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Investigation on the Construction of Adverse Cosmetics Reaction Monitoring System for

Manufacturing Enterprises in Shaanxi Province
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Drug Reaction Monitoring Center,Xi'an ,Shaanxi,China 710065; 5. Shaanxi Center for Drug and Vaccine Inspection,Xi'an,Shaanxi,China 710065)
Abstract: Objective To provide suggestions for further standardizing the monitoring of adverse cosmetics reactions (ACRs).
Methods A questionnaire survey was conducted on 56 cosmetics manufacturing enterprises in Shaanxi Province that had
independent production lines around the basic information, commissioning and commissioned production of the enterprises, monitoring
of ACRs by commissioned enterprises, construction of ACR organizational system and ACR management, etc. The differences in ACR
system construction among manufacturing enterprises in the province were analyzed. Results A total of 45 effective questionnaires
were collected , with an effective recovery rate of 80.36%. A total of 45 enterprises were included , mainly small enterprises
(20 - < 300 persons,60.00%) ;the enterprises with establishment time > 5 — 10 years and > 10 years both accounted for more
than one — third of the total number. Among the three commissioning enterprises (6.67%) ,only one could carry out the activities

such as ACR monitoring and ACR data collection;there were 10 commissioned enterprises (22.22%) ,of which two had not carry
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out ACR monitoring. There was no significant difference in the number of enterprises with different scales or establishment time
having ACR monitoring and reporting personnel, ACR directors / quality and safety directors (P > 0.05) ; and there was no
significant difference in the highest education and work experience of ACR directors / quality and safety directors in enterprises
with different scales or establishment time (P > 0.05). The construction rate of collecting ACR reports / complaint channels
(including official websites, WeChat official account, complaint telephones,e — mail) of small and medium — scale enterprises was
significantly higher than that of micro — enterprises;the larger the scale of the enterprise,the more complete the construction of the
information platform for ACR collection and analysis,especially in the construction of quality assessment tool for ACR reports (P < 0.05).
Four enterprises (8.89%) had not formulated any ACR - related operating procedure, and 25 (55.56%) had not constructed a
reporting channel or procedure for consumers experiencing ACR. The larger the scale of the enterprise,the higher the proportion of
enterprises that conducted ACR report filling guide training (P < 0.05) ; there was a significant difference in the proportion of
enterprises with different establishment time that conducted the raining on the use of ACR monitoring system, ACR report quality
evaluation, ACR main categories and correlation evaluation (P < 0.05). Conclusion It is suggested that we should perfect the
ACR monitoring system, implement principal responsibilities,improve the personnel ratio of ACR,enhance professional quality, perfect
the ACR collection channels and information platform construction,and improve the reporting level to promote the ACR monitoring.

Key words:cosmetics manufacturing enterprise;adverse cosmetics reaction;system construction;Shaanxi Province ; questionnaire survey
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Tab.1 Basic information of manufacturing enterprises

R A8 HE(R) AR | AH £3 #2(F) HAR(%)
Bl B 39 86.67 >10% 2 46,67
A7) 6 3.3 | 0FL~5074 15 3.3
g mA 16 356 | F4 F~<20FE 15 3.3
M i 60.00 22007 % 15 3.3
PA 2 L4 R <10 gt 53.33
X 0 0 Sid 10~<S0# 1 26.67
AL <5# $ 17.78 50~< 100 7 15.56
Eo>s~10% 16 35.56 > 100% 2 44
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Fig.1 Variety of cosmetics produced by the enterprises
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Tab.2 ACR monitoring carried out by commissioned enterprises
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with different scales [enterprise (%) ]
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2.4 ACR MMALRKREIZER
2.4.1 ARER

45 ZAA S AR FE AL T AR /NI PR R B
A ACR W5 FHR A B (ACR 35 A/ i 24k
N (R FR 58 N) W9 3 A 15 K (93.75%) .24 K
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Tab.3 Information on directors in manufacturing enterprises

with different scales [person (%) ]

A8 2 BALLm=15) MEAL(R=25) PELLG=1) P& PH
RE%H 5(33.33) 5(20.00) 0(0)
XA 8(53.33) 18(72.00) 1(100.00)  3.039 0.688
REAAL  2(13.33) 2(8.00) 0(0)
IEER <5% 2(13.33) 1(4.00) 0(0)
>5~10% 8(53.33) 11(44.00) 0(0) 4.127 0.425
>10% 5(33.33) 13(52.00) 1(100.00)

P4 ACR W5 4 A DL 558 K923 8 K
(100.00%) . 13 & (81.25%) .20 % (95.23%) , 8 %
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JRST AR BRAR Y 17 57 A B v 2 D b TARARBR 22 5 2 A
BF R4,
R4 TRBMEREFEUHEABERIA(%)]
Tab.4 Information on directors in manufacturing enterprises

with different establishment time [person (%) ]
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A 4(50.00) 7(53.85) 15(71.43)  2.549 0.676
MEAAL  2(25.00) 2(15.38) 3(14.29)
IEER <5% 1(12.50) 2(15.38) 1(4.76)
>3~ 104 4(50.00) 7(53.85) 7(33.33) 4,166 0.359
> 104 3(37.50) 4(30.77) 13(61.90)
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Fig.3 Radar chart of the construction of collecting ACR reports /

complaint channels of enterprises with different scales
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Fig.5 Construction of information platforms for ACR collection

and analysis of enterprises with different scales [enterprise (%) ]

AR #An=16) Mn=21) PH0=2) P& PK
ACRKE & 9(56.25)  10(37.04)  2(100.00) 2.711 0.249
ERERRENAEE  2012.50) 1(3.70) 1(50.00)  4.667 0.109
otk ts RILEH 24 6(37.50)0  9((33.33)  2(100.00) 3.026 0.262
ACRIRERZiFf L2 2(12.50)  8((29.63)  2(100.00) 5.997 0.039
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Tab. 6 Formulation of ACR monitoring system of enterprises

with different scales [enterprise (%) ]

ALY MAL  PRAL

i (n=16)  (n=27) (n=2) .
ACREN 5 LA E 11(68.75)  25(92.60) 2(100.00) 3.070 0.217
ACRAH A B 7(43.75)  16(59.26) 1(50.00) 1226 0.675
ACRAZ ARHE 10(62.50)  15(55.56)  2(100.00) 1.247 0.59
FEACR G B kAL H A 6(37.50)  11(40.74) 0(0) 0.980 0.677
ACREZREHE
ACRIAEHABLFE 28K, 42500 9(33.33) 1(50.00) 1.011 0.655
EREFHA R
kB EAREEREENAE 603750 10037.04) 2(100.00) 2.693 0.282
ACRAMERE 5 Bl A 3(18.75)  8(29.63) 0(0) 0.947 0.713

2.5.2 4k ACR 4K #1E % 7 #37 F
FHOCFE A AT 075 ACR B4 T AR, nl A5 % 9 By
ACR Feffid it BR 2245 8. 89% (4 50) Al AR I TAE
fi] ACR A SCHHRAERRIT L 55. 56% (25 5) Al A HE 7
P KB ACR RS R AR SR T, 35. 56% (16 %) [ 4
ol A 8l VT A e i o A A5 A BEAR L ACR R
A EAR SRR o AN DRI A 7= Al A ACR AH G #R AR
R AN DT 28 5 AR B35 (P > 0. 05) IR IR 7,
R7T TEMER L ACRBIERFHITER[R(%)]
Tab.7 Formulation of ACR operating procedure of enterprises

with different scales [enterprise (%) ]
BAAE MEAL $EAL
i Ge16) ey eny PR
8(50.00) 19(70.37) 2(100.00) 2.555 0.29%4
k& RERARENE ERER 10(62.50) 17(62.96) 2(100.00) 0.834 0.770
HR AL EACRHRERBAER 8(50.00) 10(37.04) 2(100.00) 2.915 0.219
2.5.3 4l ACR ¥ 155
AR ALAE R ACR 25 19 2R IR, 55118 Bh T
FETHE A G AS BB g W g g .45 %EEF%EJMJ
6 K (13.30%) 4 Mk A& #F 17 ACR #H & 55 Il
(82.22%) M BFAE AT 1 ~ 2K E5I ,iEullﬁitgum
AE R FRER (36 5, 80. 00%) K H 24 (27 K, 60. 00% ) £
KJBIF AR FEFEA L ACR BN ST B, il
FUBER , 7 ACR i 45 I S 8 m 35 U0y o5 e e
(P <0.05) LR 8. (Aot i AN BB 07 MW I A5 Bk )
FEER NG AR, T Ak ST AR FR S22 i ACR 85
YT AE M3 21, B o5 AN [R) 4ol B Sz 4 BR 7 T gk A7
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Tab.8 ACR training content of enterprises with different scales

ACR#AE S ARRIERR

[enterprise (%) ]

AR fAbL(n=16) MALH=27) PELLG=) pE PH
ACR3241 12(75.00) 24(88.89) 20100.00) L1753 0.570
ACREMA48% 8(50.00) 19(70.37) 20100000 255 0.294
ACRRAAAS 5(31.25) 19(70.37) 20100.00)  7.2450.018
ACRRA R E#4 10(62.50) 12(44. 44) 20100000 2750 0.234
ACRES K 5 AL pab it 7(43.75) 12(4.4) 20100000 3155 0.209
ACRZERIREREFS  7(8B.75) 9(33.33) 20100.00)  4.236 0.069
ACR% AR 9(56.25) 13(48.15) 20100000 1751 0.527
3 itig

3.1 FEERERST

ACR BRI EEA TR, FERTEARINL PRVE 4 1k
Al A2 P A AT A 7 ACR WE T 5 F 4R R R 1 5
80. 00% , FLAx il & 1 57 1 L IF A SR W (< 60. 00%) .
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Tab.9 ACR training content of enterprises with different

establishment time [enterprise (%) ]

A8 GEG=8) >5~10%(=16) >10%(0=2) £ PH
ACR24] 6(75.00) 14(87.50) BE.7) 061 0.74
ACREM 4804 R 6(75.00) 14(87.50) 9(4.86) 8837 0.016
ACRREAA SR 6(75.00) 9(56.25) 1052.38) 1298 0.5
ACRRA R E#4 6(75.00) 3(18.75) 15(71.43) 12616 0.004
ACRESBMERBE 450,00 5(31.25) 1(57.14)  2.5% 0.3
ACREZEARARIEN  4(50.002) 2(12.50) 12057.14) 8742 0.04
ACREARRHH 6(75.00) 6(37.50) 12(57.14) 333 0.220
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