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Comparison of Smoking Affecting Pharmacodynamics and Pharmacokinetics between US and Chinese Pre-
scription Drug Instructions

YUAN Xiaohua, WEI Ye, LI Haibo(Dept. of Clinical Laboratory, Nantong Maternity and Child Health Hospital,
Jiangsu Nantong 226018, China)

ABSTRACT OBJECTIVE: To compare the difference of the information about smoking affecting pharmacodynamics and pharma-
cokinetics in prescription drug instructions between US and China. METHODS: The US and Chinese guidance for drug R&D and
drug instructions editing, prescription drug instructions were collected; the information about smoking affecting pharmacodynamics
and pharmacokinetics were retrieved from FDA drug instruction official website DailyMed and Yaozhi Network in China up to Jun.
19th, 2014. The difference in related regulations and drug instruction were compared between US and China. RESULTS & CON-
CLUSIONS: The guidance issued by US and China require that great importance should be attached to the effects of smoking on
pharmacodynamics and pharmacokinetics, and it must be noted in drug instructions. Of 62 857 drugs recorded, smoking affected
pharmacodynamics and pharmcokinetics of 34 drugs in US drug instructions, among which 9 drugs needed dose modifications; for
above drugs, Chinese drug instructions pointed out great importance should be attached to the effect of smoking on pharmacodynam-
ics and pharmacokinetics of 6 drugs, and only one drug (erlotinid hydrochloride) needed to be modified. The label rate of smoking
affecting pharmacodynamics and pharmacokinetics was relatively low in Chinese drug instructions compared to US. It is suggested
that the regulatory agent should standardize and improve related description in drug instruction, correct unsuitable content, revise
the items which may result in severe consequence, and set up official website which can provide all drug instructions as soon as
possible. Drug manufacturers should standardize clinical study of drugs before marketing, focus on the scientificity, completeness
and normalization of drug instructions.
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Tab 1 The information of smoking affecting pharmacodynamics and pharmacokinetics and dose modification in drug instruc-

tions of the two countries
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B - EEA A1 _ R
) WARRHAA 2o fillnckd WARRHAA 2o fillnskd
THARRAT Wk —[AsiEe, AR E AR, N/A N/A
A[RERTA
A Wl N/A N/A N/A
SRMETWE WK N/A N/A N/A
HIEERR Bl N/A N/A N/A
HRET R \BEAUC,, | 4% 0 | 18% ;00 | (121 SEBEBE RN N/A N/A
F750). BB AUC, | 25%; ¢ | 165%
Filgang R 20% I E CYPIA2 ) (W0 IR R T RERE A ZS N/A
ik
FlR T MZRFE | 50%~60% T N/A N/A
WARFERIT 1 23% N/A N/A N/A
Bl HHAUC,, | 13%; I AUC,, T 17%; N/A N/A N/A
. NEHH
BRPICES HRHE T el AU | 38% N/A N/A N/A
s il N/A N/A N/A
KW, BT 50%~80% W n;ﬁ‘ié%"l’(ilﬂ?ﬁﬁ%ﬁ)(lmtz.z)h,WN%‘(ﬁH”& N/A
1~2f1)4~5h
Btk BRI R 22% N N/A N/A
A il N/A N/A N/A

TE: “N/AFORBA I s “AUCT R LK 259 BE - 1] 28R AR e FOR IR MLZTREE 5“0, FOR P35 | " FORBEAR T 7R
s TR 3% 24 BT b TR B UL AUCTIZE (YIS 1] , PR IHAS SCH L AUC,- 27 13K 251k HE - 1] i 2T TR

Note: “N/A” means not available; “AUC” means area under the plasma concentration-time curve; “Cou

” means maximum plasma drug concentra-

tion; “f,,” means half-fime; “ | ” means decrease; “ T ” means increase; AUC,., is used to mean area under the plasma concentration-time curve in this

paper because the time for AUC assay has not been illustrated explicitly in these FDA drug instructions
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Literature Analysis of Ceftizoxime-induced Hemolytic Anemia
FAN Wangdong, CHEN Dandi, ZHOU Jiaqing, JIANG Li(West China College of Public Health/West China Forth
Hospital, Sichuan University,Chengdu 610041, China)

ABSTRACT OBJECTIVE: To provide reference for clinical prevention and treatment of ceftizoxime-induced hemolytic anemia
by investigating the situation of ceftizoxime-induced hemolytic anemia. METHODS: Using Chinese and English “ceftizoxime” “he-
molysis” and other words as key words, related literatures during 1986-2015 were retrieved from CNKI, Wanfang database and
PubMed database. Those literatures were analyzed statistically in respects of general information, clinical drug use and manifesta-
tion, occurrence time and outcome, etc. The mechanisms of hemolytic anemia were analyzed to put forward prevention and treat-
ment measures. RESULTS & CONCLUSIONS: A total of 11 literatures were retrieved, including 4 foreign literatures and 7 domes-
tic ones. There were 15 cases in total, including 5 foreign cases and 10 domestic cases. According to the patient’s age, there were
7 cases of infants, 4 cases of the elderly, 3 cases of middle-aged people and 1 case of youth. The hemolytic anemia often occurred
on the 2-7 day (8 cases). Most of the patients were improved after treatment, but there were 3 patients who died. The mechanism
of hemolytic anemia mainly included the production of immune complex and non-immunologic protein adsorption. It is suggested to
investigate allergic reaction history, pay attention to sensitization test on skin, select suitable drug dosage and avoid drug combina-
tion. The patient’ s medications should be monitored closely. Once hemolytic anemia occurs, it should be immediately stop using
the drug and take appropriate measures as hormone treatment, comprehensive treatment, blood transfusion treatment, to avoid en-
dangering the life safety of patients.

KEYWORDS Ceftizoxime; Hemolytic anemia; Literature analysis; Mechanism
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