8 mg/dl

Hepatitis B surface antigen: negative; hepatitis C
antibodies: positive; HIV: negative

Hepatitis C virus RNAload 15 880 753 IU/ml; genotype
3a; fibroscan:8.1 kPa

It was decided to treat the patient with new directly
acting antiviral drugs: sofosbuvir with daclatasvir for
12 weeks

d. | prescribe abrand by my considered choice.
e. Any other?

Most gastroenterologists in the audience who responded
conveyed that ‘they choose one or two reputable brands, which
will provide maximum benefit to the patient’.

Now we needed to clarify ‘reputable brands' and ‘ benefits to
patients’.

My follow-up question was, ‘Which of the following
pharmaceutical firms marketing these drugs were not reputable:
Abbott, Alembic, Biocon, Cipla, Hetero, Dr Reddy’s, Emcure,
Gilead, Mylan, Natco, Ranbaxy/Sun, Wockhardt, Zydus Cadila/
Heptiza?

| got noreplies. Reputation meansthe medi cinesmanufactured
by these companies have been genuine and effective. Obviously,
all were reputable.

Themost explicit answer was given by one of my panellists. ‘|
will prescribe by brand name and | confine my brands to just a
couplefor convenience. Mylan because| feel the originator hasto
get credit, and Dr Reddy’ s because they were among the first to
organize an informative continuing medical education (CME)
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programme with international faculty and followed it up with
patient support. For patients who are receiving the drugs from
another source such as employees of public sector undertakings,
| prescribe by generic name.’

For the USA, all these 15-odd brands being marketed in India
may be generics, but in India these drugs are not marketed as
generics, they are available as competing brands.

| asked another follow-up question, ‘If you prescribe by the
pharmacological name in your prescription, it will mean that the
onus of selecting the brand is on your hospital pharmacy or the
shopkeeper who sellsiit. Is this acceptable?

| could hear loud voices from the audience, ‘No, it is not
acceptable. Pharmacists are more likely to be influenced by
profitsymarket forces.’

In effect, everyone accepted that market forcesinfluenced the
decision and no one wanted the decision to go out of their hands.
Hence, | decided to ask the second question related to * maximum
benefit to the patient’.

Question 2

‘ Patients save maximum money if you prescribe by a particular
“brand” and refer the patient toamedical representative (MR, this
termisalso being usedfor other representativesof PC’ smarketing
department). Aswe all know, MRs are often seen waiting about
outside al busy outpatient departments (OPDs).’

| gave pros and cons of this decision, ‘It will be beneficial to
the patient as the MR would arrange to provide drugs cheaper
from the stockist/distributor (30%—40% below the maximum
retail price[MRP]) andwill alsoarrangeto subsidizeinvestigations
(testsfor HCV RNA and genotypeareexpensive) asapromotional
activity. Most MRs can also counsel patients to be regular with
(buying) treatment. However, theflip sideisthat the patient may
think that the doctor has a side deal with the MR!" | asked the
audience, ‘“Would you like to do it?

There was a loud chorus, ‘No, it is unethical! MRs have no
business hanging about outside OPDs, or meeting with patients,
leave alone reminding them or counselling them.’

My follow-up question was: ‘ Y ou all said that you want to give
maximum benefit to the patient? It isonly through the MR that you
can provide a subsidy to the patient. If you tell the MRsthat PC A
is providing package X for these drugs, four other companies will
be willing to either match or provide amore attractive package.’

Therewasno answer. Onepanellist said, * Using these services
may indicate complicity. | do not use them at all.’

“Which meansyou are not giving any benefit to your patients,
which isavailable for asking,” | commented.

Someone from the audience shouted, ‘We all do it, but no one
iswilling to accept here!’ | thought that was atruthful statement.

Question 3

‘Next scenario: One MR approaches you and offers to conduct a
freesurvey inan arealvillage of your choosing onyour behalf. Y ou
all know there are alot of hotspots of HCV in villages of northern
India. That MR will provide al thelogistic support for the survey,
which can later be published inyour name! Patientsfound positive
will be sent to you for treatment or you can prescribe them on your
once-a-month visit to the village. Your consultation fee will be
taken care of and patientswill only haveto pay for medicinesthey
consume, that too, 25% bel ow themaximumretail price. Itisawin—
win situation for everyone: you will get a paper in your name and
consultationfee, thepatientwill get early diagnosisand economical
treatment and the MR will get to show increasein sales. Isit ethical
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for doctors to accept such an offer?

| could hear loud murmurs from the crowd. A few in the
audience had earlier presented results of such surveys. They
obviously kept quiet. Those who stood up to answer strongly
condemned the proposal. ‘It is unethical! MRs have no business
carrying out surveys.’

My panellistssaid, ‘ There are no freelunches. The PC aswell
asyou aredoing it for some profit. That again indicates adoctor—
pharma nexus.’

Then | showed the audience the Medical Council of India
(Professional Conduct, Etiquette and Ethics) regulations, 2002
(Box 2). Unfortunately, scrutiny for these stipulations was never
donewhileaccepting suchresearchfor presentation or publication
in Indian institutions.

Question 4

‘PC “A” wants a meeting of top hepatologists to advise them
about the launch of a new hepatology product. You have been
chosen as an esteemed adviser. The PC wants you to attend a 2-
hour meetinginahotel in Mumbai. Y our travel stay will betaken
careof. You will be paid an honorarium for the service rendered.
It will be transparent as per law, and a contract will be signed as
per ethics approved by the Medical Council of India (MCI).
Should one accept?

This question had a mixed response. People expressed
conflicting opinions. Somefound it unethical (obviously they had
never been asked) and otherssaid it wasacceptabl e (they possibly
had been asked). One panellist gaveaclear reply, ‘ Thisisatricky
one. | fedl, in principle, it is ok to accept. However, | make it a
point to accept such an offer only from acompany whose products
| prescribe anyway. If it is a company that | do not usually
prescribe or aproduct that | do not anyway prescribe | would not
accepttheoffer. Forinstance, | never prescribe SAMeor glutathione
in my practice. | would not accept if the meeting was related to
those drugs. The MCI guidelines also permit that’ (Box 3).

This was a peculiar situation. Ethics permitted you to be
affiliated to a PC, accept payment from them and be obliged to
them. The caveatsgivenweredifficult to assess. How it will affect
one's behaviour was of no consequence.®

Question 5

‘PC “X” wants you to attend Digestive Diseases Week 2017
(DDW-17) as their adviser (they will foot the bill). In return, you
have to take part in three CMEs to give taks, with the am to
distribute knowledge gained at DDW-17 to other physiciansin the
areaof your practice. Therewill beno conditiononwhat you speak.’

Thisiswhere organizers wanted me to stop early. However, a
chorus from the audience permitted me to go on. Everyone was
shouting, ‘Tell us who is PC “X”? | want to go.” It seemed
everyonesuddenly wanted to attend DDW-17. Some commented,
‘Why should wegivetalks, | will never submit to such blackmail.’
This was obviously another way for PCs to win over doctors
loyalty to their products.

| projected another slide that showed MCI guidance (Box 3),
outlining penalties for accepting travel facilities and hospitality
from PCs.

Therewas silence. We all knew in our hearts that conferences
areorganized by fundsfrom PCs. Approximately, 90%, if not all,
of delegates and faculty attending these professional conferences
(when they are not funded by the government/employer, which
happened in <10% cases) were funded directly or indirectly by
PCs. Redlity was far from what was ideal.
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Box 2: Clause No. 6.8.1 (E), which has been on
MCI website showing terms of notification
published on 14 December 2009 in the
Gazette of India

Medical research: a medical practitioner may carry
out, participate in, work in research projects funded by
pharmaceutical and allied healthcare industries. A
medical practitioner is obliged to know that the fulfilment
of the following items:

(i) Ensure that the particular research proposal(s) has
the due permission from the competent concerned
authorities

(i) Ensure that such a research project(s) has the
clearance of national/state/institutional ethics
committees/bodies

(iii) Ensure that it fulfils all the legal requirements
prescribed for medical research

(iv) Ensure that the source and amount of funding is
publicly disclosed at the beginning itself

(v) Ensure that proper care and facilities are provided
to human volunteers, if they are necessary for the
research project(s)

(vi) Ensure that undue animal experimentations are
not done and whenthese are necessary they are done
in a scientific and a humane way

(vii) Ensure that while accepting such an assignment
amedical practitioner shall have the freedomto publish
the results of the researchin the greater interest of the
society by inserting such a clause in the MoU or any
other document/agreement for any such assignment

MoU: Memorandum of understanding

Box 3: Clause No. 6.8.1 (B) of MCI (Professional
conduct, etiquette and ethics)

Regulations, 2002 in terms of the notification published
on 14 December 2009 in the Gazette of India

A medical practitioner shall not accept any travel
facility inside the country or outside,... for attending
conferences, seminars, workshops, CME Programme,
etc., as a delegate.

Later they have outlined the punishment for the same:
(a) Expenses for hospitality more than ¥10 000 to
¥50 000: Removal from Indian medical register or
state medical register for 6 months. (b) Expenses for
hospitality more than more than ¥50 000 to Y100 000:
Removal from Indian Medical Register or State Medical
Register for 1 year. (c) Expenses for hospitality more
than ¥100 000: Removal for more than 1 year from
Indian Medical Register or State Medical Register
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The organizers at this point snatched the moment to flash a
slide saying ‘your timeisup’. | thanked everyone and closed the
session. However, the same evening, | was accosted by several
colleagues and PC representatives. My colleagues were happy
that a different kind of topic was discussed. PC representatives
had a mixed response. Some were unhappy because they had
approached mewith the proposals| had mentioned. | had not only
accepted their proposals but also made them public. Some were
happy and said that they had been manipulated by doctors into
accepting similar proposals which came not from PCs but really
originated from doctors. Since their own career advancement
depended on the sales targets they could achieve, they had no
option but to accept it if they were getting good business.

| asked them, ‘ Forget that you are representing a PC. Imagine
you are a gastroenterologist. How will you select a brand to
prescribe?

They all laughed. But one of them, amarketing vice-president
of aPC answered, ‘Y ou want my honest answer?

‘Yes, of course’

He answered without a smile, ‘I will prescribe just as most
doctorsdo. | will prescribe abrand that fetches me (as doctor) the
maximum benefit!’

| raised my eyebrows, ‘And what about the MCI Code of
Conduct?

Hisresponse, ‘ Sir, you also know. MCI doesnot know what is
happening in their own basement. Who has time to find out what
is happening in a corner of the country?

A senior hepatologist, who was standing next to me and
listening to thisconversation, addressed mewith hischaracteristic
smile and said, ‘We doctors are hypocrites. We are walking on
shit, but keep trying hard not to slip!”’

| was left wondering, if this was true!
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