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In this article, the authors outline three 
strategic implications for Pharma and 
Biotech in India resulting from the 
Drug Price Control Order (DPCO). 
Although focused on India’s pharma-
ceutical market, this article presents 
pricing perspectives that can be applied 
in multiple industries and markets. 
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Are Market-Based Pharmaceutical  
Price Controls the New Reality in India?

India’s Department of Pharmaceuti-
cals (DoP) released the Drug Price 
Control Order (DPCO) in May 
2013. It increases the number of 

medicines on the National List of Essen-
tial Medicines (NLEM) from 74 to 348 
and offers new paradigms for determin-
ing and enforcing price ceilings while 
maintaining stable drug supply.

The effects of the DPCO are substantial. 
Pharmaceutical and biotechnology com-
panies that do business in India need to 
carefully evaluate the consequences of 
this legislation.

The DPCO uses market-
based mechanisms to set 
price ceilings 
The DPCO has three primary aims: ex-
panding the National List of Essential 
Medicines (NLEM), authorizing the Na-
tional Pharmaceutical Pricing Author-
ity (NPPA) to regulate prices of India’s 
NLEM, and authorizing the NPPA to 
regulate price increases of non-essential 
medicines. 

The DPCO uses market-based mecha-
nisms to set price ceilings. It works dif-
ferently, depending on how many prod-
ucts are in a category:

1. If a drug is one of many drugs with-
in a given product category, the 
price ceiling is the simple average of 
the prices of all drugs that have at 
least 1% of market share within that 
product category (plus a 16% phar-
macists’ margin). 

2. If a drug is the only drug within 
a given product category, the new 
price ceiling for that drug category 
will be a fixed percent, based on 
price reductions in similar product 
categories, of the current drug price. 

Moving forward, all drugs in a product 
category must be priced at or below the 
price ceiling or the manufacturer will 
face monetary penalties. In the case that 
a drug’s price is already below the price 
ceiling, a price increase is prohibited. 

The NPPA, however, currently has no 
mechanism to officially penalize an of-
fending manufacturer. For all NLEM-
listed medications, yearly price increases 
must be in-line with or below the whole-

sale price index (WPI). 

The Indian government has also reserved 
the right to mandate continued produc-
tion for up to 12 months, to require 
quarterly drug production reports, and 
to require 6 months’ notice before pro-
duction of a given drug ceases.

The regulation also exempts all drugs 
developed and patented in India from 
price control as a means of incentivizing 
India-based research and development.

The DPCO results in three key implica-
tions for pharmaceutical and biotech-
nology companies in India as well as for 
India as a place for future pharmaceuti-
cal/biotech R&D:

1. Fewer “branded generics”

2. No let-up in pricing pressure for 
non-NLEM drugs 

3. No dramatic change in multination-
al corporations’ (MNC) R&D in-
vestment in India 

Implication 1: Fewer 
“branded generics”
To understand how this new policy will 
impact prices within the Indian market, 
consider the following three cases:

Case #1: Novartis’ desferrioxamine me-
sylate is the only product on the NLEM 
in its category (monopoly category): 
Nearly 25% price reduction

Because Novartis’ desferrioxamine me-
sylate is the only drug within its product 
category, it experiences price reduction as 
a fixed percentage of its current price.  
 
In order to determine the price reduc-
tion for desferrioxamine mesylate, the 
NPAA considers the average reduction 
in similar product categories. For desfer-
rioxamine mesylate, the price reduction 
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will be 24.80%, the 
average price reduc-
tion for antidotes. 
This will reduce the 
price per unit from 
its current ₹170.40 
to ₹128.14. 

Case #2: GSK’s 
Hepatitis B vac-
cine is an expensive 
branded alternative 
to a host of low cost 
generics: A price 
reduction of about 
75% (see Figure 1)

GSK’s Hepatitis B 
vaccine is signifi-
cantly more expen-
sive than the other 
seven options. Be-
cause the new price 
ceiling is determined 
by an arithmetic, 
and not a weighted, average, the price 
ceiling for Hepatitis B vaccines will force 
the price of GSK’s Hepatitis B vaccine 
significantly down from over ₹300 to 
a maximum of ₹87. Put simply, GSK’s 

product will face a price reduction of 
roughly 75%. 

Case #3: A local manufacturer (Pavior) 
offers a more expensive factor VIII con-

centrate injection than the only alterna-
tive, Baxter’s cheaper version: Market 
leader (Baxter) unaffected by price re-
duction (see Figure 2)

According to clear-
ly outlined DPCO 
policy, the new price 
ceiling for factor 
VIII concentrates 
will become the av-
erage of current pric-
es, or about ₹5400. 
Baxter’s factor VIII 
is priced well be-
low where the new 
price ceiling would 
be, and so Baxter 
will not face manda-
tory price reduction. 
This is a particularly 
interesting case, as 
the DPCO aims to 
impact high-priced 
branded options that 
compete against a 
set of generic and 
“branded generic” 
alternatives. Given 
the Baxter prod-
uct has over 90% of 
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FIGURE 1 

Source: Simon-Kucher analysis of National Pharmaceutical Pricing Authority of India data 
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FIGURE 2 

* Price is weighted average of market share and is price to retailers excludes VAT etc. MRP will be attained by adding retailer margins +VAT  
Source: Simon-Kucher analysis of National Pharmaceutical Pricing Authority of India data 
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Figure 1: Hepatitis B vaccines’ anticipated price ceiling under DPCO
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Figure 3: Price vs. market share for Hepatitis B vaccines

Figure 4

market share, the price 
ceiling will not have 
any impact on the cat-
egory spend.

In order to under-
stand the reach of the 
DPCO’s price reduc-
tion policies, one must 
fully understand the 
India market. Consum-
ers and physicians in 
India are very brand-
conscious, even when it 
comes to medications. 
As a result, currently, 
higher drug prices don’t 
necessarily lead to low-
er market share. In-
deed, for almost half of 
product categories un-
der the DPCO (47%), 
the most commonly 
used drug is also the 
most expensive. 
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FIGURE 3 

Source: Simon-Kucher analysis of National Pharmaceutical Pricing Authority of India data 
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FIGURE 4 

Source: Wall Street Journal, Reuters, pmlive.com  

Patent issue Product by Manufacturer 

Compulsory Licensing Nexavar by Bayer 

Revocation due to lack of inventive step 
 

Sutent by Pfizer 
Pegasys by Roche 

Revocation due to improper filling procedure Herceptin by Roche 

Revocation due to new version of molecule 
therapeutically not superior (Section 3d) 
 

Glivec by Novartis 
Tykerb by GSK 
Ganfort by Allergan 

Denial of alleged patent infringement against generic Tarceva by Roche 
Januvia by Merck 
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Consider the Hepatitis B vaccine market 
from case #2 (see Figure 3). GSK’s prod-
uct, despite being the most expensive 
by a wide margin, has a disproportion-
ate 26% market share. This is because 
market share and price are not inversely 
related in this product category as would 
typically be expected. Thus, this category 
demonstrates the DPCO’s potential suc-
cess. 

Though GSK is the only therapy 
that will face significant price 
reduction due to its high mar-
ket share, the weighted average 
of prices in this category will be 
slashed in half from ₹140 to ₹70. 

As a result of the DPCO, price 
differentiation for NLEM-listed 
medications will become increas-
ingly difficult. More importantly, the 
DPCO may impact locally-manufac-
tured generic alternatives as it reduces 
the price of the MNC branded options, 
thus decreasing the price gap and per-
haps making the MNC brand more at-
tractive. This will lead to a decrease in 
the number of “branded generic” NLEM 
products. 

As price differentiation within each 
product category decreases, so too does 
the potential for a middle tier, products 
that are neither the most nor the least 
expensive in the category, of “branded 
generics”. As a result, fewer “branded ge-
nerics” will exist across and within prod-
uct categories. 

Implication 2: No let-up  
in pricing pressure for  
non-NLEM drugs 
An estimated 70% of the India drug 
market is not listed on the NLEM and 
will not face new price ceilings or man-
datory price reductions. However, medi-
cines not listed on the NLEM will only 
be permitted a 10% annual price in-
crease. In addition, pricing opportunities 

remain limited by patient affordability 
and the threat of compulsory licensing.

The Indian government has a history of 
implementing compulsory licensing and 
revoking patents for drugs it considers 
too expensive (see Figure 4). 

Nine drugs for either cancer or diabetes 
have faced patent problems ranging from 
compulsory licensing to revocation of 
patents to denial of patent infringement 
in India: Nexavar, Sutent, Pegasys, Her-
ceptin, Glivec, Tykerb, Ganfort, Tarceva 
and Januvia. These patent problems have 
led to cheaper generic alternatives for 
high cost medicines in India, and have 
also positioned India as a country in 

which exceptionally high priced thera-
pies are unlikely to launch successfully. 

Implication 3: Multinational 
corporations’ (MNC) R&D 
investment in India will not 
change dramatically 
The DPCO incentivizes India-based 
research and development of drugs. 
However, the likelihood that this will 

influence MNC’s investment 
decisions is negligible. MNCs 
often have established R&D 
centers outside of India. Since 
revenue from NLEM drugs for 
MNCs in the context of their 
global revenues is very small, 
it is very unlikely that many 
MNCs will make a large R&D 
investment in India because of 
the DPCO.

Wrap up
The Indian government is heavily in-
volved in regulating prices for medicines 
in India by using the DPCO to set price 
maximums for essential medicines. Go-
ing forward the Indian government may 
also look to other larger areas of the 
pharmaceutical/biotech market to in-
troduce new and increased regulation to 
make medicines more affordable. To be 
successful in a changing India market, 
manufacturers need to constantly re-
view the changing policy landscape and 
reassess their India strategy carefully. 

An estimated 70% of the India drug 
market is not listed on the NLEM 
and will not face new price ceilings 
or mandatory price reductions.


