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ABSTRACT

Cancer is one of the leading causes of illness and death in India
and the government rightly acknowledges and stresses the importance
of making cancer medicines more affordable. On February 2019,
Government has imposed a ceiling of 30% trade margins on selected
anti-cancer medicines to make these more affordable. The retails price is
the sum total of what the manufacturers charge and the trade margins.
While putting a cap on the later, the government has kept the former
untouched. But manufacturers’ prices have been under price control
under the Drug Price Control Order, 2013. This paper analyses how
effective has been government measures to control the prices of anti-
cancer medicines. The paper finds that despite the attempts to fix ceiling
prices and to impose trade margin caps on some anti-cancer medicines,
the prices have remained high and unaffordable and prices of the same
product sold by different manufacturers vary widely. The lower priced
products are not necessarily purchased more and even when the prices
of some products have fallen substantially, the overall consumer gain
has not been significant. This is attributed to some basic inadequacies
and weaknesses of the way prices have been attempted to be controlled
in India. The formulations market in India is essentially a branded
generics market and suffers from market imperfections. The government
has not made any attempt to tackle the imperfections. The paper also
discusses the prices of patented products and biologic products which
have become more important in recent years. No attempt has been made
to control the prices of patented medicines. Other methods of making
patented medicines more affordable, for example compulsory licensing
has also practically remained unexplored. One of the reasons for the
high prices of some of the biologic products is that the regulatory
requirements have made it more difficult and costlier to enter the market.
The paper stresses the importance of simplification of the regulatory
barriers to facilitate entry of firms and make the market more competitive
and prices more affordable.

Keywords: cancer medicines, price control, ceiling price, trade margin,

product patent, biologics.

JEL  Classification : E 64, L 43, L 81, O 38
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1. Introduction

The Government of India has issued an ‘Order” on 27 February,

2019 to control the prices of 42 anti-cancer medicines by putting a cap

of 30% on trade margins.1As the Order itself has documented and

acknowledged, cancer is one of the leading causes of illness and death

in India. Due to inadequate public health facilities and poor health

financing mechanisms, cancer patients are forced to bear the treatment

expenses themselves and “to resort to distressed means for treatment

financing.”The Order refers to some studies on India which “suggest

that about 60 and 32 percent of households resort to borrowings and

contributions (from friends and relatives) respectively for cancer

hospitalization”. The retail price which the patients pay is the sum total

of the price which the manufacturers charge and the trade margins. For

the 42 anti-cancer medicines, while the latter is being regulated the

former has been left untouched. But the manufacturers’ prices have

been under control for some other anti-cancer drugs. In fact,drug price

control including on anti-cancer medicines has been in operation in

India in some form or the other since 1963. In the light of the policy to

regulate trade margins, the objective of the paper is to evaluate how

effective has been the government measures to control the price of anti-

cancer medicines.

2. A Brief History of Drug Price Control in India

Drug price control began in India in 1963 when the drug prices

were frozen under the Defence of India Rules following the war with

China.2   The Drugs Prices (Display & Control) Order, 1966 provided for

selective increases in drug prices on prior approval of the government.

But the government was not empowered to reduce the prices of any

drug. Under the Drug Prices Control Order (DPCO), 1970, the government

acquired for the first time the right to fix the maximum selling prices of
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drugs. Government fixed the prices of 18 Active Pharmaceutical

Ingredients (APIs) which are commonly also referred to as bulk drugs

and froze the prices of other bulk drugs - prices could not be increased

without the approval of the government. For formulations,3 a formula

was announced for fixing the prices based on material cost, conversion

cost and packaging charges. Since then, the government has issued the

following Orders: DPCO, 1979, 1987, 1995 and 2013.

Unlike under DPCO, 1970, which practically covered the entire

drug industry, since DPCO, 1979, a selective approach has been adopted.

The basic structure of the DPCOs has remained practically unchanged

under DPCO, 1979, 1987 and 1995. The DPCOs differed from each

other basically with respect to the number of scheduled drugs (i.e., those

listed in the DPCO for the purpose of price control), the degree of mark-

up over cost permitted for formulation pricing and the rate of return

allowed for bulk-drug pricing. The degree of mark-ups and the rate of

return permitted have been enhanced, and the span of control has been

diluted over the years.

With the announcement of the National Pharmaceuticals Pricing

Policy, 2012 and the enactment of DPCO, 2013, important changes

were introduced in the drug price control regime in the country. The

government fixed the ceiling prices for the  formulations listed in the

National List of Essential Medicines (NLEM), 2011. (The NLEM has

been revised and currently the drugs under NLEM, 2015 are under price

control). Unlike earlier, prices are fixed only for formulations and not

for bulk drugs. And the “cost-based pricing” was replaced by “market-

based pricing”. The simple average of the prices of all the brands with

market shares of 1% or more is fixed as the ceiling price. Increases are

permissible in the ceiling prices depending on the changes in the

Wholesale Price Index. For the non-scheduled drugs, i.e., those not under

price control, the government is required to monitor the prices and

ensure that the annual increase is not more than 10%.4
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3. Price  Structure of Anti-Cancer Medicines

To analyse the market structure and prices of anti-cancer medicines,

we have used the Sales Audit Data, PharmaTrac of AIOCD

Pharmasofttech AWACS Pvt Ltd (henceforth AIOCD-AWACS). The

database lists 131 anti-cancer molecules (referred to as “anti-neoplastics”

in the database). Out of these 131 molecules, 40 are included under

DPCO, 2013 for price control, 32 are not under DPCO, 2013 but trade

margin has been capped recently and 59 are neither under DPCO nor

under trade margin control.5

The same molecule can be and often is sold in different dosage

forms such as tablets and injections and in different strength such as 5

mg, 10 mg. The 40 anti-cancer drugs under DPCO, 2013 are sold in

1268SKUs (stock-keeping units). (A particular molecule in a particular

Table 1:  Regulation of Anti-Cancer Medicines
No of No of Sales Sales

 molecules SKUs,  2018-19 2018-19
March Rs  %

2019   million

Under DPCO (if all SKUs
are included)* 40 1268 15686.85 54.9

Not under DPCO but 32 356 7269.00 25.5
under trade margin cap**

Not regulated 59 336 5597.00 19.6

TOTAL 131 1960 28552.85 100.0

Source: AIOCD-AWACS data base.

Notes:
* Only the dosage forms and strength of DPCO molecules listed in

the NLEM are under price control – see text.
** As listed in the AIOCD-AWACS. Some anti-cancer medicines such

as Lomustine, Ribociclib and Olaparib which are sold by
manufacturers not through stockists but directly to hospitals and
institutions are not captured in this data base.
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dosage form and strength and sold by a particular firm is referred to as a

particular SKU). The 32 drugs under trade margin cap are sold in

356SKUs and the remaining 59 drugs in 336 SKUs. Table 1 shows that

54.9% of the total sales of Rs 28552.85 million of anti-cancer medicines

in 2018-19 are under DPCO6, 25.5% under trade margin cap and the

remaining 19.6% are not regulated.

3.1.  Prices of Anti-Cancer Medicines under DPCO, 2013

As Table 2 (cols 2 and 3) shows, prices are exorbitant for many

anti-cancer medicines despite price control. Among the 1268 SKUs,

there are two products costing more than Rs 100,000each but these

account for only 0.10 % of total sales of Rs 15686.85 million. The

costliest medicine in the DPCO group is Trastuzumab– a medicine used

for breast cancer - sold by brand name Kadcylaby Roche (Rs 210440.47

for one 160 Mg injection). There are 14 products with prices more than

Rs 50,000 accounting for about 15% of sales. Examples include

Rituximab - for treating leukaemia - sold by Dr Reddys (Rs 79732.50

for one 500 mg infusion 50 ml) and Bortezomib- for treating certain

types of cancer such as multiple myeloma -sold by Janssen (Rs 60360

for one 3.5 mg injection). There are 65 products with prices more than

Rs 15,000 (about one-fourth of sales), 122 products with prices more

than Rs 10,000 (about one-third of sales) and 508 products with prices

more than Rs 1,000 (more than half the sales). These prices are unit

prices, i.e., prices per injection, tablet, capsule etc. Typically, cancer

medicines need to be taken or administered several times over a period

of time. Thus, the cost of treatment is more than what these prices

indicate.7

What is striking is not only the presence of high-priced products

in molecules under DPCO but also the wide price differentials observed

among these products. In Table 3 we have considered the 15 highest

products. Trastuzumab sold at Rs 210440.47 for one 160 mg injection

by Roche, is also available from RPG at Rs 1950 for one 150 mg injection.
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Prices vary not only among different SKUs with different strength of the

same dosage form of the same molecule. Prices also vary significantly

between the same strength of the same dosage form of the same molecule.

For example, prices of one 400 mg injection of Trastuzumabvary between

Rs 63233.91 and Rs 35714.28. The median price for the 20 SKUs of

Table 2:  Prices of Anti-Cancer Medicines

Price range of SKUs Number Col 2   Number   Col 4   Number Col 6 as
in March 2019 (Rs)  of   as % of   of SKUs   as % of of SKUs % of

SKUs  total   (Group total  (Group total
(Group  sales of  2* )   sales of   3*)  sales of

1*)   Group  Group   Group 3*
1*,  2*, 2018-19

 2018-19    2018-19

> 100000 2 0.1 3 0.17 5 0.45

50000 to 100000 12 14.31 5 5.33 8 10.81

25000 to 50000 24 6.06 20 12.67 9 3.36

15000 to 25000 27 3.52 26 10.83 21 10.5

10000 to 15000 57 7.5 17 7.49 17 2.42

5000 to 10000 110 5.71 42 9.24 22 4.52

1000 to 5000 276 16.07 92 19.53 51 12.58

500 to 1000 81 4.26 43 6.94 21 2.81

100 to 500 201 18.02 79 27.12 48 18.45

50 to 100 115 6.99 7 0.09 64 28.28

10 to 50 237 13.47 9 0.59 48 5.05

< or = 10 126 4 13 0 22 0.77

Total 1268 100 356 100 336 100

Source: AIOCD-AWACS data base.
Note:  The price range 50000 to 100000 includes SKUs with prices >

50000 but less or equal to 100000 and so on for other price
ranges.

*: Group 1: Anti-cancer molecules under DPCO, 2013
Group 2: Anti-cancer molecules for which a trade margin cap has been

introduced
Group 3: Anti-cancer molecules with no price or trade margin control
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Trastuzumab is Rs 58160. The lower-priced SKUs are not necessarily

sold more. In fact, the SKUs with prices more than the median price

account for about 88.6% of the sales for Trastuzumab. Similarly, prices

vary between Rs 79732.50 and Rs 4337.21 for the 35 SKUs for Rituximab,

between Rs 60360 and Rs 2625 for the 20 SKUs for Bortezomib and so

on. For the 15 molecules listed in Table 3, the sales share of SKUs with

prices more than the median price varies between 88.6% (Trastuzumab)

and 46.1 (Melphalan).

The reason for high prices and wide price differentials of drugs

under price control can be attributed to two structural features of DPCO.

A number of studies have analysed the deficiencies of DPCOs (see for

example, Selvaraj et al.2012 Srinivasan and Phadke2013 and Srinivasan,

Srikrishna and Phadke 2013). One important problem relates to the

“market based” pricing that is followed in DPCO, 2013 replacing the

earlier “cost based” pricing. The simple average of all the products with

1% or more market share is fixed as the ceiling price. Thus, if these

prices are high in the first place, then the ceiling prices too will be high.

Of course, those firms charging more than the ceiling price are required

to reduce their prices. But otherwise, the firms can continue to be in the

market by selling  these high-priced products. The firms charging lower

prices are not permitted to increase the prices and hence the price

differentials that existed continue. The earlier attempts to link the prices

to cost of production were discontinued with DPCO, 2013. While fixing

the ceiling prices, the government did not go into the question of the

profit margin. The government also did not go into the question whether

there are any manufacturing, regulatory or other constraints why costs

and prices are high. We will discuss below some of these issues.

Another important factor is that under DPCO, 2013, ceiling prices

are fixed only for the dosage forms and strengths specifically listed in

NLEM. The same molecule with other dosage forms and strengths are

not controlled and could be sold at a price higher than the ceiling price.
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To take the example of Trastuzumab, Roche is able to sell the injection

(160 mg) at Rs 210440 at a price much higher than the ceiling price

because this particular strength (160 mg) is not listed in NLEM. What

has been listed is 440 mg injection and here too the prices vary

substantially as we have noted above.

Under paragraph 19 of DPCO, 2013, the government is also

empowered to intervene and control the prices of any product not covered

under NLEM. And in some cases, the government did impose ceiling

prices to prevent the firms from increasing the prices of products not

listed in NLEM. But as Table 3 for high-priced anti-cancer medicines

shows, the government did not take any significant initiative to make

the products more affordable.

3.2 Prices of Anti-Cancer Medicines not under DPCO, 2013 but
under Trade Margin Cap

The power that the government has under paragraph 19 of DPCO,

2013 has been used to impose a cap of 30% trade margins on selected

anti-cancer medicines.8 These medicines are not listed in NLEM and

hence have been out of price control. We first try to understand the basic

structure of prices of these products before trade margins were capped

and then discuss the effectiveness. Not unexpectedly, as we see in Table

2 (cols 4 and 5), there are many high-priced products among products

not under DPCO (but under trade margin regulation now). Among these

356 SKUs, the prices are more than Rs 100,000 for three products (0.17%

of sales of Rs 7269 million) including Cabazitaxel, sold at Rs 330,000

for one 60 mg injection 1 ml. There are eight products with prices more

than Rs 50,000 (5.5% of sales), 28 products with prices more than Rs

25,000 (18.2% of sales), 54 products with prices more than Rs 15,000

(29% of sales) and so on. Drugs under price control are expected to be at

least relatively more reasonably priced. But we find that for high priced

products costing more than Rs 25,000, the proportion of sales is actually

higher for products under DPCO (Table 2, cols 3 and 5).
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Out of the 32 molecules not under DPCO, 2013 but for which

trade margins have been capped, 17 molecules have sales of more than

Rs 100 million each and these account for about 94% of total sales.

Table 4 shows the price differentials for these 17 molecules. As in the

case of DPCO products, here too we observe huge price differentials. For

example, Bevacizumab is sold in 20 different SKUs with prices varying

between Rs 116000 (400 mg injection 16 ml) and Rs 24000 (100 mg

injection 4 ml) with a median price of Rs 31225. The sales share of SKUs

with prices more than the median price varies between 91.7% (for

Everolimus) and 4.3% (for Erlotinib).

It is clear from above that the markets for both the DPCO group

and the trade margin group suffer from imperfections with wide price

differentials and high prices. For the DPCO group, the government fixed

the ceiling prices. The government did not question or try to reform the

market imperfections and as a result, as explained above while the prices

charged by some firms have been reduced, the basic problem remained.

We see a similar outcome in the case of regulation of trade margins.

From the manufacturer to the final consumer, the product goes

through different trade channels – stockists, distributors, wholesalers,

retailers and so on. The first point of sale by the manufacturer is referred

to as the “price to stockist” in the official notification announcing the

trade margin cap. The government did not fix any ceiling for prices to

the stockist.  Manufacturers were not asked to revise their prices to the

stockist. Starting from the price to stockist as on June 2018, they were

directed to revise the retail prices such that the trade margin does not

exceed 30% of the retail price (or in other words, 42.8% of the price to

stockist) for all the SKUs for the 42 anti-cancer drugs. The same cap has

been applied whether the prices are Rs 330000 (Cabazitaxel, 60 mg

injection 1 ml) or Rs 116000 (Bevacizumab, 400 mg injection 16 ml) or

Rs 506.50 (Mitomycin, 10 mg injection 10 ml). The result is that while

the price levels of products did go down, the prices of products which
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were high remained high and the wide price differentials remained intact.

As Table 5 shows, even after the trade margin cap, 303 brands have unit

prices more than Rs 1000, 75 brands have unit prices more than Rs

10,000 and 22 brands have prices above Rs 25,000.

Table 5: Prices before and after Trade margin Capping

Price range in Rs No of brands No of brands
before Trade cap after Trade cap

Above 50,000 8 2

25,000 to 50,000 28 20

10,000 to 25,000 121 53

5,000 to 10,000 90 53

1,000 to 5,000 98 175

500 to 1,000 70 60

Less than 500 107 159

Source:      Table 3 of AIDAN’s Statement on Government’s move to cap
trade margins of 42 anti-cancer drugs, 15 May, 2019 (https://
aidanindia.wordpress.com/2019/09/13/anti-cancer-drugs-caps-on-trade-
margins-will-still-leave-most-patients-poorer/).

The government has publicised the reduction in the prices through

Press Releases. On March 8, 2019, for example, the government reported

that out of 390 brands, prices have gone down by more than 75% for 38

brands, between 50% and 75% for 124 brands, between 25% and 50%

for 121 brands and so on. The government also claimed that there will

be a significant benefit to the consumers.9  But percentage decreases in

prices do not truly measure the benefit to consumers. The gain of

consumers depends on how much they have purchased at what price. In

view of the wide price differentials and substantial sales of higher priced

products, the benefit for consumers is less than what the price reduction

figures suggest.

When medicines are sold at prices more than Rs 10,000 or Rs

50,000 or Rs 100,000, the reason is not only high trade margins. The
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price to stockist is also high. To make these anti-cancer drugs more

affordable what is important is to regulate not only the trade margin but

also the price charged by the manufacturer (price to stockist). Fixing the

maximum trade margin uniformly for all products irrespective of the

price level could be an administratively simpler exercise. But from the

point of view of making medicines more affordable, the logic of uniform

trade margins is questionable.

3.3 Prices of Anti-Cancer Medicines with no Price or Trade
Margin Control

Government has put some cancer drugs under DPCO and some

under trade margin control. But there is the remaining group with no

regulation at all. These are not insignificant. The 59 drugs in this category

are sold in 336 SKUs and account for a fifth of the total sales of anti-

cancer drugs (Table 1). Here too we observe the presence of very high

prices. There are 5 SKUs costing more than Rs 100,000, 13 products

more than Rs 50,000,22 products more than Rs 25,000 and so on (Table

2, cols 6 and 7).

4. Product Patent and Prices of Anti-Cancer Medicines

After India re-introduced such protection in 2005 in line with the

Trade Related Aspects of Intellectual Property Rights (TRIPS) agreement

of the World Trade Organization (WTO), the question of pricing of

patented products became important.While it is an obligation of any

WTO member country to recognize product patent protection, the TRIPS

agreement also provides some flexibilities to countries to frame patent

laws to suit their socio-economic objectives. While amending Patents

Act, 1970 in line with TRIPS, India has tried to use some of the

flexibilities. One of these which has attracted huge international attention

is Section 3(d). Under this section, new forms of existing new chemical

entity or new biologic entity such as new combinations or new

derivatives such as salts, esters, polymorphs will not be as treated as

“inventions” and hence not patentable “unless they differ significantly
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in properties with regard to efficacy”. Several patent applications have

been rejected under this section, the most prominent being the anti-

cancer drug, Imatinib mesylate patented abroad and sold by Novartis.

The benefit of competition is clear: it is sold by 17 firms with prices

ranging between Rs 74 and Rs 344.62 (400 mg tablet) in March 2019.

But when a firm applies for and gets a patent for a product, it can

prevent other firms from entering the market and hence prices can be

high due to lack of competition. If we consider the 334 SKUs in the non-

DPCO group, each costing more than Rs 1000, we find that 43 of these

are sold by a single firm with sales accounting for 15.8% of the total

sales of Rs 7225.20 million of the 334 SKUs in 2018-19. The prices of

these 43 SKUs are as follows:

Price range10 No of SKUs

More than Rs 100,000 3

Rs 50,000 to Rs 100,000 5

Rs 25,000 and Rs 50,000 3

Rs 15,000 and Rs 25,000 4

Rs 10,000 and Rs 15,000 2

Rs 5,000 and Rs10,000 9

Rs 1000 and Rs 5000 17

Unlike data on market structure, complete information is not

available on the patent status of pharmaceutical products. In Table 6,

we have listed 15 anti-cancer drugs which are patented in India. Except

one product, unit prices are more than Rs 1000 for each of these molecules.

Three products are priced above Rs 100,000 and another three products

between Rs 20,000 and Rs 100,000. Currently, the costliest medicine in

India is Ramucirumab sold at a price of Rs 257532 for one 500 mg

Injection 50 ml. Among these drugs, only four drugs have been brought

under trade margin regulation (Table 6).
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Using DPCO for patented products is one of the options which the

government has to make these products more affordable. The TRIPS

agreement or any other agreement of the WTO does not prohibit price

control measures. Several countries including developed countries such

as Canada, Australia and Norway have elaborate mechanisms to make

patented medicines more affordable. But the government in India seems

to have consciously decided against price control of patented medicines.

A committee set by the government in 2013 recommended that the

prices of patented medicines should be negotiated but no initiatives

have been taken since then along these lines.11 Vinod K Paul, Member

(Health) of Niti Aayog and head of the Expert Committee on

pharmaceutical pricing which recommended the trade margin cap, has

been reported to have said that “the prices of patented drugs cannot be

curbed and should not be curbed” and that government has no proposal

to reduce the prices of patented cancer medicines (Chandna 2019). In

fact, the government has curtailed the power it had in this regard. About

a month before the government announced the trade margin cap, the

government took another important decision: Section 32 of DPCO, 2013

was amended to incorporate some changes in the way patented products

would be treated.12  Before this amendment, a new patented product was

excluded from price control if was “... not produced elsewhere, if

developed through indigenous Research and Development, for a period

of five years from the date of commencement of its commercial production

in the country.”By implication, a patented product produced elsewhere

without indigenous R&D in India and marketed in India could be brought

under price control. The government actually did not use this power to

control the prices of such patented products.13   But through the January

2019 amendment, this power has been taken away. Now irrespective of

whether a new patented product is manufactured in India or not, or

indigenous R&D is involved or not, it will be excluded from price

control for “... a period of five years from the date of commencement of

its commercial marketing by the manufacturer in the country”.
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Another way the prices of patented medicines can be made more

reasonable is to encourage competition through compulsory licensing,

i.e., permitting non-patentees to manufacture and sell without or against

the consent of the patentee. In a sense, compulsory licensing is better

than fixing ceiling prices of patented products because even if the

patentee decides to withdraw from the market, it can still be available

and that too at a competitive price. As permitted under TRIPS, India’s

Patent Act has elaborate provisions of compulsory licensing. One of the

grounds under which a compulsory licence can be obtained is that the

product is not available at a “reasonably affordable price”. But in India

as of now, only one compulsory licence has been granted (for an anti-

cancer drug, Sorafenib). Only two other applications were made (for

Dasatinib (cancer) and Saxagliptin (diabetes)) but both were rejected by

the patent office. Sorafenib is sold by six firms. It is sold by the patentee

(Bayer) at Rs 2434 (200 mg tablet) but the same tablet is available at Rs

57. Whereas the sales of Bayer account for 11.6% of the market of Rs

614.20 million, the sales of Natco which made the compulsory license

application, account for 78.8% of the market with a price of Rs 74.

Dasatinib, for which the application was rejected is sold at Rs 3525 for

one 70 mg tablet.

The example of Cabazitaxel also shows how competition can

make patented products more affordable. A patent was granted for

Cabazitaxel and at that time with no competition, it was sold at Rs

3,30,000 for one 60 mg injection. But after the patent expired recently,

seven other firms have entered the market and it is also available at Rs

18948. This product accounts for 58.1% of the market compared to

25.7% market share of the patentee.

Another example pertains to the anti-cancer drug, Erlotinib. The

patent application of Erlotinib by Roche was rejected and there are now

22 SKUs available in the market. Roche sells it at Rs 4030 (150 mg

tablet). But the same 150 mg tablet is also available at Rs 221. Total
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sales of Roche account for only 2.5% of the total sales of the product (Rs

1179.89 million). The largest seller is Natco. With a price of Rs 312

(150 mg tablet), it accounts for 88.5% of the market.

As the UN High-Level Panel on Access to Medicines (2016: 25)

has observed, developing countries have been subjected to undue

political and economic pressure to forego the use of TRIPS flexibilities

such as compulsory licensing. India’s poor record in the grant of

compulsory licensing suggests that India has succumbed to such

pressures.

5 .     Prices of Anti-Cancer Biologic Products

A number of anti-cancer drugs are biologic products (Table 7).

Unlike chemically synthesized small molecule traditional medicines,

biologic medicines are large complex molecules typically derived from

living organisms using biotechnology (for example, recombinant DNA

technology). Out of the 18 biologic products listed in Table 7, eight

products are sold by single sellers. All these products cost more than Rs

3000 with three of them costing more than Rs 100,000 and another

three products between Rs 20,000 and Rs 100,000. These include

patented drugs such as Ramucirumab, Pertuzumab, and Golimumab

(Table 6). In the remaining ten products with multiple sellers, prices for

the same product vary depending on the seller. But what is striking is

that in general not only the level of the highest price is high but that of

the lowest price is also high. The lowest price is Rs 500 or less for only

three products and between Rs 1950 (Trastuzumab) and Rs 24000

(Bevacizumab) for seven products. If we take the highest prices, it is

around Rs 1500 or less for only two products. For eight products, the

prices vary between Rs 10990 (Filgrastim) and Rs 210440 (Trastuzumab).

As Table 7 shows, in general, the prices of biologics are high

irrespective of whether these are monopoly products or not and whether

under some sort of price control is there or not. Prices are controlled
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under DPCO in five out of the 18 biologic products, but except for

Asparaginase, prices vary widely and the median prices are high with

substantial sales of products with prices above the median level. For

example, the median price of Trastuzumab is Rs 58,160 and SKUs priced

more than the median price account for 88.6% of the total sales of the

product. Trade margin has been capped in only one product –

Bevacizumab. The remaining 12 products are totally unregulated despite

the fact that median prices are more than Rs 10,000 in 10 of these

products.

Since biologic products are more complex large molecules, these

are more difficult and costlier to manufacture and hence prices can be

high. Biologic products also face a different regulatory environment

which increases the regulatory costs. This makes it more difficult to

enter the market and hence makes the market less competitive with

adverse implications for prices. Out of the 18 anti-cancer biologic

molecules, there are single sellers for eight molecules as we have

mentioned above. The number of molecules with less than five

manufacturers is 12. There are only four molecules with no of sellers

more than 10 (Table 7).

For getting regulatory approval for chemical products, it is

considered adequate for generic companies to demonstrate

pharmaceutical equivalence and bioequivalence between the generic

and originator products. Pre-clinical and clinical data are not required

to establish the safety and efficacy of the product. But in the case of

generic versions of original biologics (commonly referred to as

biosimilars), regulatory authorities in different countries including India

subject biosimilars to additional pre-clinical and clinical testing to

demonstrate similar structural characteristics and safety and efficacy.

What justifies such a stricter requirement for biosimilars is the view

often propounded by originator  biotechnology firms such as Amgen

(2017) and accepted by drug regulatory in the United States and Europe
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(and hence in developing countries such as India) that because of the

complexity of manufacturing processes and reliance on living cells, no

two products can be considered as similar unless clinical trials are done.

But this is being questioned and the importance of simplifying

regulatory barriers to entry of generics in biologics is being stressed

(see, for example, Velasquez 2017). The regulatory environment which

biologics face today in the US and elsewhere is not basically different

from what traditional chemical products faced in the US before the

Hatch-Waxman Act of 1984. It was felt necessary that generic companies

must repeat the costly clinical trials to establish the safety and efficacy

of generic products. That made generic entry difficult. In fact, the USFDA

estimated that by 1984 there were no generic equivalents for about 150

drugs whose patents have expired (Federal Trade Commission 2002,

pp. 3-4). The rise of generics is attributed to the revolutionary change

that the Hatch-Waxman Act brought about by exempting generic

companies from repeating costly clinical trials. A similar revolutionary

change is required in the regulatory environment for biosimilars. A

group of 64 civil society organizations from different parts of the world

including some from India have in a letter written to the Director General

of the World Health Organization requested for a revision of regulatory

guidelines taking into account the technological advances and the

scientific evidence available.14  The matter needs to be examined by

independent technologists and scientists and India has the necessary

expertise and infrastructure to do so. In the light of the concern for

affordable anti-cancer medicines that the government has expressed in

the notification announcing the trade margin cap, the government can

and should take the initiative in this regard.

6. Discussion and Conclusions

Cancer is one of the leading causes of illness and death in India,

and the government rightly acknowledges and stresses the importance

of making cancer medicines more affordable. But the government has
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attempted to intervene in only a part of the market to influence the

price, and despite the attempts to fix ceiling prices and to impose trade

margin caps on some anti-cancer medicines, the prices have remained

high, and prices of the same product sold by different manufacturers

vary widely. The lower priced products are not necessarily purchased

more and even when the prices of some products have fallen substantially,

the overall consumer gain has not been significant.

The simple average of the prices of all the brands of a product

with market share of 1% or more is fixed as the ceiling price. Thus, if

these prices are high in the first place, the ceiling prices also will be

high. Of course, those charging more than the ceiling prices are required

to reduce the prices but sales can continue at the high ceiling prices.

The government did not go into the question whether these prices are

reasonable or not and did not make any attempt to control these prices.

The formulations market in India is essentially a branded generics market

and suffers from market imperfections. Despite some improvements, the

regulation of quality of products sold by different manufacturers by the

drug control administration still suffers from several weaknesses. All

the products are not perceived to be equally effective. Because of factors

such as reputation and marketing promotion, some firms despite charging

higher prices can be major players.

Trade margin cap of 30% has been imposed on all formulations of

selected anti-cancer medicines irrespective of the initial price level.

This has resulted in lower prices but levels of several products are still

very high and wide price differentials continue. Here too because lower

priced products are not necessarily sold more, the gain to consumers is

less than what the reduction in prices suggest. No attempt has been

made to tackle the market imperfections. Prices depend not only on the

trade margins but also on the prices that manufacturers charge. The

latter has been kept unchanged.
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Just fixing a ceiling on the price does not make medicines more

accessible. Under DPCO, 2013 only the dosage forms and strengths of

molecules specifically listed in the National List of Essential Medicines

are price-controlled. This provides an opportunity to firms to promote

other dosage forms, strengths and other competing molecules thereby

limiting the supplies of priced controlled drugs and defeating the basic

purpose of price control.

In recent years in anti-cancer (and also in some other) medicines,

patented products and biologic products have become important. After

India re-introduced product patents in line with the TRIPS agreement,

some manufacturers have started selling some products at very high

prices (Chaudhuri 2019). Though TRIPS agreement or any other

agreement of WTO does not forbid price control, the government has

consciously decided against it. India has also been unwilling/unable to

use other means such as compulsory licensing which TRIPS permit.

Some of the biologic products are also sold at exorbitant prices. One of

the reasons is that the regulatory requirements have made the cost of

entering market high. Simplification of the regulatory barriers can

facilitate entry of firms and make the market more competitive and

prices more affordable.

Another fundamental issue is that access depends not only on the

price level but also on the ability to finance the purchase. Due to poverty

and low levels of income, many cancer patients are unable to access the

medicines. If the objective is to enhance access to medicines, then not

only prices must be more reasonable.  Public health facilities must

improve. It is also vitally important to promote proper insurance

mechanisms. The latter not only can help more people to get treatment

but also can make it cheaper. Following what is done in many other

countries, insurance agencies can use their bargaining power and put a

limit on the price that will be reimbursed or financed.
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Notes

1 The text of the Order is available at http://www.nppaindia.nic.in.

2 This section relies on Chaudhuri 2005, Chapter 8 and Chaudhuri 2015.

3 Formulations are processing of bulk drugs into finished dosage forms such
as tablets, capsules, ointments, injections etc.

4 See the text of DPCO, 2013 (available at http://www.nppaindia.nic.in) for
other features including the details of alternative steps, where there are less
than five manufacturers having one percent or more market share.

5 The 27 February, 2019 Order lists 42 anti-cancer drugs. But two these are
also under DPCO and hence have been included in the DPCO group and the
remaining eight drugs are not included in the AIOCD-AWACS data base.
The latter does not capture the drugs sold not through stockist but directly
to hospitals and institutions.

6 Only specified dosage forms and strength of the molecules and not all the
SKUs are under price control, as we will see below. Hence the figure of
54.9% overestimates the drugs under price control.

7 See Chaudhuri 2019 for some estimates of cost of treatment.

8 “Notwithstanding anything contained in this order, the Government may,
in case of extra-ordinary circumstances, if it considers necessary so to do in
public interest, fix the ceiling price or retail price of any Drug for such
period, as it may deem fit ….” (Paragraph 19 on “Fixation of ceiling price
of a drug under certain circumstances”).

9 Press Release dated 8 March, 2019 (http://pib.nic.in/newsite/
PrintRelease.aspx?relid=189343).

10 The price range of  Rs 50000 to Rs 100000 includes SKUs with prices >
50000 but less or equal to 100000 and so on for other price ranges.

11 See the Report of the Committee on Price Negotiation for Patented Drugs
(accessed from: http://pharmaceuticals.gov.in/sites/default/files/
Report%20of%20Committee%20on%20Patented%20drugs.pdf).

12 See the Gazette Notification dated 3 January, 2019 available at the website
of the Department of Pharmaceuticals,  https://pharmaceuticals.gov.in/sites/
default/files/Gazette%20Notification_DPCO.pdf.

13 According to Joseph and Nedumpara 2018, some patented medicines have
been included in NLEM, 2015 and are under price control and one of
examples provided is Trastuzumab. But this molecule is actually not patented
in India – Roche filed an application for a patent but withdrew it.

14 The text of the letter dated 16 May, 2019 accessed from  https://www.twn.my/
title2/health.info/2019/hi190508.htm.
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