
 
 
What’s New           03.01.2019 
 

Department of Pharmaceuticals amends DPCO 2013 
 

Allows leniency in sourcing data for price fixation. 
 

Removes price cap on patented, rare disease drugs - Amendment may benefit MNCs  
 

The Central Government’s Ministry of Chemicals and Fertilizers, department of pharmaceuticals 
(DoP) has ordered to amend the Drugs (Prices Control) Order, 2013 vide S.O. 39(E) dated 
03.01.2019 as - 
 
“In the Drugs (Prices Control) Order, 2013,—  
 
(i) in Paragraph-9,—  
 

(A) for sub-paragraph (1), the following sub-paragraph shall be substituted, namely:—  
 

“(1) The source of market based data shall be the data available with the pharmaceutical 
market data specializing company as decided by the Government and if the Government 
deems it necessary, it may validate such data by appropriate survey or evaluation.”;  

 
(B) after sub-paragraph (6), the following sub-paragraph shall be inserted, namely:—  

 
“(7) Notwithstanding anything contained in this paragraph, for fixing or revising the 
ceiling price for formulations, the Government may, if it is necessary so to do, consider 
market based data available for any month, as deemed fit.”;  

 
(ii)  (A) in Paragraph-32, for sub-paragraph (i), the following sub-paragraph shall be 
substituted, namely:—  
 

“(i) a manufacturer producing a new drug patented under the Indian Patent Act, 1970 (39 
of 1970), for a period of five years from the date of commencement of its commercial marketing 
by the manufacturer in the country.”;  

 
(B) after sub-paragraph (iii), the following sub-paragraph shall be inserted, namely:—  
 
“(iv) Drugs for treating orphan diseases as decided by the Ministry of Health and Family 

Welfare, Government of India.” 
 

Accordingly, The source of market based data shall be the data available with the 

pharmaceutical market data specializing company as decided by the Government whereas 

earlier IMS Health (IMS) was specified in the provision. Also amendment allows Government to 



consider market based data available for any month for fixing or revising the ceiling price for 

formulations. 

Further, the ministry of chemicals and fertilizers has exempted producers of new drugs patented 

under the Indian Patent Act, 1970, (39 of 1970) from price regulation for a period of five years 

from the date of commencement of its commercial marketing by the manufacturer in the 

country. According to the earlier norms, the exemption was applicable to products developed 

through “indigenous research and development”.  

These amendment to the Drug Prices Control Order (DPCO), 2013, has raised concerns that it 

would be difficult to keep the prices of essential medical devices which include cardiac 

stents (including drug eluting stents), orthopaedic implants (hip and knee), intra-uterine devices, 

and condoms etc. in check as multinational firms would now be able to use patent protection to 

exempt such equipment from price control for five years. 

Also these amendment to the Drug Prices Control Order (DPCO), 2013, removed the price cap 
from a range of essential medicines , including patented and “orphan drugs” used in treatment 
of rare diseases for five years. The move is likely to increase prices of a range of imported 
essential medicines including for cancer and other critical diseases. Whereas Ministry of Health 
and Family welfare wishes to explore the feasibility of capping the price of drugs used for 
treatment of rare disease so that their prices become reasonable and affordable to the patients. 
 
The domestic medical devices industry fears that multinationals would now be able to use the 

amendments to register devices as ‘innovative’ and take advantage of price exemption.  

According to sources, The Indian Drug Manufacturers’ Association (IDMA) felt that the 

amendment is detrimental to the government’s Make in India move.  

 
Click here for Notification for Amendment to DPCO 2013 

 
Click here for DPCO 2013 as on date  
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