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Analysis on application for registration of active fractions in Chinese materia medica
during 2004 —2007

ZHOU Yue hua
(Center for Drug Evaluation, State Food and Drug Administration, Beijing 100038, China)

Abstract : The basic information, including the number of applications, dosage forms, indications,
structure types, purification processes, medicina materials, period of clinical trials, and dealing conclu-
sonsfor registration of active fractions in Chinese materia medica (CMM) during 2004 - 2007 , was ana
lyzed The numbers of registration for clinical trials and applications for production during 2004 - 2007
were 202 and 23, respectively. It could be found that the numbers of registrations of active fractionsin
CMM declined obvioudy since 2005 and the dosage form, indication, and purification process of those ap-
plications showed a trend of the relative concentration From aspect of the stage conclusons, the rate of

not to approve” of applicationsfor clinical trials and production were 48 0% and 8 7 %), respectively. So,
it could be concluded that the studies on the selection of dosage form, indication, and purification process
of activefractionsin CMM should be further strengthened
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ZL JXZS ! ! ! %
2004 53 1 54 240
2005 98 12 110 48 9
132 2006 32 6 38 16 9
2007 19 4 23 10. 2
202 23 225 100. 0
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) 85 37.8 3 13
136 40 17. 8 2 09
22 98 2 09
23 10. 2 2 09
’ 21 9.3 9 40
137 16 71 225 100 0
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Table 3 Indication distribution of active fractions in CMM Table 5 Purification process of active fractions in CMM
applying for registration during 2004 —2007 applying for regigtration during 2004 —2007
I % /% I % 1%
56 24. 9 8 36 103 36.5 7 25
39 17. 3 4 18 61 216 6 21
35 15 6 4 18 21 7.4 6 21
25 11 1 4 18 21 7 4 6 21
15 6 7 3 13 12 4 3 4 14
11 49 3 13 n 39 3 11
10 44 225 100 0 10 35 3 11
8 26 8 28 282 1000
24 : 4 225
307
113 ” 113
4 2004 —2007 ,20 ,14
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Table 4 Sructure types of active fractionsin CMM ) Savag  (
applying for regigration during 2004 —2007 ) )
/ % | %
63 20.5 10 33 ,
45 147 8 26
20 65 7 23 ’
17 55 5 16 ) ,
16 52 5 16
17 55 4 13
15 49 4 13 '
14 46 4 13
14 46 4 13 26
12 39 13 42
10 33 307 1000 72 6% :
6
6 2004 —2007

Table 6 Satusd crude drugs used far active fractions in CMM

15 ! applying for registration during 2004 —2007
9 ! | %
; 1 179 79 6
: ( 2 31 13 8
3 12 53
) 1 7 24 3 13
3 225 100 0
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Table 7 Clinical trials period o active fractionsin CMM
applying for regigtration during 2004 —2007

/

1<n<2 3
2<n<3 10
3<n<4 3
4<n<5 7
5<n 1
28 . 8,
34. 8% ,
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Table 8 Sage conclusion of applicationsfor registration
o active fractions in CMM

! % | %
97 48 0 2 87
20 99 5 217
2 10 8 348
83 a1 1 8 348
202 100. 0 23 100. 0
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