
 

BEIJING | BRUSSELS | LONDON | NEW YORK | SAN DIEGO | SAN FRANCISCO | SEOUL | SHANGHAI |SILICON VALLEY | WASHINGTON 

www.cov.com 

 

E-ALERT | Food & Drug / China Practice 

July 19, 2013 

CHINA OPENS BROAD INVESTIGATION INTO PHARMACEUTICAL PRICING 

Earlier this month, China’s National Development and Reform Commission (“NDRC”) announced that 
it is conducting a wide-ranging probe into the costs and prices of pharmaceutical products sold by 
more than 60 multinational and domestic companies.  NDRC has broad powers to enforce China’s 
Price Law, including setting the Maximum Retail Price (“MRP”) for drugs and vaccines that are 
covered by the National Reimbursement Drug List (“covered drugs”).1  NDRC also enforces the price-
related provisions of China’s Anti-Monopoly Law (“AML”), such as the AML’s prohibitions against 
resale price maintenance, price discrimination, and the charging by “dominant” companies of 
“unfairly high prices.”   

This client alert provides an overview of the NDRC’s investigation and a brief discussion of its 
potential competition law implications, as well as background information on how pharmaceutical 
prices are regulated in China.   

Covington is well-positioned to assist companies regarding their Chinese operations.  Our lawyers in 
Beijing and Shanghai regularly assist clients with regard to the full range of food and drug regulatory 
issues in the country, including compliance with the price and cost reporting requirements of NDRC’s 
system of setting MRPs for drug products.  Our team also includes senior lawyers with extensive 
experience working with NDRC and with other Chinese ministries and agencies, including experience 
from their service as senior officials in the US trade, food and drug, and antitrust enforcement 
agencies.  For further information, please contact any of the attorneys listed at the end of this alert. 

NDRC INVESTIGATION & ITS POTENTIAL SIGNIFICANCE 

The NDRC’s probe has two parts: 

 An investigation of the ex-factory (import) prices charged by 33 international and domestic 
Chinese drug makers for drugs manufactured in (or imported into) China that are covered by the 
government’s MRP scheme. 

 A special investigation over the next three months into the cost structure of 27 international and 
domestic Chinese drug makers, with a view to determining (and verifying) the production and 
distribution costs of their products and evaluating their pricing practices over the past three 
years, in light of applicable competition and pricing laws. 

Although NDRC has long been monitoring drug prices by requiring drug manufacturers to self-report 
their ex-factory prices, as far as can be discerned from public reports, this is the first time NDRC, or 

 
1 There are over 2,100 drug products listed in the 2009 edition of the National Reimbursement Drug List 
(“NRDL”), which includes drugs that are covered by central and local medical insurance.  The NRDL divides 
covered drugs into two categories: drugs on List A are fully reimbursable in any province, while drugs on List B 
are only partially reimbursable under different insurance schemes at the local level.  The Essential Drug List, 
comprised of 307 generic medicines deemed “essential” by the government, overlaps with NRDL List A. 
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any of China’s competition law enforcement agencies for that matter, has initiated such a broad 
pricing investigation within a specific industry. 

As part of the healthcare reform process, the Chinese government has recently been experimenting 
with different policy instruments to lower healthcare costs by curbing what are perceived to be 
growing pharmaceutical expenditures.  For example, in both March and September 2012, NDRC 
adjusted the MRPs of certain gastrointestinal, cancer, immunology, and blood disease drugs.2  The 
two rounds of adjustments affected over 500 formulations and on average reduced prices by 17 
percent.  Given the policy goals of the agency, and the fact that over half of the manufacturers that 
are subjects of the drug price investigation are multinationals, which tend to produce or import 
higher-priced drugs, the agency’s ultimate goal may be to drive down MRPs for higher-margin 
pharmaceutical products sold in China.3 

Based on details reported by the state-run Xinhua Agency4, NDRC’s investigation appears to be 
significant for two other reasons: 

 Unlike the agency’s previous price monitoring efforts, which relied on self-reporting by drug 
manufacturers, this new investigation will include on-site inspections and verification by NDRC 
examiners.  Manufacturers’ accounting records and related documents, such as invoices and 
contracts, will be reviewed by NDRC officials. 

 NDRC will look into more factors to determine what it considers to be the appropriate price for 
drugs than has been its practice in the past.  For example, for imported drugs, NDRC will look 
into the prices charged in other markets and compare them with prices in the Chinese market, 
and companies may need to justify any price differences. 

REGULATION OF DRUG PRICES IN CHINA 

Since the early 2000s, the Chinese government—first the National Planning Commission and now its 
successor agency, the NDRC—has set MRPs, or “government guiding prices,” for drugs sold in 
China.5  Article 4 of the Measures for Government-Set Drug Pricing (2000) establishes that, in 
principle, MRPs should be calculated on the basis of each product’s average manufacturing cost.6  

 
2 NDRC’s announcements can be found (in Chinese) at http://www.gov.cn/zwgk/2012-
03/30/content_2102973.htm and http://www.ndrc.gov.cn/zcfb/zcfbtz/2012tz/t20120918_505446.htm. 
3 By way of comparison, in previous rounds of MRP adjustments, high-priced daily-use drugs have tended to be 
subject to the largest price cuts, and the price premiums of covered branded drugs have tended to be reduced 
vis-à-vis those of their generic competitors.  See NDRC Announcement (Sept. 18, 2012) (announcing decision 
to cut the MRP for certain classes of drugs, including anti-tumor and immune system drugs, by an average of 
17 percent), available (in Chinese) at http://www.ndrc.gov.cn/xwfb/t20120918_505444.htm. 
4 See “NDRC will audit pharmaceutical drug prices and costs to pave the way for reform” (July 8, 2013), 
available (in Chinese) at http://news.xinhuanet.com/politics/2013-07/08/c_124970740.htm.  See also Wang 
Fei’er, “NDRC to examine drug production costs in bid to curb market prices,” Global Times (July 4, 2013), 
available (in English) at http://www.globaltimes.cn/NEWS/tabid/99/ID/793986/NDRC-to-examine-drug- 
production-costs-in-bid-to-curb-market-prices.aspx. 
5 See, e.g., National Planning Commission, Opinions on Reforming Drug Pricing Management, Art. 2 (July 20, 
2000). 
6 National Planning Commission, Measures for Government-Set Drug Pricing, Art. 4 (December 25, 2000) 
(“Drug Pricing Measures”).  Under the draft Administrative Measures on Drug Pricing—which were issued in 
2010 for public consultation but never formally adopted—the manufacturing price for locally manufactured 
drugs would have equaled the average manufacturing cost (which would have included direct and indirect 

http://www.gov.cn/zwgk/2012-03/30/content_2102973.htm
http://www.gov.cn/zwgk/2012-03/30/content_2102973.htm
http://www.ndrc.gov.cn/zcfb/zcfbtz/2012tz/t20120918_505446.htm
http://www.ndrc.gov.cn/xwfb/t20120918_505444.htm
http://news.xinhuanet.com/politics/2013-07/08/c_124970740.htm
http://www.globaltimes.cn/NEWS/tabid/99/ID/793986/NDRC-to-examine-drug-%20production-costs-in-bid-to-curb-market-prices.aspx
http://www.globaltimes.cn/NEWS/tabid/99/ID/793986/NDRC-to-examine-drug-%20production-costs-in-bid-to-curb-market-prices.aspx
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However, in practice, NDRC has used average ex-factory price as the basis for calculation of MRP 
because it has not been able to collect sufficient data on drug manufacturers’ average 
manufacturing costs.  For over a decade, then, MRPs have been calculated based on the following 
equation: 

MRP = Ex-factory price (incl. tax) or cost, insurance and freight (“CIF”) price × (1 + a fixed mark-up percentage)7 

On December 1, 2011, NDRC’s Trial Measures for Investigation on Ex-Factory Prices of Drugs took 
effect.  Among other things, the Trial Measures described the general authority of NDRC’s Drug 
Pricing Evaluation Center to conduct investigations on the ex-factory prices of pharmaceuticals.  They 
also required companies under such investigations to report their ex-factory prices and sales 
information for locally manufactured covered drugs as well as for imported, but locally repackaged, 
covered drugs.8  Manufacturers must report this information to NDRC’s local branches (“local 
DRCs”).  

Upon receiving such information, pricing inspectors from local DRCs may conduct on-site 
investigations to verify (i) the company’s product and financial information, and (ii) the highest, 
lowest, and average ex-factory prices for each of one or two randomly-selected sampled products.  
Sales and financial records of these sampled products, such as internal sales policies, sales 
contracts, and shipment records, must be presented to the investigators during the on-site visit.  In 
March 2012, an Implementing Notice was issued to introduce additional reporting requirements9, 
but the on-site inspection part of the regime had not been implemented prior to the industry-wide 
investigation NDRC confirmed last week. 

NDRC has long been concerned that MRPs could be inflated through manipulation of ex-factory 
prices, resulting in increased healthcare costs.  With the current investigation, NDRC aims to 
determine and verify covered drug makers’ average and actual manufacturing costs, so that the 
MRPs that it sets will more closely track those costs. 

IMPLICATIONS BEYOND PHARMACEUTICAL PRICING – ANTITRUST 

NDRC’s confirmation of its drug pricing investigation came hard on the heels of news about another 
NDRC investigation—into allegations that resale price maintenance and other anticompetitive 
behavior by international producers of milk and milk powder has driven up baby formula costs in 
China.10  The news was followed by confirmation that the State Administration for Industry and 

                                                                                                                                                                           
manufacturing costs) plus a certain amount of sales, financing, and management costs.  The manufacturing 
price for imported drugs would have been calculated based on CIF price plus importation cost. 
7 Drug Pricing Measures, Art. 8. 
8 See NDRC, Measures on the Investigation of Ex-Factory Prices of Pharmaceuticals (Trial Implementation), 
available (in Chinese) at http://www.sdpc.gov.cn/zcfb/zcfbtz/2011tz/t20111122_445871.htm. 
9 These include a requirement that drug manufacturers report the ex-factory prices of their covered drugs to 
two websites operated by NDRC’s Drug Pricing Evaluation Center.  In addition, foreign manufacturers (or their 
authorized agents) of covered drugs must register with NDRC and report the cost, insurance, and freight (“CIF”) 
prices of their imported drugs.  See http://www.sdpc.gov.cn/zcfb/zcfbtz/2012tz/t20120330_470512.htm. 
10 See “China probes baby milk price fixing” at http://money.cnn.com/2013/07/04/news/china-infant-
formula/index.html. 

http://www.sdpc.gov.cn/zcfb/zcfbtz/2011tz/t20111122_445871.htm
http://www.sdpc.gov.cn/zcfb/zcfbtz/2012tz/t20120330_470512.htm
http://money.cnn.com/2013/07/04/news/china-infant-formula/index.html
http://money.cnn.com/2013/07/04/news/china-infant-formula/index.html
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Commerce, one of China’s other AML enforcement agencies, is investigating multinational packaging 
company Tetra Pak for alleged abuses of dominance.11 

These reports indicate that China’s AML enforcement agencies are becoming more active and that 
they are increasingly investigating conduct by international companies as well as by Chinese firms.  
Although the drug pricing investigation is not expressly an AML investigation, NDRC could use it as 
an opportunity to collect evidence to fuel future investigations into potential breaches of the AML.  
For example, as part of an effort to force down prices, the agency could examine whether the prices 
charged for certain drug products in China are “unfairly high” relative to their costs and reduce the 
MRP as a remedy.  NDRC could also challenge pricing and distribution practices that it determines to 
be forms of unlawful resale price maintenance. 

NDRC’s investigation thus could implicate a wide range of legal and policy issues across competition 
law, pricing and distribution law, pharmaceutical regulation, innovation and intellectual property, and 
international trade policy.  Companies that have an interest in the pharmaceutical market in China 
would be well-advised to monitor NDRC’s investigation as it proceeds. 

 

If you have any questions concerning the material discussed in this client alert, please contact the 
following members of our firm: 

Shaoyu Chen +86.10.5910.0509 schen@cov.com 
John Graubert +1.202.662.5938 jgraubert@cov.com 
Weishi Li +86.21.6036.2502 wli@cov.com 
James O'Connell +1.202.662.5991 joconnell@cov.com 
Daniel Spiegel +82.02.6281.0002 dspiegel@cov.com 
Tim Stratford +86.10.5910.0508 tstratford@cov.com 
Yan Luo +86.10.5910.0516 yluo@cov.com 

 
This information is not intended as legal advice.  Readers should seek specific legal advice before acting with regard to the subjects 
mentioned herein.  

Covington & Burling LLP, an international law firm, provides corporate, litigation and regulatory expertise to enable clients to achieve their 
goals.  This communication is intended to bring relevant developments to our clients and other interested colleagues.  Please send an 
email to unsubscribe@cov.com if you do not wish to receive future emails or electronic alerts.   

© 2013 Covington & Burling LLP, 1201 Pennsylvania Avenue, NW, Washington, DC 20004-2401.  All rights reserved. 

 

 
11 See “China starts investigation into Tetra Pak 'dominance': state media” at 
http://www.reuters.com/article/2013/07/05/us-china-tetrapak-idUSBRE9640E620130705. 
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