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Root Cause Analysis in Risk of Drug Expiration Date Management Based on

Pharmacovigilance Thinking
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Abstract: Objective To investigate the root cause analysis (RCA) method of the risk in drug expiration date management based
on the pharmacovigilance thinking. Methods Taking one case of the pharmacovigilance event of chloral hydrate homemade
preparation (hereinafter referred to as chloral hydrate) near expiration date in the hospital as an example, the hospital risk
management model was used to carry out the risk assessment and intervene for this event. The risk intervention grading was
determined by the risk priority number (RPN). The RCA group was estabished, the chloral hydrate pharmacovigilance event was
investigated, the related personnel were interviewed and the time axis was determined. The fishbone diagram was used to determine
seven proximal causes leading to the chloral hydrate pharmacovigilance event,the Pareto analysis was used to determine the root
causes including imperfect system, lack of assessment and training, no performance assessment and unreasonable application plan.
The formulated and implemented risk countermeasures included the formulation and improvement of systems and processes, the
training and assessment of personnel, the implementation of quality control supervision and the improvement of application plan for
homemade preparation. Results The Department of Pharmacy had established a complete whole — process risk prevention and
control system for the use of homemade preparation in the hospital,and had revised the systems,processes and plans related to the
management of drug expiration date. After the training, 100. 00% of the 56 dispensing pharmacists got no less than 9 points in the
drug expiration date assessment, which was significantly higher than 28.57% in the initial assessment (P < 0.01),and the RPN
decreased from 128 to 32 with lower risk. Conclusion The RCA method based on the pharmacovigilance thinking can effectively
decrease the management risk of drug expiration date,optimize detail management,and promote safe and rational drug use in the clinic.
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Tab.2 Process and existing problems of the chloral hydrate pharmacovigilance event
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Note: The process is not changed on August 21,2019 because the personnel in the Preparatlon Room and the Outpatient Pharmacy don’t need

to fill in the handover records when handing over drugs.
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Fig.2 Fishbone diagram for cause analysis of the chloral hydrate pharmacovigilance event
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Fig.3 Pareto chart for cause analysis of the chloral hydrate

pharmacovigilance event

s/ e N & I B RS RS N2 R By G B e L B
A9 Ak RN B T RS [R5 14 24, 1 B O
RACI9Y 24 i 00 A8 3R 7 2, 8 T AT I S B B R S
N

N GG N5 4% R TT I AE DG B2 A
BPR KRGS 5L TIPS ) f B T X RO 2 i
PR A FRAE AR AR P R B A AR R B A B AR %
W, VASEAT PR VS B0 il DT &80 25 i AR BB % 3k, OF
AR AR R PR o0 108 8320 1 4y, FAREH K255
F A A B XA AR T 25 A7 % 4% B 9 3 A
M FRE %61 H o

Jo 5 A 1 S H 24 RO A A B A 22
BB BT RN SRS A R R B AU 2 i A T 2 A A
B TR0 A s e R T R 5 A A — BT
N5 i S B R L R L Py e e = i K B
15 355 RS0 B 1 XoF 24 2% 350 45 i 24 B 0T ke R, T TR B
FBYFRT T B 45 7 e 7 DA A S 2 I AE 24 = T4
K A BF AT AN A, IR 24 RO A B AL &
GO ALE

) 50 ) A o 2 R R R T
24 i ) R AP T A RO A ERE T B BE K B S
P AR 7 H RN R R ] B A 6 A, B0 st 1 =% i il
AR BA Z=70 M 456 PEAF & B ABC 73 K0T
SIS EIEGHR] IR SRR BRI R, g —
(ESLIREEN
2.4 MRESH

IR R S BEAB DT i T, 2 A T A
il ) 700 A B Aok FH 1% 572 1 4 I R XU B 8 AR R 5 18T
T2 RSO A I E ) K24 i B S RE ) (2 R i
PR T AR EE ) CZY it A Tl il B ) A5 AH DG B A S i
%I HTEH® TAED,

2RO A% X 25 IRFRER T 1% 56 44 V535 25 I k4 7
TN WK B A R T 9 7 W 250K 28. 57%; 4k
H 27 MR E G — I MR T 9 43 245004 100. 00% , 5
WIRE ARV, 255 B3 (P <0.01),

DRSS PPk < AR PR A A /N 2E AR 30 et St 24 F )
HFO R A SO AT KU PEA 4528 RPN =
SXOXD=4xd4x2=32, Gk R H R KU
TEMEAT R, AT IR BN T KU & A= 1 E 1
3 itig

25 ) S50 A8 B R R 24 o B S Y o T 4 A
Ay ARG PR eV R B 22 R AR BN s
PEHRLG T AR ZE SR HSEBR TAE Al RN 58 5 5k
N B HAT AR, AT {5 B8 43 3 25001 24 R 1 Lo
R AGEES AR P A3 T 2 — A L e B BTN R
TR TR T AL BOR B3 R AR AR AR R
s H Aok PR AR T o ) L A S5 AE AR M, AN AR
B AU & A R A3 ™ R B A7) o 2
KA W, AT R B H R TAE A E I TE R R B
MSO R 45 25 4 e R4k , 45 6 KU PFAG 23 B FIAR X 43
T S5 30 3 251 24 1 XU, A 2 B I 245 P i b S 25
i FE BE AL A AR 0 4 BR LS 00 A FE 24 e 1
B 1 BE I R N AR U K 2 A RS B N B0
B 2020410 H 9 H , BEBE AR & AE A il i 57 S H At
24y it A RO 245 40 R A IR B A ST 2 ) TROR
o A B R, IR 2 5 A RS A L R IR IR 42
HHZ
S ik
[1] BENINGER P. Pharmacovigilance: An Overview[]]. Clin Ther,

2018,40(12):1991 - 2004.

[2] PRAREFRE P RARBT . PHEAREEHDERE
% [EB/ OL]. (2019 - 08 - 26) [2020 - 08 - 23]. http: //
www. gov. en / xinwen / 2019 — 08 / 26 / content_5424780. him.

(314 L. ExBmAase2igit[J]. 8% %F,215,
29(5):542 — 545.

(4] ) M, 20w, EX5%, 4. ERAHHReMER[T].

& R 2548 97 2 % ,2011,9(3) :59 - 61.

[5] a2 AEiE, T €. HaAaEREEREARFAEH
g Py AT PESEEAEE,2020,28(8):110 - 111.

(6] iAW, XX, % 4,5 . ZLNH A 5B hknieF
PRk R b i BB R A E AR EE L] BHRRR
B2 &,2021,23(2):91 - 94,

(71 & %, mis, 8 B, F. AREXFAXEINEER
Ao ke Py pAl)] FEERS S RE,2019,
39(21):2216 - 2221.

(8] B #, 4k R,¥A#, 5. KEABRERATILE
MR AW 2N )] T B % %,2020,31(9):
1124 - 1131.

39



