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China's 1st Step Toward More Participation In Rulemaking 
 
 
Law360, New York (September 06, 2013, 1:21 PM ET) -- China’s efforts to implement greater 
transparency and public participation in administrative rulemaking have not always been promising or 
smooth. Over the past 12 years, since China’s entry into the World Trade Organization, which partially 
motivated these efforts, the process has been marked by a theme of cautious expansion. For example, 
China now has taken additional steps to try to make laws and regulations available to the public and to 
make the enactment process more visible. 
 
And, though there is no requirement that they do so as of yet, many Chinese administrative agencies are 
releasing more draft rules for notice and comment on their websites. Significant barriers to disclosure 
still persist because a great deal of materials are classified as “state secrets,” and all agencies have 
stopped short of publicly responding to the comments they receive, which is a hallmark of transparency 
in other countries. Even with these setbacks, however, the past 10 years have shown “net progress” in 
the areas of transparency and public participation. 
 
The draft rule that the China Food and Drug Administration (CFDA) recently issued on its rulemaking 
procedures represents more incremental progress in this area. Issued on Aug. 5, 2013, for public 
comment, the draft rule revises CFDA’s 2002 Provisions on Legislative Procedures (2002 Provisions), 
which set out requirements for drafting, enacting, interpreting and canceling the agency’s own rules or 
other legislation that it drafts with other agencies or for the State Council. The draft rule adds new 
procedures on rulemaking, while also strengthening existing procedures and outlining new ways for 
stakeholders to participate in and offer expertise on rulemakings. 
 
The draft rule could not come at a more important time for CFDA. The agency will need to issue many 
new rules to effectively implement China’s food and drug laws and to support the development of 
China’s increasingly sophisticated drug and food industries, which have been beleaguered with safety 
issues. Moreover, in March of this year, the National People’s Congress, China’s legislative body, gave 
CFDA another reason to accelerate and improve the quality of its rulemakings. The NPC separated CFDA 
from the Ministry of Health (now the National Health and Family Planning Commission) and promoted it 
to the rank of a ministry. This change enlarged CFDA’s jurisdiction over food and drug products in China 
— for example, giving it increased regulatory authority over food processing and circulation — and it 
enhanced the agency’s power to promulgate its own rules. 
 
 
 
 
 
 



 
The draft rule provides a stronger foundation for future rulemakings. For example, the draft rule allows 
stakeholders to participate not just through opportunities for notice and comment, but also by 
proposing new areas for rulemaking. In the section of the draft rule on setting a rulemaking agenda, a 
new provision adds a procedure through which the public may submit proposals for laws, regulations 
and rules “that relate to food and drug regulation.” The public can submit these proposals directly to 
CFDA by letter, via the Internet, or other channels. For the public, the primary channel likely will be 
Internet-based, which CFDA currently seems to prefer receiving comments on the draft legislation. 
 
The draft rule also maintains and strengthens existing channels for stakeholder participation included in 
the 2002 Provisions. For example, the draft rule maintains provisions for public participation in 
roundtable discussions, seminars, hearings, field research and online forums for consideration of agency 
proposals. It goes further, however, by making notice and comment on draft rules (already common 
practice for many agencies, including CFDA) mandatory. 
 
The draft rule states that the drafters “shall” solicit a broad range of comments in the drafting process 
from “other agencies, organizations, industry associations, grassroots law enforcement officials, and the 
public.” In addition, the draft rule requires that a “drafting explanation” be included in any proposed 
draft released to the public to explain what it vaguely refers to as “opinions … of the public” — 
presumably views about the issue that served as the impetus for the rule, other relevant opinions, and 
“the circumstances of their inclusion.” The draft rule, does not, however, clearly require CFDA to post or 
to respond to any public comments submitted on an agency proposal, or otherwise indicate CFDA’s 
views on a public comment. 
 
The draft rule also takes steps to increase the quality of agency rulemakings. For example, it places 
greater emphasis on the importance of drafting practical regulations through in-depth research. As part 
of the rulemaking process, drafters must engage in thorough research of the current regulatory 
problem, the regulatory history, and other prior experience dealing with the issue both in China and 
overseas. If a proposed rule would represent a significant regulatory change or have a significant impact 
on the rights of a group of people or on the development of the food and drug industry, the drafters 
must also conduct a social and economic risk assessment. These risk assessments, which include a cost-
benefit analysis analogous to those performed in the U.S., are becoming a more prominent feature of 
administrative process in China. 
 
Finally, the draft rule clarifies the role of CFDA guidance documents by explicitly stating that they are 
binding on stakeholders. CFDA, like many Chinese agencies, promulgates both rules and guidance 
documents, the latter of which are part of a general class of quasi-legislation in China called “normative 
documents.” Rules have higher authority than normative documents and it is unclear, for the most part, 
what legal authority guidance documents have in China. Further, many agencies and local governments 
have engaged in efforts to create explicit procedures for the enactment of normative documents more 
stringently to ensure that they do not conflict with other legislation or impose arbitrary requirements on 
stakeholders. 
 
The draft rule explicitly recognizes normative documents as having general binding force on 
stakeholders. This change should clear up any doubts about role of normative documents in Chinese 
food and drug regulation. At the same time, the draft rule also takes steps to ensure that guidance 
documents are more user-friendly and do not conflict with other CFDA guidance documents or rules. For 
example, the proposal would require that certain basic procedures governing the drafting of 
administrative rules apply to the development of normative documents as well. It also would require 
CFDA to publish lists of canceled normative documents to avoid confusion. 
 
 
 



 
Overall, the draft rule, if adopted in its current form, would represent a bright spot for foreign 
companies operating in China. The pace of development of Chinese food and drug regulation has been 
very rapid in recent years, and this trend is likely to continue. Increased and more formalized 
transparency and opportunities for public participation obviously would provide industry with more 
meaningful opportunities to influence that development in a key global market. It would not be unheard 
of, however, for the draft rule to change significantly before it is finalized, or to be scrapped all-together. 
Industry, therefore, should monitor developments in this area closely, and watch for further 
opportunities to engage with the government on the proposal. 
 
What does the draft rule mean for the future? Probably something of a mixed bag. Again, the draft rule 
represents net progress in the transparency and public participation areas, which will benefit both 
stakeholders and the CFDA. The extent of this benefit will depend at least in-part on the extent to which 
stakeholders both in China and abroad take advantage of increased opportunities for public 
participation in agency rulemaking and other administrative processes. 
 
Experience suggests that CFDA sometimes takes outside input very seriously. For example, CFDA 
recently made open calls to the public for pre-drafting comments on an amendment to the Food Safety 
Law and comments on the effectiveness of medical device “regulatory work.” As a result, the more that 
stakeholders take advantage of increased opportunities for participation, the more they can influence, 
in a positive way, the continued development of Chinese food and drug regulation. 
 
At the same time, however, the draft rule on its own does not ensure the level of civil participation and 
transparency that many call for. For example, as noted above, the draft rule does not explicitly require 
CFDA to respond to comments or provide an explanation for its acceptance or rejection of those 
comments. Thus, even if the draft rule is finalized as currently proposed, there will be no way to ensure 
that CFDA gives meaningful consideration to the comments it receives. 
 
Furthermore, CFDA is only one part of the Chinese government, and it does not possess independence 
from larger political forces. A few recent comments in other areas of the Chinese government reflect 
continued skepticism about “foreign ideas” and civil participation. Thus, resistance from other parts of 
the Chinese government might make enthusiastic implementation of the draft rule by CFDA difficult. If 
that is the case, it might take a change in the overall climate for legal reform in China for the draft rule 
to live up to its full potential. 
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