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Abstract: Objective To establish the quality management system of personalized drug therapy laboratory (PDTL) in medical
institutions under the mode of pharmaceutical care transformation, standardize and standardize the construction of personalized drug
therapy laboratory, strengthen the operation and efficiency, and improve the effectiveness of clinical work in pharmaceutical testing.
Methods With management by objectives as the core, the rationality, accessibility, suitability and promotion of the management
system were evaluated comprehensively by combining empirical research and investigation, and the management system and related
evaluation scales were developed for decision-making and management based on the principle of paying equal attention to work
effectiveness and cheap implementation. Results Combined with the actual management implementation of PDTL, four levels of
management requirements have been formulated, covering two systems of management system and quality control. Ten modules,
including laboratory plan (planning), general principles, laboratory personnel, laboratory finance, laboratory equipment and
equipment, laboratory environment monitoring, equipment operation and use testing, sample registration and receipt, standard
operating procedures (SOP) and evaluation and certification, are specific implementation contents, the implementation effect
evaluation is operable. Conclusion The quality management system of personalized drug therapy laboratory established is objective
and feasible, which can achieve the purpose of standardized and standardized operation management of personalized drug therapy

laboratory in medical institutions, and is of great significance for improving the construction of personalized drug therapy

technology and platform in medical institutions and transforming the mode of pharmaceutical care.
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Table 1 Management system and quality control system framework content
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Table 2 General content of laboratory management system
FPg R il B A4 R TEHENE

1

SN ER SR TR G
il
S % A 55 B

S 5 N B A
S0y = PR A B ) JEE
N G B IV B
S bR A AL TR B ) FEE
S = WO B R (K B 378

I 2
SR = A B )

N B R M e PR 2

S8 = S ) A PR R

LI EW Y SRR AR el
P

ST H AR 5 B

SRR A (LA RS IR K
S

{5058 8 45 PR L
HfbRRE S AR

S0 = 2 A A B B

S AN A H A

B AAE PRI P

= 1 ik B 55 T A

FEARAT ARG LA B IE AR AN N B4 4% 25 (s g = R F 82 IR S,
Yo 8 22 A PR R AR PP EAT SI2T6 L 35 A0 FE S0 =5 Ak 2 S R 16 IR

TAE B AR AR B R 1) L S2a6 = f 3k B0 NN R S
6 UIE RIAS PR A 3L SIZ T8 a5 pA) 0 110 2 () 43 I RS P JB D0 vk T A e SR
MERE SN SR P kY N g =

GO0 E 5 AR B HL N BRAE U5 B R AN G R R 1T AR A

P25 B UVRTEE U AR ST AT AR B SORS A A 1 s R e i B R
PR P S A B A RN T DG 3L | (R 2 2RI Ak )

5 U R SRAITAS EE YIR E B5 U SR & IR e B5 I B U SE i 5
RS HE SR R I SR AR A

TE SRR 55 AR A bR AR 10 SR AR 2 5 b A A BT L B A B i AN
SEVR 3 AT R A PR AR T AL 3 L 5 bR A i SR R GO A A A B
4D R 300 A 3k

S ST AU H AR R IR AN B 47 385 2% A R AR )
JO7 2] I 48 it A R AT

R BRI L B 7 3R AR A B R N BE A L R
LN 2 B SRS 2 R ST

R R 5 7 A M 0 R ARG A VA R D R fRE R R i
YBR[ 96 A B R I C S AN GE it N BB AR 7 i) o A Ak B

SESTUFRIRIFE 5 52 3T AR 2 AR R B L TAE SRARFIRIE L SE ST AR B B A T
YEid %

15 I 22 AU AN G B S WU () 42 o) A AN A A 2 4 B S AR A
E R ARV R BB 22 A SR R N (22 A R
BT A FE AR 245

A E R R LA RE AR T 2R AU B CERUE T H AR SR R R
b N T 7 | NS A B2 W DI - A R g A e s Sl
Fid =g

A% AR A CRLHE SEIG I H 58 B L B H T A A R
A BB AR B SR AR R 3 CRLFE S 36 2504 T 4 75 0 H 3k

JE N AR HEAD
DRIR TR ) O F7 3R A HURR TR B v AR | 3 4% 15 o6 4R A2 0 e o
st

B HRATE N D3 BERE B0 T A A7 B L L% ROt PR L B 2 1R A
YA AR IR DA | IR AN S b

S0 % A ) BE R R O T R S0 B AR R R S 0 A IR
IBAT RN SEI6 AR A 5T 2 22 e AR 23 T o) ) 2 A T U

LA R R BRI A R AN 2 A Rt SR8 A A
W B L SR R A 2 A L U N TS 2 R AN L 2 A
FAE 5 PP

SE T A CELAE S8 5 B0 2R W) 2 A L SR R AR AR AR % A A B
P A 2 A SR B AR T A ) e A T R 4 ) B A R PR A
58K

FEA YR AL EARR IR G B E A 73 RN 2 G KEAAE Rl AR A
ARIE BRI A b R 5B A AR o B

I R B CRAR R GNE IR AR AW R S5) R 5 A A7 B iR
Hies SEE SRR s i e b e E A AL AT R
B S R E B SRS MR EAR S HCE L R LRI
oA




$F47% FE3H 202438 é’fl'iﬂ'm‘ti Drug Evaluation Research

Vol. 47 No.3 March 2024 - 585 -

R3 XBREREEFH-RAEF

Table 3 General contents of laboratory quality control system
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Fig. 1 Results of survey and comparison of the implementation effect in each dimension
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