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Abstract: Human experience has a unique value in the development of new traditional Chinese medicines, but the collection of high-
quality clinical data of application experience in human and the transformation of evidence in practical applications still need to be
further explored. Based on the clinical practice of Chinese medicine, this paper deconstructs the process of application experience in
human from the accumulation of individual cases to the formation of data, and then transformed into evidence, and analyses the
challenges and reasons for the transformation of application experience in human into evidence for the approval of new traditional
Chinese medicines in terms of the poor quality of clinical data, the insufficient connection between scientific research and the
transformation of results, inadequate support conditions for clinical scientific research, and the lack of methods for data governance
and evaluation of clinical evidence. At the same time, in light of the current research progress, from the perspective of the formation
process of application experience in human, we put forward countermeasures and suggestions on the quality control on data of
application experience in human, the construction of clinical research system of traditional Chinese medicines, and the improvement
of evidence evaluation, so as to promote the transformation of application experience in human into high-quality evidence to support
the registration and review, and to accelerate the process of new traditional Chinese medicines.
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Fig. 1 Formation process of evidence derived from human application experience
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Table 1 Example medical case filling out individual case collection template for human application experience

75 T H S A3 75 AR H S A
1 P51 d 17 &I x
2 A H \ WITHE
3 Rk d 18 A7 2R V
4 RS ] N 19 FH v i ol
5 EINZ1E-87 d 20 T \

Z W o A 45
6 R 44 v 21 2 H x
7 Hh BEAIE A% \ 22 210 H N
8 PH I 4 \ 23 A g R N
9 ERU \ R
10 P v 24 RN V
BEAE RTS8 25 AE V
11 iRIT x 26 A I A \
12 HAbiGyr 27 PRI 4 SR PR b \
ZI T HE 28 B 1E M x
13 Lz \ 29 HAbI R L )= x
14 i \ 30 IT RPN \
15 I \ 31 AR x
16 7] v
#+2 WEEHHIES CRF %
Table 2 Example medical case filling out CRF
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Table 3 Example medical case filling out standard traditional Chinese medical case record
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