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Regulatory Expert’s View – Evolving China Regulations On Generics
China represents the second-largest drug market in the world with US$122bn in drug sales in 2017,
and is growing in high single digits. Of late, CFDA, the Chinese drug regulator, has introduced
major reforms that intend to align the country’s regulatory process with other advanced markets
(US and EU) and thus ensure access to best quality generic and novel drugs for patients. We met a
regulatory expert (Dr. Gurudatta – CEO of Estima Pharma) to understand the nature of these
reforms and their impact on generic drug market in China for Indian companies. The key takeaways
from our interaction are given below.
Need for regulatory reforms in China: Historically, the regulatory environment in China has witnessed
major deviations in the area of comparative quality between international standards and some local
products as generic drugs are approved without bioequivalence studies and are not compared to
international standards. Also drug application review and approval is longer when compared with most
major countries. There is insufficient capacity at the regulatory body that resulted in a backlog of
applications. With an overarching intention to address the above problems, bring about a structural
adjustment to align with developed markets, and also upgrade the pharmaceutical industry, the reforms
have been introduced.
Impact on generic drug approval process in China: To ensure the quality problems with generics are
put to rest, China has adopted the best practices and has aligned its approval process with that of
developed markets (EU and US). As a result, CFDA is now a member of the International Council for
Harmonisation of Technical Requirements for Pharmaceuticals for Human Use (ICH). The revised
guidelines require generic companies to start drug consistency research on quality and efficacy which
require comparison studies that include formulation, quality standard, crystal form, particulate size,
impurities and dissolution profile, and vivo BE studies. Data from generic drug filings for approved drugs in
US can be leveraged for China filings. The dossier submission process is now quite similar to European
markets, while the underlying bioequivalence studies that need to be done for dossier submission are
identical to US guidelines. Like the US, China would grant incremental generic drug approvals only to
those companies which have demonstrated bioequivalence in both fasting and fed state. Injectables will
need to demonstrate Q1/Q2 sameness.
Priority review status and exclusivity for newly launched generic drugs: To ensure that generic drugs
are brought to the market at the earliest, the Chinese regulator ensures priority review for first-time generic
drugs. The priority review allows approval within six months post dossier submission. The first generic drug
of which the originator drug is not approved in China - if it successfully challenges the innovator’s patent will receive 18 months of exclusivity for its clinical trial data. During the period of data exclusivity,
subsequent generics are not allowed to enter the market.
On-the-ground initiatives to ensure implementation: The Centre for Drug Review (CDE) has laid a
target of reducing the backlog in the drug review procedure and to ensure the same is met, CDE resources
have been enhanced multifold. Until 2015, CDE had only 70 reviewers, but was expanded to 600 by the
end of 2016 and the expansion continues.
Certified CRO sites outside China can be used for conducting bioequivalence studies:
Bioequivalence trials for generic drugs approved in the US, EU or Japan can be used for filing applications
in China but CFDA would do a prior on-site inspection of clinical trial site / CRO.
How Indian generic players can benefit: India’s pharmaceutical exports to China are currently less than
1% of its overall pharmaceutical exports. A number of Indian companies have been working towards
building their presence in China. Dr. Reddy’s Laboratories has been an early entrant, while of late Cipla,
Aurobindo Pharma and Natco Pharma have also indicated that they are also looking at opportunities.
According to the regulatory consultant we spoke to, oncology injectable/general injectable represents a
large opportunity and can be tapped imminently by Indian players. A large portion of injectables which do
not require bioequivalence studies can be filed for approval. China has waived off import duties on cancer
injectables to incentivize filings. Companies can leverage on the data of their filings in the US market to get
expedited approval.
In the medium term, Indian players can also look to do First To File generics of innovator drugs that are not
approved in China. Around two-thirds of the drugs that have been approved in the US (post 2001 and until
2016) are not approved for marketing in China, which creates a large opportunity for Indian players. In
addition, there is also scope for Indian players to leverage their skill-set in complex formulation (a major
competitive advantage over Chinese players) to file for such drugs. Gaining market access in China is
gradually easing owing to recent regulatory shifts which require physicians to prescribe generic names and
shift to a two-invoice system (just one distributor) which lowers supply chain complexities. Around 70% of
pharmaceutical sales in China are driven by hospitals which are relatively easier to access.
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