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The Surveillance of Adverse Drug Reaction(ADR) Reported

Yun Hee Choi and Uy Dong Sohn

Department of Hospital And Clinical Pharmacy The Graduate School of
Food And Drug Administration Chung-ang Univercity, Seoul 156-756, Korea

Adverse drug reaction (ADR) may increase hospital admission, morbidity and mortality and add-
ing extra cost to healthcare expenditures. ATMS: This study was performed to identify the types of
ADR being reported in a tertiary hospital, and to find out the ways to improve cument ADR moni-
toring system. To investigate the attitudes of hospital pharmacists towards, and their understanding of
ADR reporting. METHODS: Of 117 reports submitted to the pharmacy department during 3
months survey period, A questionnaire survey of 75 randomly selected hospital pharmacists was
conducted. RESULT: Of the report was from patients aged between 60 and 70. The medical
department with the high frequency in ADR reporting was Internal Medicines (60%). The most
common ADR manifestations were gastrointestinal complaints (47.8%) and 80% of the reported cases
were mild in their severity. The most common drugs suspected of causing ADR were CNS drugs
which accounted for 38.4%. 55.5% of respondent were aware of the need to education and infor-
mation about ADR monitoring. The important reasons for unreporting ADR were unknown of how
to report ADRs (94.6%). CONCLUSIONS: An ADR reporting system based on reporting by staff
pharmacists has been effective increasing the number of reported reactions and pharmacist involve-
ment in monitoring patients for ADRs. Pharmacists have the knowledge and responsibility to contrib-
ute to ADR reporting programs. A great opportunity exists for pharmacists to confribute in this
area of patient care.
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Table 1. Classification of severity of ADR manifestations
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Table 2. Causality assessment critical defined by WHO adverse drug reaction monitoring program

A clinical event, including laboratory test abnormality, occurring in a plausible time relationship to drug
administration, and which cannot be explained by concurrent disease or other drugs or chemicals.The response to

Certain withdrawal of the drug(dechallenge) should be clinically plausible. The event must be definitive pharmacologicaily,

using a satisfactory rechallenge produre if necessary

A clinical event, including laboratory, with a reasonable time sequence to administration of the drug, unlikely to be
Probable/ attributed to concurrent disease or other drugs or chemicals, and which follows a clinically reasonable response on
likely withdrawal(dechallenge).

Rechallenge information is not required to fulfill this definition.

A clinical event, including laboratory test abdomality, with a reasonable time sequence to administration of the drug,
Possible but which could also be explained by conccuerrent disease or other drug or chemicals

Information on drug withdrawl may be lacking or unclear

A clinical event, including laboratory test abdomality, with a temporal relationship to drug administration which
Unlikely make casual relationship importable, and in which other drug, chemicals or underlying disease provide plausible

explanation
Conditional/ A clinical event, including laboratory test abdormality, reported as an adverse drug reaction, about which more data
unclassified  is essential for a proper assessment or the additional data are under examination
Unassessable/ A report suggesting an adverse reaction which cannot be judged because information is insufficient or

unclassified

contradictionary, and which cannot be supplemented or verified.
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ZAe] Az g ye] AZE80%)0)1%.0H, 34
AA oeE A wlEmeA ES](common), EX
‘v ] Z (occasional) A sl AEe] A 854%F
22815 TH(Table 4).

Hzhg- R O Re] E Fo] FA(513%), =
= Zol oFE WAA%)Y] XS Ht AeE et
Web, 283 A3 B9 102408 HAS 87.2%
E AR5k (Table 5, 6)

Table 3. ADR manifestations by organ systems

-4 715 Ao} oFE ¥hg B2l Slak epabel QA A} 7

Table 4. Frequency reported in the literatures

= Z15(%)
Common 60(51.2)
Occational 40(34.2)
Rare 10(8.5)
Very rare 54.3)
unrepdrted 2(1.7)
A 117(100)

Table 5. Actions taken after the occurrence of ADR

by 7 4(%)
ok 60(51.3)
oFE-Fod WA 52(44.4)
Fol 72 W7 43.4)
SR 5(4.3)
| 117(100)

Table 6. Outcomes attributed to ADR

A ZA4(%)
Apod 3B 102 (87.2)
22 & 35 12(10.3)
EEA g 2(1.7)
7]} 1(0.9)
7 117(100)

o= A E ) oFEeb A(FDA)N A 1995 E7HEl
Annual Adverse Drug Experience Reportol] 3t oo
FroE Bfsl] Hxig EamleE Alv] Hilo

Barg v g A 1350 RS $Ald F
ofgt 790} oFE7F AdmabLel ofsf Fahgo] de
G A9S Tse] AL Uy olopgor Hig
SeFEgs & 9Ufelgiet. Fahge] AT FER
= FEA7A oFEE) A oFEel 7 4571 (38.5%),
357(299%) -2 AA el g o s AR
(Fig. 3).

Fo] AR gloAMe ATFeA7E 927, 28] 15
A FALFe7L 10722 ATFF7t AL 18.6%F

=4 A5 WEE (%) )
o] R} 3 Nausea(18) vomiting(13), Epigastric pain(9), ulcer(6), abdominal pain(5), anorexia &
A38A 56 47.8 . :

poor oral intake(4), ileus(1)

FFA1 %A 22 18.8 Headache(7), drowsy(5), dizziness(4), insomnia(3), tremor(2), extrapyramidal effect(1)
= 5 15 128  Skin rash(8), urticardia(5), acne(2)
B 7] A 10 89 Oliguria(4), dysurea(3), renal dysfunction(2), nephrotoxicity(1})
7)€k 4 34 Fever(2), hypersensitivity(1), blurred vision(1)
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AANSAT. F Fof FBS] YoIME 44 ol8} T
A7} g57o e AA 72.6%% AIskeich(Fig. 4)

obE Bapgel QA Brlelae AA 78.6%
7} “Probable’ol] == Th(Table 7).
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Table 7. Causality assessment by WHO critera

B4 ZA4(%)
Certain 8(6.9)
Probable 92 (78.6)
Possible 10 (8.5)
Unlikely 2(1.7)
Unclassified 5(4.3)
A 117 (100)
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R} oJobE FAR8-S IR = gl Rl #
3k AR FAlele] BepdHAlz} 1000%, Whdets
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Table 8. $3H4 HTE 87 L o H(FH8% 7Hs)

Fag g A gL olf A
(%)
Bitsle Yy e AAE A T1(94.7)
ojw ooz olg Fatg-alA| A EepA 52(69.3)

B0E dxdotE A o] gls A ol 20(26.7)

whua] 5(6.7)
WAl 23 F BolgS g Aol FEAA  2027)
B s of & o] F-7} gl A 1(1.3)

ape] o 2Ale) ek A F =k AskdrE 567
AF7HA o] AZeA 15(20.0)

Table 9. SHbH 3442 A ¥ 4 Sl PEHSH 7

)

R et I )
e BU T4 32(42.7)
D5 BopgEA 75(100.0)

2 ape] £ 4(53)
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oobE HAg A olfol s FE Asatg
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F2HE-2 6.7%% Halsol dola Sids] SHs] B
3 FRE 27K e ALR vebdel (Tuble 11)

oJoFE FAhE B i) S vw|x:= gele R
4 FUEEY Al 100.0%2 AR 5 B
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