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Exploration on the Safety of Drugs for Children Prone to Severe Adverse Reactions Based on the
Evaluation Database

LI Xiao, DING Congyang, ZHAO Yue, DONG Zhanjun*(Hebei General Hospital, Shijiazhuang 050051, China)

ABSTRACT: OBJECTIVE To explore safety of drugs for children prone to severe adverse reactions based on the evaluation
database. METHODS According to the scoring method in the “Quick Guide for Drug Evaluation and Selection in Chinese
Medical Institutions”, the drugs with 1 or 2 adverse scores under “Safety” in the database of drug comprehensive evaluation of
Hebei General Hospital were extracted, first, all the drugs in the hospital with 4-5 grade adverse drug reactions and the incidence
rate = 1% were extracted, that was, the drugs with 1 or 2 grade adverse drug reactions were obtained. Secondly, based on the
evaluation scores of these drugs in the category of “Child Suitability”, the safety of drugs that was prone to serious adverse
reactions in children’s drugs was explored, that was, a score of 0 indicated that the drug was banned in children, a score of 2
indicated that the drug was available to children. RESULTS There were 18 drugs with =10% adverse drug reactions,
including 15 drugs for tumor and 3 drugs for immunosuppressants. Thirteen drugs were available for children and 5 were banned.
The incidence of serious adverse reactions ranged from 1% to 10%. There were 73 drugs including 57 drugs for tumor, 11 drugs
for pain relief, 2 drugs for anesthesia, 1 drug for treatment of mental disorders, 1 drug for blood system and 1 drug for
ophthalmology. Of these, 30 were available for children and 43 were banned. CONCLUSION Through the extraction of drugs
with 1 or 2 points under “Adverse Reactions” in the quantitative evaluation system, the common drugs with serious adverse
reactions in the whole hospital are obtained, the feasibility of the use of these drugs in children is analyzed, the use of mini
program, information means for clinical children to provide reference of drug use.

KEYWORDS: severe adverse reactions; children; safety; exploration
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Tab. 1 Detailed evaluation rules for adverse drug reactions
and children
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Note: "Children availability meant that it was recommended for children
in drug instructions or guidelines at home and abroad or in literature at
home and abroad; “children prohibition refered to the fact that there was
no recommendation of childrens drug use in the domestic and foreign
drug manual or domestic and foreign guidelines or domestic and foreign
literature and clinical drug use.
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Fig.1 Technical implementation routes for safe drug use in children based on real-world evidence
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Tab. 2 Screening results of children’s available drugs for very severe adverse drug reactions
R OZRAH K 25 Y ALt 5% TN s
138 Jigd 2y 02A03  THFEF M IE RNA & SR ELGR  f3 20 mg WASHT AR 24 1 2
B2
148 02A05  SZMAE E Y251 Z P BIETR £37 1 mL(20 mg) IERK 2 1 2
152 ERBEESIR £§37 5 mL(30 mg) 24 1A 1 2
155 02A06  i¥hSami 1 #0124 RSB RTESTR 532 5 mL(0.1 g) FrEHI 2 () 1 2
156 02A07  Jf¥h St 11 32 MRFTIAH SR #5375 mL(0.1 g) FrE 2 () 1 2
161 02A08  4f5 5324 FEARRITIEE R A& 10 B, BER 025 g TR EE 2 1 2
189 02A10  FiIR DNA WF RGP ST HIRRIOR R R 30 1.5 TR N 25 1 2
191 02A11  fi3F DNA 512 TS R4 #Zolg FrEZy 1 2
192 TESS A £§37 20 mg FraHIZi () 1 2
196 02A12 Mg ies FIZERBEMNK B 10 mL(0.1 g) B2 1% 1 2
707 GREERG 08BO1 Az i b 5 5 ) g4 A S0 KL, R 1 mg EHTARkHIZY 1 2
708 i T2 51 A 545 50 KL, BERE 0.5 mg HiZEk 2 1 2
710 IR £ 50 KL, AR 25 mg AEALHIZS 1 2
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Tab.3 Evidence-based evidence of children’s available drugs for very severe adverse drug reactions
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Tab. 4 Screening results of children’s unavailable drugs for very severe adverse drug reactions
R kT K e iR ki R gif}g %iﬁ‘j
150 fJigifizE 0205  WARMMEEEAMNZY  WARKERFTEHN  SY Ilol(omg  FEHIZGER) 1 0
160 02A08  fifEa skl N[ L Iy BETH, 84 FLPEHZY 1 0
0.15
173 SRR R e 28'%1,%& 12.5 Pfizer Italia 1 0
m;
199 02A12  HifiRdiiks VS P M 2 B g fzgo.44 g i 2 1 0
203 M 22 B AT R £ 14 mL(420 mg) Roche 1 0
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B, K 17%, 35 A2, HUOEmERAY &
B 4 -(14%) . SUMREPURISZY) 3 1~(10%) .
BEALFIZRZGY) 2 N(T%) 55 TRYT LR
Z 25 AR R T 5 A B I e . 5 PRl I e
HH RS . BB, ol 18, 13, 11, 9
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o7 e E AT g 2, ki 39 A, il

x5 FEARRKENERAGREFILET ALY &MFLSE

90.70%, HAMKUNERZS 3 1>, FRIEHZ 114,

W3k 6. MgHIZih, HifESH% 525 14 025, Sl
e, N 32.56%, HKOHTETT RN IR 254 8
(18.6%) . HUMEHUAZEZ ) 6 1~(13.96%) . 50
WERRA W6 U251 4 1(9.3%) . iR DNA Hy4A2E
3AN(T%) . HABUIIRIZS 3 4~(7%) . YR Bh 2y
1 4M(2.32%) SRR 25 0 R AR 25 B PR N M A4 |
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Tab. 5 Screening results of children’s available drugs for severe adverse drug reactions

AR LA

e R Y 2 FIEH 2K Fiks S fue AR R S A
12 piRiFzy 02A01  SZMIIXFRLEY) A 20 At TR HXO0lg Actavis Italy 2 2
113 PR I T S £ 10 mL(0.25 @) BRI Z5), 2 2
120 TR S s FF0lg I ARG 2y 2 2
122 RS Ak o2g Fre 2 () 2 2
139 02A03 T4k st AR AR SRR 3% 10mg R 2 2 2
140 RNA & 254 T HMERILE 8% 10mg A A2 2 2
143 WA RBmPZELE B 20mg NI SR 25 2 2
144 ES M HEE D £33 0.2 mg T IE M S 2 2 2
145 WS HBmRIALLE B 1omg M 2 2 2
147 02A04  MFIEAEAMSIRE  BEITARESIR 33750 U VLI ERG PRy 2 2
SOEZLY]
153 02A05 SR 2 1 A 254 HEHHEEEAEN A3 100 mg AR AR 2 2 2
LA R
187 02A09 ks TR IR () #7200 mg PR R 2 2
188 TEIF S PR Ik #F05g Fre 2 () 2 2
190 02A10  f3F DNA WybiE#ES AS SR FMER A% 8mg SRR 2 2 2
197 02A12  HfbHr s FZAY FABTTE S B S0 mL(0.5g) P RHIZY 2 2
198 FERR BAH L Sk 37 80 mg Roche Pharma 2 2
205 TE S PRI ek £33 3.5 mg Frahily 2 2
208 02A13  H AR pes eI = 3% 10 mg bR 2 2 2
583 MK 7525 O06E LY AR 2N W FHEHANREEE R S5 mg iR 2 2
879 RITRE MR 12D BUEREIR . BUEEZ DR IR T SRR %10 mg VLI 2 2
(2]
913 HUmZh 13B JRREFMEBTRZS IERIE B H I R S, B VAR 2 2
42 m
914 MUGERIS RICIEFR F3 O.Igmg HE N@Zl 2 2
915 MBS K %32 0.5 mg HE AL 2 2
916 HEHHRBREFRE B 1mg EPNEENN 4 2 2
917 MIKBRET S5 R JE ST 3 50 pg HENEZ 2 2
918 TR BRNSMELSE R BE&E10 7, R HECHE) 2 2
30 m,
919 ERFRNG S X1 rgnL(IO mg) ARty 2 2
921 ERFRIRER I TE ST 3 50 mg T2 2 2
948 JRRAEHZ 14C Jafb A2y SRR T R #3750 mg TR B 2 2
1122 [REHHZ 17 IREHHZ HEREAH TSR 3 02 mL Fii e 2 2
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Tab. 6 Screening results of children’s unavallable drugs for severe adverse drug reactions

B i 45 R

T . it T HLs 5t TR S ol s
115 ffsgg iz 02A01 ik Ey R R G ME 12k, B 05g ERiT A E] 2 0
116 FIRIZ pegtige i () BRI K, B 0Se EARMZLSER 2 0
125 S BT LA ¥ olg 8 T 2 0
126 S R R 2 % 2 mg M ALIE KRG 2 0
127 02A02  JHT IR E BB e - () a4k, A 1mg RAEIR 2 2 0
128 T g Gl 14 K, BH T mg BT 2 0
129 Mitgm A2 25 i RE 60 i, B 10mg Bl 2 0
130 Skt R Gk ) & 10 7, A 2.5 mg Hit-itite 2 0
131 ket (11 ) & 10 i, 2.5 mg URARITN N4 2 0
132 eSSy 14 v, R 25 mg Freizy 2 0
133 LR () R4 20 i, BH 50 mg WL 2450 By 2 0
134 Wk & G ) 4528 i, HH 50 mg By S 24 2 0
158 02A08  HifF 54 24 AR R GE) FE 10 J, BT 250 mg By i 24 2 0
159 AR e A () BE10H, B 025g T 25 () 2 0
162 IR R &2, R 125mg DURZE 2 0
163 KU R &7 H, B 50mg TERKIEZ 2 0
164 JEIEEC (015 g) £ 120 ki, HKL0.15g Fii LA 2 0
165 JeIR e E2E(0.2 g) BE 120K, R 02g B i e 2 0
166 HESRRt e GiEF) B 60 i, B 0.1g TEE AR 2 0
167 HRERDT e (577 & 60 fr, B 0lg TLIERRZ 2 0
170 TOMRR B R T4 60 KL, HA0.25 ¢ 78 2 0
171 Dok e i &7 R, Bh30mg L ARAS A 2 0
172 %iﬁi&;ﬁ)&%ﬂﬁ BETH, B 40mg AR B 2 0
178 ﬁ%glé)ﬂ?c% B4 90 Ki, FBRL 140 mg CatalentCTSLLC 2 0
179 TRRBTARY JE I FR£ 224 K, FRRLO0.15g Excella GmbH 2 0
180 BER A & 28, FH Smg Pfizer 2 0
193 02A11 3 DNA 1) AR 3 10 mg FrE 2y 2 0
194 (ES VRS % 10 mg R b 2 0
195 SRR % 50 mg FrE 2R 2 0
200 02A12  PrfbsHiss DURER BT SR (™) 533 4 mL(100 mg) FrEiy 2 0
201 DURER AU SR @) X0 g Roche Pharma 2 0
202 JEZ R BB SR AR 10 mI(50 mg) HEAW 2 0
204 P2 BB TR S A 20 mL(0.1 g) TEEBR A F 2 0
206 MR DK I & 3K, KL 3 mg HauptPharma 2 0
207 R SABT T SR £ 10 mL(100 mg) FIREIHIZ (R 2 0
210 02A13  HAthdhiffsm 2 TS b P fth % 50 mg FrE 24 (R 2 0
215 [ipryNii 5 fE24 K, BH Smg I AEY 2 0
216 BRI T8 56 K, B3R 150 mg AbbVie Deutschl 2 0
229 02B Bl Bh 2y PP R AR B T B 32 1 mg AL ERI KA Y 2 0
920 I Z 13B BRI 24 B ARG Rgr 6 L, AL 20 mg =Yy, 24 2 0
922 BT R & 10 i, AR 10 mg (RGN E) 2 0
923 fbfﬂla(;g?ﬁﬂ%*%ﬁ 45 10 i, #H 40 mg W3 (1 D 2 2 0
953 JAHZ 114E SRS BRI B 2mL02mg) BPALEAER 2 0
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Fig. 2 Mini program of “Mingzhan Pharmaceutical Comprehensive Evaluation” embodied in children safe administration
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