theretol etz A4198 A15(20209 39)
J Korean Med. 2020;41(1):21-44
http://dx.doi.org/10.13048/jkm.20003

pISSN 1010-0695 + eISSN 2288-3339

Original Article

k27 A% wol BoFrfe Aol
A4, dE 2 A} w57l uAE At

M|CHEtTEto| ity E LyapatmAl

of

Effect of A Pharmacovigilance Practice Training Course for Future
Doctors of Korean Medicine on Knowledge, Attitudes and Self Efficacy

Mikyung Kim
Department of Internal Medicine, College of Korean Medicine, Sangji University

Objectives: This study was aimed to develop a pharmacovigilance practice training course for future doctors of
Korean medicine, the graduate students of a college of Korean medicine, and to verify the educational effect of the
curriculum.

Methods: Fifty-six students were given a training course designed as follows: 1) pre-class homework (basic theory
self-study, online course, causality assessment, and adverse event reporting simulation); 2) in-class: homework
submission and case discussion; 3) after-class: homework revision and resubmission. An online survey to assess the
change of the level of basic knowledge and attitudes toward pharmacovigilance, the willingness to report adverse
events, and self-efficacy for the causality assessment and adverse event reporting was conducted before and after
education.

Results: The survey participation rate was 96.5% in pre-education and 64.3% in the post-education survey. After
education, knowledge level was improved (mean score from 4.3£2.11 to 6.7+1.96 points, modal value from 3 to 8
points) and positive changes were observed in almost all questions on attitudes. In the post-education survey, more
students felt that they could do causality assessment (from 13% to 80.5%), could report adverse events to the agency
in charge (from 7.4% to 96.2%), and expressed their strong willingness to report adverse events in the future (from
77.8% to 88.9%) than in the pre-education survey.

Conclusions: More schools of Korean medicine need to adopt pharmacovigilance training courses in their curriculum
to foster future doctors of Korean medicine with pharmacovigilance capabilities. Such efforts will be the basis for
achieving an evidence-based, safe use of herbal medicine.

Key Words - pharmacovigilance, spontaneous reporting system, adverse event reporting, undergraduate
eaucation, clinical practice training, college of Korean medicine

* Received : 6 January 2020 - Revised : 3 February 2020 + Accepted : 5 February 2020
- 0] =22 2018d% MX|CHE WL HA7H| X0l QfFt AAATUMY: SIALAE BESE 0[5 Qlut Tyt XA Bagd

1 HEWSIY JHE 2 O wES| it S,
+ Correspondence to : Mikyung Kim
Department of Internal Medicine, College of Korean Medicine, Sangji University
83 Sangjidae—ro, Wonju, Gangwon-do, 26338, Republic of Korea
Tel : +82-33-741-9215, Fax : +82-33-732-2124, E-mail : 01mkkim@gmail.com

http://dx.doi.org/10.13048/jkm.20003 21



(22) Journal of Korean Medicine 2020;41(1)

ME

OFE-7FA] (pharmacovigilance)st “QJoFE 9] o]
A Ee A B A1 gA- 5714
Sl T BohE B0 Helstu, “ojopEe] o
W AR 2UARE 98 Belol o271 o
FFS A F7IE AMA oA EFZ 2T
OV oREgAle) AV FAT Te A HAs
B3 A% (spontaneous reporting system)°|TH. A}
A]‘f‘ﬂOﬂk]E Ok%_,] 01/((]—}(4 o]—x—]/ﬂoﬂ EHo]— ARE
g 4 A oFgo] A F FEAT A
A ARGE F APTEoR Sol AE oA H
1 A(individual case safety report, ICSR)S S &
£H0% e ARE AT Y. AUH 31 8
7] 28 HYL zA BAold, olSe] At
BT Qo] o] AAL HF 75E T 4 U &
5] QteF T ol AR B, ek A AEof o
dolije) o7} Aoz B

ANe 2%

ST A B B3 Awe) T840
T BB BAolR. HauTe 28 Yooz B
BY, BIN0] BE AR 294 o, o4,
o 924 Bo| B SIrP. ol2lg 24|
oRgol 3] 914 o thg g Yol Azt
ZoZ Hi A o]ojzlrh),
AH 2Rg 0T AAY BART BAE B
e e 90 3 o) 34wt @
o= 3 wWSo|th. ZA|EA7|HWorld Health
Organization, WHO)2} =4 2FE7FA| ¥ 3](International
society of pharmacovigilance, ISoP)y= 2FE7TA] I
=0 it 84S 3 3}04 FETA 1 Fl
Bog 18349 BHasS TR0 AN
i g
B} Ae s SEIAd et dsEe
Zolgely F3H0z 150 ALAeR Nag
238 SES fE9 WES A UEs AL

F

>*$

22 http://dx.doi.org/10.13048/jkm.20003

A9l ol LIF. sladlg iew @ A4
4 WSE WeshIE, B 2849 Y PHe
S Hlee ARARAAE P et ot
A Y5 A A olefe gz

20161 WHO 54| F24A] =230 1% 3 9
2+ B3 FHAIEQ YEgH=2] 21l(The Netherlands
Pharmacovigilance Centre Lareb)ollAl= 2J8}, oFs},
Ztoste deste RS tdes o A=Al
w50 M, w5 g Y 84 3 Y A

o oldkg 4R} 510)E B9 £, o

o
i3t gholof 7|ekete] Bd %
.

4% SR 1% A

eI SRAAE el o, %l 50
2 T4o] 9tk Weby LA okR A HeN

= AP 1@7} gosi, £3] 4 ARE &
Aol 4] 8] FQl Aoftehet SHAS thayoz o

274 58S B u BE HI o 953 ol

e esteln olol Az ofu] stolatel gojai
s} golslat 43 SHBS o U4 Aee] 7]
H]—'c:;‘_]_- /‘;:]_t"_ /ﬂ o]—/\ﬂ ;é]-oq ZM/] 0%7‘%/\] /\1/\ o

o AT Fehe IS o B
A9 AP oFE $AE BT 44 B85S AN
T 2§ A% S B A4, dE % 81 o

A=
T

o WalE AEEAE B9 BT A

il

O

AU Gojzheel A 20199 2817 ket
g S7gete That Zo] AT SRBYA
B W AT 431 I AAS6H) L
GO seich S 569 B 10749 4



93 3 T AL wgekon, WEE 5
A Gl A4 A%l et 2 HAS 59
SYZ0| ARG AES S 91Y 59

A5 A 1}7}015(3—3}01)

FEZAlO] Higt 712 A4, fEute] REAA]
9 2Py B8 B Awo) Wd 1 9 dg,
ICSR At A3t QlFHg B7F &=, ICSR BUFAS
Z35 uSARE WEo] sHENA Aot A

& Aol A7Ieks st=E shglrh

@) A% B Aleks@aR)

4 ZYEF AlE(Uppsala Monitoring Centre,
UMC)OIA et 2801 g usay 5 4
utg] AH 2|9} Q#+4d H7K(Signal detection and
causality assessment, 4 modules, & 1205 HF) 1}
B8 SAHER St

G) A& A 2oET

AR Al A 6o EdE Fa Qm
7he} ICSR Aol @A 2] BIE SHe A
A Rapsiolct Foe R0} QIEUl 1B,
MY WIS ANt 2 Yokl X AR
Y SABAT ICSR P FHoloREerdY
290] CJoRIEANG oA B AL drE
AFgteict.

2) 85

A0 20194 28] o] = 560 FAE A
& 2 T2 AsYsart. WA Qxmarel prslsat
S SHOE =AY 7|24 gyt ArEA £

ol
ok
ol
ok
i
oz

o #4, B 9 27t asdel vixle & (23)

Zr2 " yHPdo| i8] SHYSo)A B SIS0] A}
Hoz sk she W0z J1R A4 Aket
seuekl) 4% sl ket
9 moum Z3e 2ol 3y FEEIH A A
HORI I A1 ” ICSR)Z AlE
M= oto] Zlotglt. ol 7t T EE Aol
A ARl oM EAskaL g kRt 2
g gusies o, 7 Sgse) ik 97k 2
To e A58 EESHES sigint. sHIE0] A
A dde AN Qlt =H71E 240,
LA A%, 1) A HeolAY Tt 29

ol

g 27Kp|= Seint

3 4E 5 =&

Ay W7h L A9 oFE] G S Akt
44 3 EES 59 vHH9S A%, g A BN
T AR L ICSR 2y BhS 5%
of AEstES Stct

3. Hot

SH=2AFS] 7St o] B AllE] (Korean  Social -~ Science
Data Center, http:/www.ksdc.rekr)S 3] 7|4
2210l AERA PR APsigict. 1S A Bk

FA A A 3 Ao, 15 T Bk Y ¥45
ol A 4 e ® SHEoA ST A
Fuo]A] Faet HEHSE F7 Sttt PSS
A AERA ofal Hok= A% A
7ol AREA 22 AeRAR] Foistitt. g
L B2l 379t Boh
o] Roig 7237t T 8ol AHA
27 sk, 2 s
& % Gk Aol SOl B olSolt 24
X wAg AR GRte of A AAEAAL
Aasl9) $1e ol WFSIUTHSI IRB-Human-
19-001).

eofel HEAL o AT9 Ba3 o) o

NA_,

!

d

http://dx.doi.org/10.13048/jkm.20003 23



(24) Journal of Korean Medicine 2020;41(1)

4
U Ao HEAS ST e

o mlo o mx i AL
=
rlI
of
i
X
T

B2
1o
ok
pacy
b
™
T
o,
38

[
e
o
o,
illy
1o
e,
rﬂ:’.
>,
[m
oX,

]

T oo ML T o ol
L’i —lOlv
ro o
T A
Mo l-g

2
e
=
<k
ye, do o B
ox
o
o E
>
g 2
a
9,

il
ot
l-'O
_°|l’4
38
i
re,
o,

o i
rr wet 1o

24} TPl olArt 24 7]
paloe 2ARG A BE 9 2
° he

3 TEE DAL oA sAke BEES At

ol
S

R ol mx ox Mo

ad

HRAL T HARAE D BAAY 9
BE hgoZ & FAATE FaEsto] ATstelrt
. gEAolt oBgA B AR A SE, A
PECER EEEEE LR PR 1
2L B EFONT. 2 RA8ol TRL

Supplement 1. Questionnaire

ojporET WS B 719 QlaMdS Hrhstal
A7) Bishk= «7] $3 599 dAx
(surrogate marker)ZA] 35 Fof st At &%
T2 25 T3% XAt B S o =
StoF oREZHAl AIAC] tigt A= +Hokgith
2 B2 #5004 g 4= gloH, o7 A
W} Bate) W opjet fE 0 W o
A7t Be wdolA AFRIo] Z|dhet EHE AA]
SF TH(supplement 1).

A4 e B7RE Sl =AY i, R
M, eFEolditE] 7, AlBE k29 8
HHE, TW orEY] Apd RAg Hi He &
A g7 g 718, =4 oFE BYEY 22O
A AAA A FAE Ba-e-2A- g7 9 3
¥ dlolEHjo|A 5 e HE 7|, A 5z
& B0 A, A QofEe W, ApHA RARg
H119] 7], 7 odAH EIAolA g2 791F

H F7jodRo] oigt A 22 B2 A4 £

d2  ZA=E

AL EV|(EE Y 22 7|0E 89)

El
H0
ra
El
£

nx
Ao
nx
&[]

XA orBZAIR Jh

1. ABZA|(pharmacovigilance)2?
D A[HO|S 9|k 0| O|afAlE| = O H SHIE ©IX

v

ok
]
[on
L
=4

T
ol
F“:
N
=
<\

RIRIEI SN BES iy

@ ME0|Z 2JoFB2| 0812 @
® ©J27 1 LioIA Z01RISS
@ 2PofE2] QS Tl %

® & 2230

bal

b

0
|0

| 744 2. HA2(side effect)0|2?

=
a

J
0

DRI o}, FICH X|2E SHOZ AIR2I0| O|OHLS MASI EQAZZ ARSI v/ v

lfot= BE TSR] o2 RS EIoIH, HIEZIS 2ot HIZEIGHA| o2 Bilts

2 TSI

@ HYOILL AHIAD} OJoFEE 2

2ot, ol s Safel et

OFEEL ]

@ T2 0fy, N NES X0 Yo
Al RE oIS OS]
QIR THHOF ol 742 OfLIC,

et ESE Yol

=
F2otAL 283t =
A7} 2o YSE E?

0

==
o

olopES HS £0RI22 ASHS 1)
. 3 2IofE St HiEA]

PSdcs

24 http://dx.doi.org/10.13048/jkm.20003



R A 1go| FtofTtdist s 214, B B AF Eede] vAls &d (25)

- =. = uSM  uU8%
g5 IASHE AR H|(2E: Y 22 7|UE SH) Mo Mo
OIZ0AIZ9| 7 3. A=20|MEF2(adverse drug reaction)0|2t?
OAHO| o8, T, XS E SXOE MEAUO| UFS NS R0 ZZE MEMS v v
0 LMGI= D O EX| 942 SIS UG, HIZHAISE Satot HIZAIGHA| 2
SUE D TSI
@HHO oY, Tk, X2 E EXOE MEHO| AUFS MHSH RO ZEZ AMEIMS
I Yoh= ZE SHEL OISR ot EISS 2SI, oY QUF St BIEA]
QIIFHAIE 7FX0f Sh= A2 OfLICt.
@ UZS FHHQI GO 2 AIZHS I Uiich= 2= SiE1 Ofl&lotk| Xt
SFSES Lo, oY QU S| QUAE HIXE & Si= ZRE Tl
@ MYQILL AH|IXTL Q2fES WEoHLT 28010] Piloh= ZE SER HISS
USHH, o UE S| QAP AT YSE FRE LS
®F 2270
AHE AZZAI9 4. A =0 2RE DLIE-YE ol 0| AIBEE WH2?
ZQ gz O XX 2xk2 H1l(spontaneous adverse event reporting) v v
@ FAHEAAE(randomized controlled trial)
® BrEEEN=SMAIS(repeated dose toxicity test)
® HYMAIR(pre—clinical test)
®F 2270
&t=9| 5. OfS THRHRI=9| 7|2t & Al QAFE 0| 2218 FHE 8 24 /IS HEok=
A UM REH S 7|u2? v v
71t Ok R S |
@ AZOUFOMHA
(O)=FatNE
OF=LuEiiats
(OF= =N}
IHAYERUEHEDZ 6. MAE27 |7 world health organization)?} A2
T2 SMIE] ZHAS2LIHZZ 2 TA(International drug monitoring program) 2[2=0|A] v v
HEeHNEA 228 H1ME Eot0] H0[EH|0|AE F50t1l 0| &e| 241617|
ol Xt =H| USLUAIHT MEQ| ARHK[=?
O AQHl SAE}
@ A2 H|HHE
@290l &2
@ W= M2
(OF= =}
AUHSEREHTIOl 7. OUZF QUT ME T YUSIA7 L UE O[SAIE BUE 4 U= MEHE2?
=H [SME] v v
DAL @ FIOAL @ X[ZIOIAL @ UAL
®BIUAL ® ISA @ St SO HS X}
(OF= ==
NEHEMEHTAA 8. UE 5 AL LUZUA| M=0A AfLA AbF R H 10| DY) Z&tkl= A=2?
Of ZhAICHA [SME) v v
O LBIotF(0TC
AEUTO| L5 MFO0FE
Ok
@ M=9tFE
SIFKA
® T
@ 9= A== SEF S
® & 2270t

http://dx.doi.org/10.13048/jkm.20003 25



(26) Journal of Korean Medicine 2020;41(1)

ol
Jlo
¢
Jio
=]

o
rz

AN EY|(RE: gE s2 Y|nE 88

%

Mo

EJ
Lz Yo
:IdOh

Mo

RHERgED 7|%

9. o217} 0| &AlH|(adverse event)Q QLA 7t 22 H6ICHRIE B 1S oH0f St

O I v
@ OfLICt.

® Z 22700

JHE O AR E 0 M9
2R} HRIEE S

=
=

10. o2 RS HOM0| #A9| MEH2 SR =0t
30 4

(OWEE]

@ otHct.
@ 220

B ASZAIIAM 2tolMe

11, ASLAN SHOlAS] HEHO0| S0t HZ3ITt

SlofS MIQISh QAZTO| OpyARZh 2 ToHOF BITt,
Stofut 2PAE O AR HATGHOF BHC.
=

AR E 7} O|R|=

ool 0>

13. U= Az 2 LIS O[YAIAE 20010] LIS} 22 Zubt 2ddt 71540)
0Lt BT M2151=71 (O 7Fs40] A2 it @ 7FsH0] X, v
@& 22, @ 7t590] =M, © 7hs80] e =Lt S0f & 1)

1) SF=29f IOl Chall ASUH Les EL.(@6)

2) ERI4R10] 0|58 Y=L (@)

3) BHA} QTS IHIARICE(@E)

4) |z 110| 90| B713IC(DR)

5) gixjeto] M7t MHEICE (@)

6) = 20| Ysi7} Bt (D@)

7) Hasiet ARKS IR (DR)

8) ZUHOo=Z Tz 002 ZAARICH(D@)

9) ¥X 2¥S Yo7Itt(D@)

10) 2f22| QAT A 7|0{RH. (BE)

A Ol AR 38

14, B40)| S0t H2E O|MARIS X ZEotLE RES X0 QI

OmEls, v
@ oot

® 7|ALIK| =Lt

A OgAR| &2

15. 1P of=1t HEE O[YARIE 37120 21 X0| Tt
OpE s,
@ OfHC
3 7|ALA| =

@ HFAR gl (O1AR BRl0| BUE B

Ot OIEL AR

16. OISAMIE E15IA| 42 0177

O MLH BAEZ 210 J{AO ol LR ZaiA v
@ OfH0f| E115HO0F SR=A| Z2tA

@ AIZIO| RZaiA

@ O[S BHEA| 2106HOF BICHLT HZf6HA| PL0tA

©® OfJA| E10= Lto] 9|27t OLE2

® AZ1} O A 22| QUAA|0| CHEF 2H10] §lOIA

@ Y KA0] FEoH] Y2totiA

A ItalS iop| 2ol

© 7t [(Rie8E 712

26 http://dx.doi.org/10.13048/jkm.20003



SFETA| A% 8ol AT} RS A4, Hi= @ A7E Bl viAe A% (27)
mES>S es
g= zAMsE T2 (L5 BY 22 7|tk 8 P
=21 =2
OfF O BT 17. L= % OIMARIS ek Lt RIS 1 EYYE0 B0 ol
o @ 56| JZX| 248 0Ict v v
@ thee IR g2 20l
©F 223
@ G 72 solct
© 84 J2 solct
b QSIS 18 Ui OISRIE 3 SR ORIARI Ok OISO QIS THE 4 Ok
5% AN URARY O IFX v v
@ U2 X ot
@ p3 i}”l:f
@ U= 22y
(& &AL 30}
ORARIEI Jls 19, Li= ASRIR S OPARIZ} 23S 1 BT IRI0) 205t Wig 9T ol
A0l tet AR (0 I v v
@ otk
IS Y UBUN DK 20. SIS DKTHN AS LA RRO0| ZEEOf 0{0F S,
Wt Eey @20 v v
@ oty
OEEEE
Ot WS0j thet A2k 21. 0121 13 Ty & 71 30IL+ 0] S BHE0Y Lt O1Z40] U IQEA 7 IRHGH
£2 A FHAR v
HE S SIor ASZIAI0] 22, SR 21210 Biof RSN MM Chaf 71 FOIL FdRI0] O KIRE
ot et Aot 7 feH FRAL. d

lo7kg EIsIch T 89
SehEE s, YeiA 87
of gt T2ES sk
2484 w8 At ﬂ%
2o] TR 18
At dlo} H—HE%Q ne AL, 107)
29 272 109 wHoz Base] 18
A4 59 Hske ﬁowq

g 42 WS 99 28
s 2E B r
g D252 st o
Fasda AMBM, suw} A ER
97} ek AZSHEA) B9, A A 2204
£ olAE Rao] o8] opEE A 107148
AXste] Z7ke] Aol it £o| AEg 54 27

r{u

o o _II-FI mlm

.

& Hm(1%: HsAo] Qe 28 5ol Ak, 3
& e, 43: 7s4e] Eth s3: 7KsAol
¥oh stk 24 B9 8, 8] 8 Al
=0} Mpg oo, 7} Fahas JlEs B
2 A32) e Mg AU
A 9 $0 23 49 o i
T
% Aojer A3tk A
U B Ho] QA
BIYEA|, BsH] stk ol
st ool Aetel 1] Fo] A3
% AEsts stk
Qaby Wt oAt Bt e TAA
7| el et Ak Es) WaE g A
U B B Wk Ay Bl

A:
l

H]
ql

3

e B

3AH]

ojuj ol gARIE BT

=
A

=
o =

=
9 Bglo]gieA]

‘éj_

oL ofrt

:rld ‘lol‘ F_Q

http://dx.doi.org/10.13048/jkm.20003 27



(28) Journal of Korean Medicine 2020;41(1)

NS 57 YAE (1 A 184 g}, 2
A oiEE 1A o, 3% & o, 44 o
1=R=]

A ot WEL o, JjEt gue A
£o} MRS SISt oAl
3 AN djolu e Fee] olny 3

LR
-,
oM,
Ho
19,
I

o B3 ojgo] g
48 134 92 Aolch, 27: T 1A %
Aolh, 3%: @ B, 4%: 5L 28 2ol

FPoIAE BN T8 Gt
o gelstefet ey ol ok

o] 2 "o otk 59 oFE I

% 23t 7o) 2L £YS B9 FASAL, 4 B
8 g 23 Yl e gue AdE 4
of ¥Eo} MEge Al E3t Y 2L
£ ol 28 4 F 171 Aol B8 7y A

o that oAL B9,
wpsto. ofdl 4¢e B3] Seutetel wok of
2704 AA] W8 70 Holut Aol dhk ojzdol
908 A48 7145=S AP 2L WAt
24 ATk SRA oA J2iE A4
28 o) AndCAE Fejz e ot Ay
o A7) Bl e AE Ase 18 A3 V1%

SAFE =&l Hlasit. FH4 ZFo ot
SE2 FAEH(thematic analysis)JHS -85}

SOPIEEY. SRS BNS BE Rol Hslol
JomA FEget, FEF Afdel vt %3 W3
sbaA FA% 519l 341 EEen

E’O

28 http://dx.doi.org/10.13048/jkm.20003

T
£ A% AuzAle] Fole 247} 96.5%, 64.3%3Ch

=
R,
£
1
;Y
ofN o
)
oX,
()
)
o
rlo
={
s
)
wn
S

A $EZ B T4 HAERA HoiREY 3
7+ A4 109 vl 434, BE2HA 2.11730]Y
on, H4 0FoA 2 84 Aol EE}G
% o= Bet 6.78, BEHAF 1.9680]31 01,
& Aee 04, 1 Ag= 10801t H¥Ige
WS A 3129, 222%)°14 nS F 8393,
25.0%) 0.2 AF5319ThFig 1).

EE 2F0A wS Ao HE) ws
ST FEoldRte el Add o

A = AR BAg Bi AR #g PR
oot EFolA JeEel 53] RUANL, 42 18.5%
oflA 50%, TE1 1.9%1A 13.9%= I8 F L%
275l tH(Table 1).

€

2) E{Q| 5}

FEZAINA SHojALY] Aol FR A Hish &
o5 SRt B8 A 75.9%0A4 WS T 97.2%E
7ot oA} gteF oA E Hald)
of gtk a4l tis 52 SHAE 87%C]A
100%2 S7F53iTh. ol AR Earo] ofsf| o=



ol

kAl A W%o] SHolzeft

d

= r 4
-
-
|
1
]
T
1
L
T —
< .

Pre-education  BPpost-education

Fig. 1. Changes in knowledge level before and after education (distribution of total score)

n=54 for pre—, and 36 for post-education
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Table 1. Changes in knowledge level before and after education (percentage of the correct answer by each question)

Questions Options Pre-education Post-education
Concept of pharmacovigilance 36(66.7) 27(75.0)
Concept of side effect 29 (53.7) 31(86.1)
Concept of adverse drug reactions 10 (18.5) 18 (50.0)
Main methodology of PMS 32(59.3) 34 (94.4)
Agency in charge of SRS in Korea 19 (35.2) 22 (61.1)
WHO CC for International Drug Monitoring 14 (25.9) 26 (72.2)
Correct answer 11 (20.4) 20 (55.6)
Doctors 47 (87.0) 35(97.2)
KMDs 46 (85.2) 34 (94.4)
Dentists 45 (83.3) 35(97.2)
Potent reporters in SRS ;lz)ag:amsts ;? ggg; ;2 gzgg
Nurses 20 (37.0) 27 (75.0)
Patients 18 (33.3) 23 (63.9)
Patients’ care-givers 13 (24.1) 22 (61.1)
Do not know 10 (18.5) 2(5.6)
Correct answer 1(1.9) 5(13.9)
Nonprescription drugs 31(57.4) 34 (94.4)
Prescription drugs 29 (53.7) 32 (88.9)
Vaccines 25(46.3) 28 (77.8)
Targets of SRS Biologics 25 (46.3) 24 (66.7)
HM (pharmaceutical preparations) 21(38.9) 24 (66.7)
HM (complex formulae prepared by individuals) 19 (35.2) 18 (50.0)
HM (single drug) 16 (29.6) 27 (75.0)
Do not know 22 (40.7) 3(8.3)
Reporting criteria based on causality level 41 (75.9) 29 (80.6)
Disclosing of patient personal information in ICSRs 41 (75.9) 30 (83.3)

Results are presented as frequency (%). N=54 for pre—, and 36 for post-education.
Abbreviations: PMS, post-marketing surveillance; SRS, spontaneous reporting system; WHO, World Health Organization; CC, collaborating
center; KMD, Korean Medicine Doctors; KOP, Korean Oriental Pharmacist; HM, herbal medicine; ICSR, individual case safety report
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Table 2. Changes in attitudes toward pharmacovigilance and adverse event reporting before and after education

(selection rate for each distractor)

Questions g;?:let Options
The role of the KMDs in PV is important No Do not know Yes
Pre 4(7.4) 9(16.7) 41(75.9)
Post 0(0.0) 1(2.8) 35(97.2)
KMDs need to report AEs to agency in charge, Report only Report all
when they experienced/witnessed AEs after HM No Do not know HM-related except Yes
therapy. AEs HM-related
AEs
Pre 0(0.0) 4(74) 3(5.6) 0(0.0) 47 (87.0)
Post 0(0.0) 0(0.0) 0(0.0) 0(0.0) 36 (100.0)
AE reporting will result in the followings: Unlikely Less likely Do not know Likely Very Likely
1) People learn lessons about drug risks Pre 0(0.0) 4(74) 509.3) 32(59.3) 13 (24.1)
Post 0(0.0) 0(0.0) 2(5.6) 20 (55.6) 14 (38.9)
2) The reporter gains personal benefits Pre 9 (16.7) 15 (27.8) 20 (37.0) 7 (13.0) 3 (5.6)
Post 9 (25.0) 7(19.4) 13 (36.1) 7(19.4) 0 (0.0)
3) It contributes to improving patient safety. Pre 1(1.9) 1(1.9) 509.3) 32(59.3) 15 (27.8)
Post 0 (0.0) 0 (0.0) 2(5.6) 15 (41.7) 19 (52.8)
4) It increases the risk of medication errors Pre 11 (20.4) 22 (40.7) 10 (18.5) 9 (16.7) 2(3.7)
Post 13 (36.1) 15 (41.7) 7(19.4) 0(0.0) 1(2.8)
5) It breaks trust with patients Pre 6(11.1) 16 (29.6) 15 (27.8) 15 (27.8) 23.7)
Post 8(22.2) 13 (36.1) 12 (33.3) 2(5.6) 1(2.8)
6) It interferes with the normal workflow Pre 4(7.4) 23 (42.6) 18 (33.3) 7 (13.0) 2(3.7)
Post 12 (33.3) 11 (30.6) 10 (27.8) 2(5.6) 1(2.8)
7) The reporting process wastes time. Pre 12 (22.2) 21 (38.9) 10 (18.5) 9 (16.7) 2(3.7)
Post 16 (44.4) 10 (27.8) 6(16.7) 3(8.3) 1(2.8)
8) It leads to a decrease in medical income. Pre 10 (18.5) 15 (27.8) 16 (29.6) 12 (22.2) 1(1.9)
Post 12 (33.3) 11 (30.6) 10 (27.8) 2(5.6) 1(2.8)
9) It causes legal disputes. Pre 3(5.6) 9 (16.7) 16 (29.6) 21(38.9) 5(9.3)
Post 9 (25.0) 6(16.7) 15 (41.7) 5(13.9) 1(2.8)
10) It contributes to the safe use of drugs. Pre 0(0.0) 2(3.7) 509.3) 28 (51.9) 19 (35.2)
Post 1(2.8) 0(0.0) 3(8.3) 12 (33.3) 20 (55.6)

Results are presented as frequency (%). N=54 for pre—, and 36 for post-education.
Abbreviations: KMD, Korean Medicine Doctors; PV, pharmacovigilance; pre, pre-education; post, post-education; HM, herbal medicine; AE,

adverse event
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The role of the KMDs in PV is important.

KMDs need to report AEs to agency in

charge.

AE reporting will make people learn

lessons about drug risks.
The reporter will gain personal benefits.

AE reporting will contribute to improving

patient safety.

AE reporting will increase the risk of
medication errors.

AE reporting will break trust with patients.

AE reporting will interfere with the normal

workflow.
The reporting process will waste time.

AE reporting will lead to a decrease in

medical income.
AE reporting will cause legal disputes.

AE reporting will contribute to the safe

use of drugs.

0%

Pre-education

o shige] A4, BE @ A} el A

a4 (31)

20% 40% 60% 80% 100%

W Post-education

Fig. 2. Changes in expected responses in questions on attitudes toward pharmacovigilance and adverse event

reporting before and after education
n=b4 for pre-, and 36 for post-education

Abbreviations: KMD, Korean medicine doctor; PV, pharmacovigilance; AE, adverse event
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I can assess the causal relationship

between AEs and suspected drugs.

I can report AEs to the agency in charge.

I will report AEs to the agency in charge.

PV course should be included in the

curriculum of college of KM.

0% 20% 40% 60% 80% 100%

Pre-education M Post-education

Fig. 3. Changes in expected responses in questions on self-efficacy, willingness to report, and attitudes toward the
need for PV course before and after education

n=b4 for pre-, and 36 for post-education
Abbreviations: PV, pharmacovigilance: AE, adverse event; KM, Korean medicine

Table 3. Changes in self-efficacy, willingness to report, and attitudes toward the need for pharmacovigilance course
before and after education (selection rate for each distractor)

Questions Time point Options

I can assess the causal relationship between Notatall Mostlyno Do notknow Mostlyyes  Always yes

AEs and suspected drugs. Pre 3 (5.6) 11 (20.4) 33(61.1) 593) 2 (3.7)
Post 1 (2.8) 1 (2.8) 5(13.9) 25 (69.4) 4(11.1)

I can report AEs to the agency in charge. No Yes
Pre 50 (92.6) 4 (74
Post 1 (2.8) 35(97.2)

I will report the AEs to the agency in charge. Notatall Mostlyno Donotknow Mostlyyes  Always yes
Pre 0 (0.0) 1 (1.9) 11(204)  34(63.0) 8 (14.8)
Post 0 (0.0) 0 (0.0) 4(11.1)  21(583) 11 (30.6)

PV course should be included in the curriculum Not agree Do not know Agree

of college of KM. Pre 6(11.1) 9(16.7) 39(72.2)
Post 1 (2.8) 4(11.1) 31 (86.1)

Results are presented as frequency (%). N=54 for pre~, and 36 for post-education.
Abbreviations: KMD, Korean Medicine Doctors; PV, pharmacovigilance; pre, pre-education; post, post-education; HM, herbal medicine; AE,
adverse event; KM, Korean medicine
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Table 4. Themes Emerging in the Survey

ol
=)
ol

g R4 glr 9 27t Gl vXe &3 (33)

i
d

Question Theme

Subtheme

Educational Effect of This
Course

1. Instructive (n=9)

1-1. Learned new things not familiar with
1-2. A chance to think about how to prepare in case of AEs

2. Realized the need for PV (n=2)

2-1. PV will contribute to the improvement and development of
KM
2-2. 1 will actively participate in PV in the future.

Suggestions for Improvement
of the PV System for HM

1. PV target expansion (n=4)

All types of HMs in circulation should be included in PV system
in addition to pharmaceutical preparations

2. Activation of PV participation

in KM profession (n=3)

2-1. Activation of HM-related AE reporting by KMDs
2-2. Promoting KMDs to report AEs
2-3. Encouraging education and researches

Abbreviations: AE, adverse events; PV, pharmacovigilance; KM, Korean medicine; HM, herbal medicine; KMD, Korean medicine doctors
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