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The trends of quality control of TCM

Xie Peishan

Abstract

There are mainly two directions for quality control of traditional Chinese
medicine. One is copycat of quality control mode of chemical synthesized
pharmaceuticals, namely, selecting a known active constituent or marker compound
from the herbal drug for the qualitative and quantitative target to assess its
authenticity and inherent quality. Several decades have passed since such
quality control mode applied to Chinese herbal medicine with no significant
changes but renewing and advancing the analytical technologies. Referring to
the feature of ‘Certainty’ of its chemical structure and pharmacological
reaction of chemical pharmaceuticals, testing its authenticity, purity and
content would therefore be related directly and linearly to its efficacy and
safety. The conventional quality control mode is no doubt effective for them.
However, for natural products derived from herbal drugs with inherent

‘Uncertainty’ feature of its secondary metabolic substances, to which the
drawback of such quality control mode applied has surfaced more and more
obviously. And therefore another practical approach for quality control to
herbal products, compound formula of TCM in particular, generated from
comprehensive, macroscopic and non—linier thinking mode is necessary. At the
present stage, chromatographic fingerprinting emerges as the times demand. The
quality consistency and stability of the TCM products can be assessed reasonably
by judging the integral characteristic of the fingerprint pattern and related
quantifiable data comes from quantified operation procedure.

Guidance for Industry - Botanical Drug Products (Draft) of USFDA (August
2000) accepts Chemical identification by spectroscopic or chromatographic
fingerprints (UV, IR, FTIR, HPLC, HPLC+DAD, TLC, 2D-TLC and GC) of the botanical
drug substance and botanical drug product in the application document by the
manufacturer. WHO Guidelines for the assessment of herbal medicines also
requires the plant preparations and plant final products would describe ‘a
method for identification =«++ «-- . If identification of an active principle is
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not possible, it should be sufficient to identify a characteristic substance
or mixture of substances (e.g., “chromatographic fingerprint”) to ensure
consistent quality of the preparation” 1in the document submitted by the
manufacturer. It is apparently indicated from the context in the guidance
aforementioned that accepting fingerprint for identification of plant drugs by
either USFDA or WHO is only based on a ‘concession’ policy towards the plant
(botanical) drug substances and the products. And the fingerprint is only
considered as an alternative measure to ensure the quality consistency of the
marketed herbal products on the prerequisite of no active principle is available
for quality control. So we can’ t find any description of detail requirement
on fingerprint identification in their official document. In fact, thinking the
meaning in depth, we would draw some conclusion that chromatographic fingerprint
is definitely not an ‘expedient measure’ for control the quality of herbal
drug products. The multiple-level and integral whole quality information
obtained through a vague yet inclusive comparison of the chromatographic
fingerprint would be much more useful than that of conventional quality control
methods, even more through observing the fingerprint pattern or image it makes
the inherent quality of herbal medicine visible. On the other hand, the thinking
mode on chromatographic fingerprinting does just reflect the ‘fuzziness’ and

“integrality’ concepts, one of the unique theories and practice of traditional
Chinese medicine. Solving the ‘Certainty’ 1issue needs ‘decompose’ and

‘precision” methods; but the issue with ‘Uncertainty’ feature needs

“integrality’ and ‘fuzziness’ approach to tackle. In fact, changing quality
control mode forces us to change our thinking mode at first, and the
authenticities, the manufacturers and the analysts will face many new
challenges.

The relationship between the chemical constituents and clinical efficacy can
be linked through fingerprinting analysis combined parallel with
pharmacological study and clinical trial. It should however be aware that
dismantle the fingerprint to intend to illustrate the peak/efficacy relationship
separately but ignoring the integral whole relationship of the fingerprint and
the intact efficacy of the drug might be going to the blind lane. Elucidating
interactively the relationship between chemical fingerprint and efficacy would
be presumed running a historic stage. And multiple scientific schools should
get involved.



