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Retrospective Analysis of the Quality of Clinical Drug Trial in Our Hospital
GUO Jin-min, ZHANG Li, SHU He, ZHAO Wen-hua, KANG Chang-qing (Dept. of Pharmacy, General Hospital
of Jinan Military Command, Jinan 250031, China)

ABSTRACT OBIJECTIVE: To evaluate the quality of clinical drug trials in our hospital and explore their problems in order to put
forward improvement measures. METHODS: According to quality control records in our hospital from 2007 to 2013, comparing
with the standards for project quality scoring, the quality scoring of clinical trials and factor scoring were analyzed. In addition, the
qualities of clinical drug trials were compared between department A with clinical research coordinator (CRC) and department B
without CRC, as well as between international and domestic multicenter trails. RESULTS: Generally, the quality scoring of clinical
drug trials in our hospital improved year by year, being 90.4 in 2013 which was 1 fold higher than that in 2007. The score rates of
3 quality items in 2013 were fewer than 90% , such as trail implementation, trial drug management and trail record. The quality
scoring of department A was higher than that of department B. The advantage factors of department A during 2011 —2013 (the dif-
ference rate of score>>15% ) was significantly better than those of department B, such as the implementation of trail (98.8% vs.
75.0% ) , management of trial drug (100% vs. 83.0% ), trail record (89.9% vs. 63.0% ), document management (100% vs.
81.2% ), with P<<0.01. The international multicenter trails had better quality than domestic ones (94.7 points vs. 83.0 points), with
P<<0.01. CONCLUSIONS: The weak points of clinical drug trial in our hospital are the implementation of trail, trial drug manage-
ment and trail record. The implementation of CRC and the undertaking of international multicenter trail are effective countermea-
sures to solve the above weakness and promote the quality of clinical drug trial.
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Tab 1 Scoring criterion of clinical trial quality (centesimal
system)
2% W i
BRI R MBI AT (1) SRR TR AR R 6P 3
(173) s ZI R )y R P T Bt 2 (EC (IR TECHEHE (1)

(EPRE Pl AR ) (CF) BB ECHIEG A MR 14
HME, ICFB MG TR (370 ICF SR, A AL A 40

— 0 JEAF MBS (R (470 IR B AT GO TR BEICR (273); %

W AL T AR AR A (R AR (243)

NG OILE DA SRS RR R IR -3 4 ) WM SRR 20
BR—F ) BN AT H Sty R k=500 s I A S
HEiCk, RSB RERG A @) AP SRR R TR (2
7)s WK BL R T R R AR 5 )

RRANER RRAAIARHE D) RRAMIUITZRE, B MR- ZE 16
(39); e NEARMZAN (1), KB AE LR B ARG ) HS
SRR QD) R A AR TR R -85 2) AR AR
FRZSRE o (193)s KRR BRIV A TR (200

AR RIS RS (370): T ARFHCRER QD) A 13
RETAMT ) ER RE RS B LR (673)

TR AR BRSO LBl f (100 ) B B S AR JFATTRARICR (3 10
O0)s B IR T BB R JEATCR (3705 i S Btk ORI Tl
ARG AR (20) ettt Ji ek MEOFC R (1)

SRR BT R B R (50 RARVERH SRR () sl % 16
(RAETCAE (0 )RS e OB S R IR Ve 805 ) st s 2 LAk
HEARQR)
YRR LRI, ARIOCQA) B8 R R 8
)R IVERHE GCPHUE IR CHAe R FAE & il ke (44

AR R T R M. 0 H B PR P, 5 2 K A SER
1393 TR T AME R E A L, B B R 550K, B85
FA100% o HEZR PG R =% B RGME/ B MEx100% .
X BB R MA5 5y T HAR A R AT 1500 R AR ZE 22 A
LI e AR 6 Sl ) T S 1Y
2 #‘REAEZE
2.1 HERKIR

WA 2007 — 2013 4T Be 45 R A 25 P e AR I6 KRS VERE LA
KR I FEXF B0 H i hilic st . FRIRAEE B At
95 7530, 5 6 Al BR 2 SE R, AL I A IR A T T
e E il .
22 Fik

(1) FRPEAAD T2 FE X FR e B3 A7 14 45 350 5 A9 B8 i 5, %
HEPEABRifE , GE 3T 2007 — 2013 4F 6 RHE I K 8351 H 19 3K
it ST RA43 T AR AR 4, IR 2013 AR EE A4
PIFEZR BRI AR P 5 3815 . (2) EL 2007 —2013 4 A
B2 [2009 4 R AR S24TI R B 2E B 51 (CRC) il 1A BBl 3
(5 ABFZRIHBERTEA S | 2E CRC ) A0 H S 5w
15855, I Fe AR 25 2011 — 2013 4E30 H 4% B (1) P 1915404%
DI 22 R 2 (3) FLAR R PR 22 U I R0 5 R0 1)
] PRI AR o, o 50 L R 4% B AR R AT 4
2.3 ZitHE

SRHAISAS 9.2 B A AT EdE A B ST Fix + s 20
IR KK, P<0.05 HZEFALHFE L,
3 #R
3.1 IEFRREEERESS

2 PRI i B AR AR A e T 2% 2,5 20 L3 AR 2 I IR
YGRS R WA 3,

fRE

AR

EUn

TEIE 2014 FH 5 HHE M

®2 BAYERABEREFHES (x1s)

Tab 2 Annual average scoring of clinical drug trial quality
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Tab 3 Scoring rates of the items of clinical drug trial in 2013
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A%, CiEAE AN DIKMA Ci, R Zh A8 22 07 35k (BEBR AN | RO AR BN | & = Mevd LB AN Ae A AR08 ) - W BE (BP 2R ML) , Rk A
1.0 ml/min, THE®JEA+0.7 V, £ F NE.5-HT #9400 i 5 4 2056 B 551 4 0.084~4.2 ng/ml(»=0.999 9)#20.005~0.25 pg/ml
(r=0.999 1), F 34 A A w1 & 5 #] % 98.85% (RSD=2.89% ,n=3)#= 101.5% (RSD=2.41% ,n=3), H A (n=5)F= B 1] (n=3)
RSD 3R K T 3% ;NE f£ /) i W 69 4% = AK[(0.343 £ 0.14) mg/g], /£ F i F 4% 5 5[ (3.062 + 1.51)mg/g]; 5-HT £/ i ¥ 64 4
B AK[(0.059 +0.04) mg/g], £ K & B+ 48 % H[(0.383+0.21) mg/gl. Lt Ak FH L BME Pk, TR T RRBAL T
NE.5-HT 4-& #gm € .
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Content Determination of Monoamines Neurotransmitter in Cerebral Tissues of Rats by HPLC-ECD

WEI Shan-shan"*, LU Xue-ping’, PENG Ling-fang’, QU Hui-hua"*, SUN Ye'’, WANG Qing-guo"*(1.College of
Basic Medicine, Beijing University of Traditional Chinese Medicine, Beijing 100029, China; 2. “Classical Pre-
scription Application Foundation Research” Innovation Team, Beijing University of Traditional Chinese Medi-
cine, Beijing 100029, China;3.Yunnan Institute of Materia Medica, Kunming 650111, China)

ABSTRACT OBIJECTIVE: To establish a method for the content determination of monoamines neurotransmitter in cerebral tis-
sues of rats. METHODS: Using 2, 5-dihydroxybenzoic acid as internal standard, HPLC-ECD was adopted to determine the contents
of monoamines neurotransmitter as norepinephrine (NE) and 5-hydroxytryptamine (5-HT) in pallium, cerebellum, hippocampus,
hypothalamus and apophysis mamillaris of rats. The determination was performed on DIKMA C;s column with mobile phase consist-
ed of buffer salt (sodium acetate, sodium heptanesulfonate, ETAs, citric acid)-methanol (gradient elution) at the flow rate of 1.0
ml/min. The voltage of electrode was +0.7 V. RESULTS: The linear range of NE and 5-HT were 0.084-4.2 pg/ml (»=0.999 9) and
0.005-0.25 pug/ml (#=0.999 1), respectively. The average recoveries were 98.85% (RSD=2.89% , n=3) and 101.5% (RSD=
2.41% , n=3), respectively. RSD of intra-day (n=5) and inter-day (n=3) were no more than 3%. Content of NE in cerebellum
was the lowest [(0.343 £0.14) mg/g], and content of it in hypothalamus was the highest [(3.062 £ 1.51) mg/g]. Content of 5-HT in
cerebellum was the lowest [(0.059 + 0.04) mg/g], and content of it in pallium was the highest [(0.383 + 0.21) mg/g]. CONCLU-
SIONS: The method is sensitive, simple and rapid, and can be used for the content determination of NE and 5-HT in cerebral tis-
sue of rats.

KEYWORDS HPLC-ECD; Monoamines neurotransmitter; Norepinephrine; 5-Hydroxytryptamine; Rats; Cerebral tissue
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