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Comparison of efficacy and safety of fospropofol disodium and
propofol applied in induction and maintenance of general
anesthesia in adult patients undergoing elective surgery

ZHANG Donghao', LI Jinhui®, BAN Rumeng', YAN Jinshuo', LIU Ruizhu', LI Xuefeng'
(1. Department of Anesthesiology, China-Japan Union Hospital, Jilin University, Changchun 130033,
Chinaj;2. Department of Anesthesiology, Qingdao Municipal Hospital, Qingdao 266071, China)

ABSTRACT Objective: To investigate the efficacy and safety of fospropofol disodium (FP) in the
induction and maintenance of general anesthesia in the adult patients graded I or Il by the American
Society of Anesthesiologists (ASA) undergoing elective surgery, and to provide the theoretical basis for
application of EP in the induction and maintenance of general anesthesia. Methods: Adult patients of ASA
grade I or [l undergoing elective surgery were selected with a total of 100 patients recruited sequentially
according to the time of visit, and they were randomly divided into FP group (50 cases) and propofol
group (50 cases). All patients were prepared preoperatively, and received a slow injection of midazolam
(2 to 3 mg) and sufentanil (0.3 pg-kg '), followed by induction of anaesthesia 1 to 2 min later. The
patients in FP group were given FP (10.0—12.5 mg-kg ') intravenously, and the patients in propofol
group were given propofol (1.5—2.0 mg-kg ') intravenously. After the Modified Obserational
Assessment Alertness/Sedation (MOAA/S) score dropped to 1, muscle relaxant was administrated and
the induction was completed. During the maintenance of anaesthesia, the patients in FP group received a
continuous intravenous infusion of FP at a rate of 12. 5—15.0 mg-kg '*h ', and the patients in propofol
group received a continuous infusion of propofol at a starting rate of 6 mg+-kg '-h™'. The patients in two

"emin~") for co-analgesia, and the rate of

groups additionally received remifentanil (0.1—0.4 pg-kg
administration was adjusted according to the patient’ s status. Systolic blood pressure (SBP) , diastolic
blood pressure (DBP), mean arterial pressure (MAP), heart rate (HR) and bispectral index (BIS) values
of the patients in two groups were recorded at different time points: before induction (T;) , immediately
after tracheal intubation (T,), 5 min after induction (T;) , 10 min after induction (T,) , 20 min after
induction (T;), 30 min after induction (T4), 40 min after induction (T;) and at the end of the procedure
(Tg). The time to onset of sedation/anaesthesia (MOAA/S<1), the time to eye opening, and the time to
awakening (MOAA/S=5) of the patients in two groups were recorded. The lowest intraoperative SBP
and BIS values and the time required of the patients in two groups were observed. The incidence of adverse
reactions related to agitation, choking, nausea, vomiting and cardiovascular system or respiratory
system were compared between two groups. Results: There were no statistically differences in the general
informations and the duration of surgery of patients between two groups (P>>0.05). The induction time of
the patients in FP group (2. 39 min) was significantly longer than that in propofol group (0. 70 min) (P<C
0.05). In the recovery period of general anesthesia, the eye opening time and recovery time of the patients
in FP group were significantly longer than those in propofol group (P<C0.05). There were no significant
differences in MAP of the patients between two groups at different time points (P>>0.05). The HR at T,
Ts, Ts, and T, time points of the patients in FP group were lower than those in propofol group (P<0.05).
The lowest value of BIS of the patients in FP group was significantly smaller than that in propofol group,
and the time taken to reach the lowest value of BIS in FP group was significantly longer than that in
propofol group (P<C0.05). The time taken to reach the lowest value of SBP of the patients in FP group
was longer than that in propofol group (P<C0.05). However, the lowest value of SBP of the patients and



SRARME L AL ROAERI TR S RS AR R BB T IOE  SIm T BOR  et g 14D

the incidence of adverse reations of the patients in two groups showed no statistical differences (P=>0.05).

Conclusion: Compared with propofol, FP injection is safe and effective in the induction and maintenance of

general anesthesia in adult patients with ASA class [ or [l undergoing elective surgery, with a low

incidence of adverse reactions, which is a new anesthesia option.

KEYWORDS Fospropofol disodium; Propofol; Sedation; Clinical efficacy; General anesthesia
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2.1 24 BF—&FH 241BFHEFR . EH. T
ARBH . BMIAT ASA 70 90 L 22 R ¥ o gt 2
B (P>0.05), W#EI1,

2.2 2B FF TN R R NBEME FPAH
S A S I () L B R A () R s A ) 24 T
WIAB 4 (P<<0.001)., W32,

2.3 2 EXRFAREEMAPAHR 24 8%
IGI7 R ANE YT I B MAP /K2 W R &2 &5
ZEoHT, SR BN 24 B H ASF T E] S MAP KF
o2 H A g2 X (P<<0.001); A4 K4y
5 BN TS L (P>0.05);
2 4 HF A IR MAP KF e 22 R ¥ B 41T 2%

#F1 2HBH—BER

Tab.1 General materials of patients in two groups (n=50)
Group /\gi(year) Gender Surgical duration (#/min) B]\/[Iikg-mfz) ASA T or I
(x=£s) (Male/Female) [M(P,;, P,;5)] (x=£s)
Propofol 37.82411.76 26/24 77.5(60.0,100.0) 22.80+2.86 11/39
FP 37.404+11.97 27/23 87.5(65.0,112.5) 23.62+2.94 10/40
t/7/2" 0.177 0.040 0.732 1.412 0.161
P 0.860 0.841 0.464 0.060 0.806
K2 2HBEGETIME B IR O ] R R O ]

Tab. 2 Induction time, eye opening time, and recovery time of patients in two groups [7=50, M(P,,P), ¢/min]
Group Induction time Eye-opening time Recovery time
Propofol 0.70(0.65,0.75) 10.00(8.00,11.00) 12.00(10.75,14.25)
FP 2.39(2.25,2.50) 16.00(14.00,18.25) 20.00(19.00,23.00)
Z 8.627 7.959 8.370

<£0.001 <20.001 <20.001
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HYX (P>0.05), W3, 2HBERITAT5IEIT g ERHAGIM¥E X (P<0.05), W4,

J5 W HR K2 3R 2R 8 G 0 3 5 22 0 i, 45 2R 2.4 XRF A% SBPF= BIS RAK/E A B £ R A&K{E
7N A HRACE R 2E R A gt @ L (P< BF 1 FP 4l 5 0 SBP B 2 S AKE 9 B[R] B 19
0.05) 5 ASIAl 4341 J 4341 5 B 09 28 B RN 3 T 48 A4l (P<<0.001), {H 24 ##FH K SBP f AR E b
P2 E X (P>0.05); T,~T,Bf 6 & FP 4 & BERILGIH¥E L (P>0.05) . FP4 HEM
HR K- B AL FHNIAEB 4 (P<<0.05). AR 4L BIS A 1 e AR AE W] W/ Ty 41 (P<<0.001) ,
FER A ) 5 A HROKSF A R B M 7 254 H FP 4R BIS A B 2 5 AI(E A9 I 8] 2 B G g 1
B, S5RWoR . 220 B F A ) R 8 HR KF PIAEZH (P<<0.001) . W35,

*3 2HBEARFEE R MAP

Tab.3 MAP of patients in two groups at different time points (n=750, x5, P/mmHg)
Group T, T, T, T, T, T, T, T,
Propofol 89.8447.45 78.46+7.04 75.68+6.99 78.1048.34 79.44+7.73 79.80+6.88 81.48+7.66 88.82+9.04
FP 91.4647.13 80.16+4.85 77.96+5.79 76.9845.85 77.12+6.68 78.84+6.94 81.264+7.32 88.14+6.67
t 1.111 1.407 1.777 0.778 1.606 0.695 0.147 0.428
P 0.269 0.163 0.079 0.439 0.112 0.489 0.884 0.670

F(time point) = 92.70, P<C0.01; F(time point * group)=2.29, P=0.13; F(group)=0.001, P=0.97.

#4 248 BHEAFBE K HR

Tab.4 HR of patients in two groups at different time points (=50, x=%s, min ")
Group T, T, T, T, T. T, T, T,
Propofol ~ 85.704+7.32  71.10£6.60 67.52+10.00 66.304-9.90 65.3047.60 66.7046.06 61.846.40 73.3+£7.20
FP 84.304+10.90 70.204+7.70 63.90£9.20 62.3049.10 60.4047.00 60.8046.47 66.9+8.10 72.6+8.30
t 0.420 0.649 1.880 2.237 3.398 4.676 3.510 0.426
P 0.709 0.518 0.063 0.028 <20.001 <20.001 <20.001 0.671

F(time point)=59.50, P<C0.01; F(time point * group)=4.81, P<C0.01; F(group)=5.03, P=0.027.

RS 241BF SBP M BIS BRARME K — 3 [ 2 B ARAEL BT F 9 Ak )
Tab. 5 Lowest values of SBP and BIS and time taken to reach lowest values of patients in two groups (n=50)

Group 7Minimum SBP Time taken to reach lowest value Lowﬁest BIS Time taken to reach lowest value
(x=+s, P/mmHg) of SBP [¢/min, M(P,;, P;5)] (x£s) of BIS [¢/min, M(P,;, P;;)]

Propofol 96.90£6.99 9.50(7.00,12.00) 36.00£5.57 10.00(6.00, 12.25)

FP 97.24£5.35 16.00(12.75,18.35) 28.78£4.93 15.00(12.00,17.25)

A 0.273 5.643 6.867 5.600

P 0.785 <<0.001 <<0.001 <0.001

2.5 2HEFRPEARBGREEALARL 241 WM FECEERSIMEN KL, B&5EE
HEWMRR RN & e R 2R LS EE X ERRRER, WES RO . N A E R A
(P>0.05). WL#%S6. s RO BRI AR TR S LR A e
FP{E N8 SOK MR BTk b, Has s

I o A 1 7K P R 9 T 6 R A AL

WIAB R P PR A0 IR 200, B RAF e pRisalo B o0, 1 060 150 I 4% 308 5 7043 1 2 1y 5
RGO, BT . P RJEES R R R, LR R
ANk 25 AN BN AR R Al A PR M B R A g T A, ahE S 2 LRI AL B I (mitogen-
) JH B 4L 40, R B KRR IR 25 T, SR, activated protein kinase, MAPK) {555 # v 1 4

3 3 8
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Tab.6 Intraoperative and postoperative adverse reactions of patients in two groups (n=50)
Group Injection pain  Hypotension  Hypertension Bradycardia Delayed recovery Hypoxemia Nausea Emesis
Propofol 2 10 8 10 0 2 4 2
FP 0 8 6 8 2 0 2 0
P — 0 0 0 0.510 — — 0
1.000 1.000 1.000 1.000 0.475 1.000 1.000 1.000
“—":No data.

R Ak A0 L A0 1 2 F O (extracellular-signal
regulated protein kinase, ERK) 1 P38%: " 4 %,
FPAE 0 A B i BT 4 BT, 7T 6E B A ol 20 LR
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