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Application and Practice of Healthfailure Mode and Effect Analysis in Quality Management of Drug Gene
Experiment

DUAN Lian, CHEN Shaoxing”, LIU Xiaojia, DU Xin, CHEN Taiwei, ZHANG Huazhu, NONG Wenjun
(Department of Pharmacy, Anning First People's Hospital Affiliated to Kunming University of Science and Technology, Kunming
650302, China)

ABSTRACT: OBJECTIVE To prevent the risk events of drug gene experiment and to improve the operation quality of drug
gene experiment by applying healthfailure mode and effect analysistcHFMEA) model. METHODS Failure mode and effect
analysis(FMEA) activity group was established in the pharmaceutical laboratory. The brainstorming method and HFMEA model
were used to identify and analyze the possible risk events caused by operation, instrument and environment on the quality control
of drug gene experiment before, during and after the process of drug gene experiment, and formulate corresponding solutions
accordingly. RESULTS After HFMEA, the risk events before, during and after drug gene experiment were prevented and
remedied. The risk priority number value of risk coefficient decreased from 1 375 points to 62.36 points, with a decrease of
95.47%(P<0.01). The activity team members had significantly improved their quality control methods, problem-solving skills,
communication and cooperation, enthusiasm and so on. CONCLUSION HFMEA activity helps to reduce the frequency of risk
events in drug gene experiment, so as to save laboratory materials and reduce time cost.

KEYWORDS: healthfailure mode and effect analysis; drug gene experiment; individualized medication

FAAE G0 50T (failure mode and effect B4 A5 7 H AR W B Sl A5 Bt L $2 v BB RT

analysis, FMEA)® 5 H 32 [E #% % % (Grumman) &
PLAT T 1950 4R, I CHL RN R G AT
KT, FEEME RS BE 60 AT K=
TR FMEA HORBIN M, Y7 RS
RN 43 AT (healthfailure mode and effect analysis,
HFMEA )& — 1 3 [ BA 9 B 7 XU 45 B 3, 3
oERGEVE B RS A BT IR 55 T RE A AR AL
A BV O W C AR ST R SN 1] 2 S
I XU S A 1) T B P il 7 UG 3 ol 1 453 2 e
F /N FMEA H e B 7 U 87 3] b i i 32

ERRNY: B, &, HIEAEZm
2282

Chin J Mod Appl Pharm, 2022 September, Vol.39 No.17

E-mail: 1055383017@qq.com

192 2tk LA SR R B T AN BT iR 55 4% 3R
MIEEfER N RS, ER AR B, o5&
PR TR By 7 R ) Al e SR B, e BT
HUAG 2x i S i R 2 ot AR A —F 2y, BRI
RN AN T Y VRPN e 8

NI PR A T30 A A A 4 R DA 2 gt A 7 e
AEORAHIED , I T 2GR 42 i R
I B T8 24 1 5 DR 2 2 A e e PR A L, 5 B
If PRI . 25 DT 25 4y 7 2k Al 5 25 sl
I 5 B 2 24 07 5% LA R TR 245 ) A R RO Y K

BIEEE: RAE, B, BN

AR 2h 5 2022 48 9 A% 39 5 17 1

E-mail: 907347129@qq.com




A e —E R B T IR 2593697 1 ) KB,
2013—2020 “FrhE DA, ER D@L EH%E
1 T 2 S PRI Y 2 048 AR AR L, 2
I S Rl E RS S N P Wl e S W 1 E
P NE 2 N T i N R i 7 N e B 3 R e
245 R S i PR ARSI 114 = ) S5 AN T DR R I
T AR . E R 240 = W B B 2 JF R ARk
FHZG 3R I Kz 1451, B B TR 24 [ g e 7
T8 — N R = e FiHA 24 4 3k R S 6 = 38 47 i
A DG R B ) AR R . 2GR R S
R SERARRE A . ARAS IR AR R4, R
SN GAR YL o FHUGHE I X S X s e |
RS NBi e & | A PR AL B E R A5 25
ot , ORISR TCIS Y, S — i, AR S
B R RS el 2 R R e
VeSS AR, B B AR TAER A S RE
AR5 Yy, RS R, DIE TR
PSR o PR AR YR A5 K38 5 1 HFMEA 5
ORI B 245 4 3 PR S 50 vy IXURS: <, AR = 2
YRR SRR R T, PRIE S A0 45 R
B IGIR .
1 #&REFE
1.1 — R

Wit HH IR E R R G EA, MEk
A 1 R A AT BUIR TR A Fn e, Rtk
AW, RAETRR . R e R T, 3R

L AR

CEHARA >

TR A

) 13 NMELREMRE S, TR LA, |
FIREAFAE M XU, AT R, X s Y
AT HEE , AN 5 ANHERE A BT
MUBIR A . MBI T . vk T B3R ik A 7
AR B RS s b o SRR 37 AR Rk
LR RS, LI 1,
1.2 Jrik

HFMEA & —f RGPk ATRE T b T2,
B HE T I 5 VT XURG: R 22 A e i, S BT R 9y
T ol v ) 8 A B ARG 4 BT B, AT AR R K
(risk priority number, RPN)¥PEAL 2H /4 5 7 2 1
AU 2% . RPN {H FH & 42 38(0), J™H R (S)H
PR B (D)AHAe 5 2], Bl RPN=SxOxD, *§j—4
R RPN (EAR T, AR % e i =X
17 4% 87 A A e A s 5 B A 6 42671, HFMEA
WAt s MR OFBEE; QALHAN; B
HARE ; @ E MR ; @itk
BTN,
1.2.1  F@e kR, W ERE .
RAMER | doeEsn . BAIR 4 4, 2
B PF o0 06 K 45 A VR AR K B HESE 1
HFMEA 53X 7 245 4 35 [R5 56 5 48 B 04 107 FH 5
SEREVEE N A KIE A A, i BEA R, R
K% 3] HEMEA #5xCHE 245 ) 2 DX 5200 o o 45 2R Y
I 5SRO 2, B E AN U B 0 TR
1.2.2 ZHZUAN HFMEA WE3/NAK A 9 4,

s i SN
N i

iR
KR

EipannE
Ko 3

/gﬁwzafv(ﬁ%ﬁmﬁg////z
7K Z.B#
Ay W

£ BBE

SR
WENZBERR
PiRS
1 ABREEHESHE

4 3

- - I 77 S

ISR L i WEARE  URER ZJAER
et ﬁﬁg;///i:“ o= -

2> 2N S R H A B ARG AT O~ 2SI S e A L B AU

Fig. 1 Failure cause analysis

«Z >—moderate risk points for pharmacogenetic experiment quality management; (O —severe risk points for pharmacogenetic experiment quality

management point.
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Tab. 2 Improve action implementation decision tree analysis table
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Fig. 2 Decision tree analysis
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Tab. 3 Comparison table of RPN values before and after improvement of quality management activities of pharmacogenetic
experiments
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