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Chinese and US Pharmacopeia Projects Keep the CRC Busy 
 
The name sounds solemn and serious – Compendial Review and Harmonization Committee 
(“CRC”) – and while the subjects with which they deal are indeed very weighty, the pace and 
volume of their work belies the slow-moving, bureaucratic impression which the name may 
evoke.  

When they met at IPEC-Americas headquarters in Arlington, Virginia on 
February 28, Chairwoman Phyllis Walsh of Merck (left), presided over the 
meeting, assisted by vice-chair George Collins (Vanderbilt Chemicals). They 
covered a variety of topics, among them the European Pharmacopeia, 
excipient additives and processing aids, USP monograph modernization and 
silicon dioxide monograph harmonization. The primary discussion centered on 
China and the Chinese Pharmacopeia, and elemental impurities and metals. 
Some of the details of those discussions are covered below.  

China and the Chinese Pharmacopeia 

As they create and revise their own pharmacopeia (abbreviated as “ChP”), China is trying to 
incorporate as much existing knowledge and systems from the rest of the world as possible to 
avoid having to “reinvent the wheel”. As a result, China is requesting a lot of information from US 
excipient manufacturers who sell or want to sell their products in China. It is not clear, however, 
what is being done with it.  

The myriad of pharmaceutical and excipient regulations, the process of drug approvals, and all 
their accompanying data and documentation requirements in the US and Europe are 
complicated, and many in the US and Europe don’t even fully understand it. The IPEC-Americas 
CRC therefore is working with IPEC China to educate them (IPEC China) so that accurate and 
consistent information is in turn provided to the China FDA and ChP to assist in regulation and 
monograph development, respectively. In the case of excipients, it is especially important to 
emphasize to our Chinese colleagues that most of the steps and documentation in the process 
are not regulations and explain why that is the case.  

A group within the CRC will be working on “mapping” the US and/or European processes and 
perhaps presenting these process “maps” via webinar and/or eLearning to both IPEC China and 
other interested external stakeholders.  

Many US and European excipient monographs have been provided to ChP by US and Europe, 
but Chinese-developed monographs can contain very different attributes. This is because the 
Chinese monographs are likely derived from Chinese suppliers’ materials which can be quite 
different from those of the US and Europe.  

The CRC, in continuing to cooperate with ChP while also representing the needs and interest of 
their American and European stakeholders, is investigating ways to clarify product differences 
without revealing sensitive supplier technological information.    
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Also related to ChP issues, a webinar was recently held between Joint Compendial Industry 
groups, including IPEC-Americas, to share information regarding ChP requests.  ChP and the 
industry associations are planning to meet twice a year via webinar with 2 representatives from 
each association. This is an important step indicating the ChP’s openness to an ongoing 
dialogue with the associations toward mutually-beneficial information exchange.  

Elemental Impurities and Specific Metals 

Even though veterinary drug companies are exempted from compliance with USP General 
Chapters <232> and <233>, Elemental Impurities Limits and Procedures, respectively, FDA’s 
Center for Veterinary Medicine (CVM) has been advising veterinary drug makers to “know their 
metals”. Knowledge and documentation of metals in drug products and their ingredients 
apparently come in very handy during FDA audits, so excipient makers may see an increase in 
metals information requested from their veterinary drug customers. 

In a similar vein, the United States Pharmacopeial Convention (USP) has been looking at drug 
substance and excipient monographs that have had specific metal tests that have been in use for 
many years. IPEC-Americas formed a team to look at the monographs, prioritize the excipients 
monographs based on whether they are “natural” or “synthetic” and set priorities based on the 
amount approved in IID listing. Based on the priorities, the names of the monographs will be 
published and manufacturers of the material will be requested to supply historical data directly to 
USP on the metals and specifications  

Once the data are received, the USP will decide whether to keep or discard particular metals 
limits and whether specifications for additional metals should be developed.  

If you are an IPEC-Americas member and would like to join in the efforts of the Compendial 
Review and Harmonization Committee (or any other IPEC-Americas committee), please send an 
e-mail to ipecamer@ipecamericas.org.  
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