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Establishment and Effect of the Drug Safety Management Monitoring System
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Early detection and early treatment of adverse drug reactions have recently become more important. It is natural
that physicians should treat adverse drug reactions carefully, but it is also important to establish a system for their early
systematic detection and treatment. Therefore, by comparing current data with that preserved in our clinical
laboratory’s data management registry and identifying values significantly different from earlier values, we established a
screening system for any condition which may have a possible relationship with drugs and feeds back the results to the
physician (s) in charge (drug safety management monitoring system) . The effectiveness of the system was then evaluat-
ed. The subjects were outpatients who visited the Diabetes Endocrine Metabolism Center of our hospital during a six-
month period. Cases where the possibility of a relationship between abnormal changes of laboratory data and drugs was
not ruled out were reported to the attending physician using a drug safety monitoring report form. In 14 of 34 cases
reported, a relationship with drugs could not be ruled out. Two of these 14 cases were reported to the Ministry of Health,
Labour and Welfare because they were serious. Therefore, it was concluded that this system was useful for early detec-
tion of adverse reactions.

Key words——drug safety management monitoring system; adverse drug reaction; laboratory value; pharmacist; Dia-
betes Endocrine Metabolism Center
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Fig. 1. The Drug Safety Management Monitoring System

Table 1. Criteria for Abnormal Changes in Laboratory Values (Extract in Part)

IHH O ot 22 HH HO#E fE 1 HH 2
T-P 6.7—8.3 g/ (dD 1.5 Cr M: 0.8—1.3 mg/ (dl) 1.0
alb 3.8—5.3 g/ (dl) 1.0 F:0.6—1.1 mg/ (dl)
AST 10—40 1U/1/37°C 50 CRP 0.7 mg/ (dD) AR 5.0
ALT 10—401U/1/37°C 50 BS 70—109 mg/ (dl) 100
LDH 110—230 1U/1/37°C 200 RBC M: 430—570X 1000/ () 100
ALP 110—230 1U/1/37°C 200 F: 380—500< 1000/ (ul)
y-GTP M: 70 IU/1/37°C L 50 Hb M: 13.5—17.5 g/ (dl) 2.5
F:401U/1/37°C LA'F F: 11.5—15.0 g/ (dl)
T-Bil 0.2—1.1 mg/ (dI) 5 Ht M: 39.7—52.4% 7.5
CPK M: 60—270 IU/1/37°C LI F 250 F: 34.8—45.0%
F: 40—150 IU/1/37°C LI F WBC 3300—9000 (ul) 5000
BUN 8—23 mg/ (dl) 15 Plt 14.0—34.0X1000/ (ul) 10.0
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Fig. 2. The Flow Chart for Checking a Suspected Drug Developed
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Fig. 3. A Drug Safety Monitoring Report
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Fig. 4. Abnormal Changes in Laboratory Values which Reported the Possibility of a Detrimental Phenomenon
a: Abnormal changes in laboratory values of all cases reported (34 cases) . b: Abnormal changes in laboratory values of the cases which stopped the suspected
drugs (14 cases). Hepatopathy: AST, ALT, LDH, ALP, y-GTP, Nephropathy: SCr, BUN, UA
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Fig. 5. The Drugs which Reported the Possibility of a Detrimental Phenomenon, and Progress after a Report
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Table 2. Progress of the Cases which Stopped the Suspected Drugs

_. _— , Rt P2 m)
1= %) S 5 1% D EEFif O i EEIEH - - e .
wmEnr  WmiER W& ® bR

1 S.-Y 7oy ik y-GTP 91 276 49 (8 i)
TG 242 848 270 (8 ER)
2 E-K Ja7 LA 74 55—k CRICEH CPK 303 1007 383 (3R
K-S A A=)y 15 )ik GPT 37 95 50 (4 3RD
L4255 BUN 9 30 13 (4;HR)
T-Bil 0.4 1.3 0.5 (4 )
M-M ATEEH R Wk CPK 160 1483 443 (2 M)
D-T T ok AST 36 762 107 (10 3E[)
ALT 38 999 227 (10 #[E)
LDH 168 891 195 (10 )
ALP 164 427 232 (10 )
6 S-E I—ZX3d—)) JIIVFFU AR Cr 1.3 3.2 1.3 (9 R
BUN 23 44 21 (9 AR)
UA 7.6 13.7 9.2 (9 )
7 S.K Z—NN—JVFA >  HiE AST 36 248 53 (23MRED
ALT 42 222 105 (2 AR
ALP 181 652 350 (2 3ER)
y-GTP 126 758 496 (2 3EMH)
8 M- A Ho~x—)b Hk CPK 261 901 232 (43R
T-H Jv b=l Fhik CPK 172 804 190 (4 3E[#)
10 J-C Ty AT A4 v ok AST 32 129 48 (4 D
ALT 50 235 72 (437D
LDH 222 343 245 (4 3HRED
ALP 378 700 364 (4 3ER)
11 S-T 4L v bk 30R ta—<h—Kr3/7TICEE  AST 18 433 127 (4387
ALT 17 310 106 (4 3AE[E)
LDH 195 406 181 (4 3AE[)
T-Bil 0.5 1.6 0.7 (4 R
12 H-J URINZ ANOF AR ALT 40 199 44 (7 AR
y-GTP 44 124 40 (7 JAR)
13 I-S VET v I A Wl Bs 141 212 168 (3 3HfH)
HbAlc 6.4 6.7 6.5 (3R~
AST 24 44 18 (3 3ER)
ALT 33 107 18 (3 ;AfH)
LDH 165 227 181 (3 ;HfH)
ALP 257 675 259 (3 iERD

y-GTP 129 374 106 (3 JAfH)
14 U-N ISFI T ok AST 17 90 30 (43R
ALT 9 63 27 (4 AR)
ALP 216 801 225 (4 ;ER)
y-GTP 34 417 67 (4 AR
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