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HLT Y& & 2FY I Y E X (Ventricular arrhythmias and cardiac
arrest)
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PT &2 0/4/(Blood pressure abnormal)
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CtE O E0f HX|E SAFSH T £ HEl

—

HLGT #Z1/ & &1/ ZEf(Epidermal and dermal condiitions)

HLT =2 & & Ef(Bullous conditions)

HLT

PT AE/EA-ZZ S 27 (Stevens-Johnson syndrome)

PT £& ZI /At &3f(Toxic epidermal necrolysis)
BtEF HIEH (Exfoliative conditions)

PT E'2t /=2 Z(Dermatitis exfoliative)

PT &4/ Er2l O]2 F(Dermatitis exfoliative generalized)
PT L/Z7] HZ(Nikolsky's sign)

PT /7 E'Ef(Skin exfoliation)

MedDRA 23.0 ™ 7|&=2| Of| A

X| 23k soco
o| Bl 0f Ct=x

Ofl Al

Ho M, o Qlsty Jge| fl=7t M8 7HE|of HIO|H oMo S

9 Abgrg m2folR
2 0j8 4 ALiChAH

o 29, g £ SHER 808 A83 EH T AFEX} oot
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Z7H 01 = As ZHHE S o FelsioF &t
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£ M-St ch ™ 21 MSSO U JMO HME)E O™ Bt Hlmsto] &[4 HHO
MedDRAZ| 2= HE At S BF Z5ld U= AT EAEZ MedDRAZE M2 Hif 2
Z W{otct XS g LT MSSO= MedDRA HE &4 &1 (MedDRA Version Analysis Tool,
MVAT)E K| 3510 HLHEX] %2 F MedDRA HHZ Zatst Qoo & H7 ZH HZA A}
20| O|X|= e & metst ofsfe += 915 SFLICHE EMe 5 Md 6.1 &
x).

o
= — —
.
o

= Hd
MedDRA £0] 415 2] AFgH 2 MO MM 411 %
T 2 AM8ks|oF LTt HojEl 2
Z30f gLict,
MedDRA| HIZO| Abg WH4d BIE 2 metst 7|= Hlo|E|o| Glo|E| ZA My U Za}
o|%

of gets 0E 5= Att= ol 72

Ofl Al

HE Argo| O|X|= 8 - PT2| =& 5 0|5

T
rA

i

PT Z/Z ZZ&/(Fractured ischium) & MedDRA 22.1 HHMZ AtE3d 7HLst F2|of =gt
|0 AR/ULCE o] FH2[E 23.0 HE2E T YT HIO|HE A8 ddMS E2 08D
At = PT =F 0| AMEX| &=Lt O|= PT & E&(Fractured ischium)O| LLTE
T ot & PT Z8F Z & (Pelvic fracture) Ot O] HZAEZ|A7| WH-2O|C}.

T3 Ex

I3

r

MedDRA 22.1 & 23.0 HH™ 7|Z=2| 0| A|

Ofl Al

B 7 ARO| O|XlE Q% - YAt sOC BiHo|

PT EZ4 OIX] &EOf(Vascular cognitive impairment)= MedDRA 22 1TH T 0| A SOC 2
& Y Fof7t LXt SOCE, SOC Z& /&4 &0f R SOC Z& &2 o7} Ol Xt
SOCz AZE0] ARULCE 23.0 HEO M= EX SOC HiHO| SOC & A&7 o=
HP AL, O|XF SOCE SOC & A/ &0f A SOC & &2 Hojz HB= AL &
X} SOC HIO|H ZHO|M, PT &&4 2/A &= SOC ZE &4 ool M "LHEILEX]
=" AO|C.
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MedDRA 22.1 8Bl 23.0 HHH 7|F9| 0| A|

HE|E Aot AH8E 80l Hel7t A k= HO|H2t =22t MedDRA H{ 0|0

OF gfL|ct. Z[2&tof et akA H|0|H&= & 7§ 0|42 MedDRA BT 22 FE |0 /U=

L7t ASLLCH Bot 22 BTl MedDRAZ 2 E H2[0l= M22 80{7F Lot
UAE £k JASLCH Z 7|2 HE 22| 2oy ezt ol2{st ME: &0{= O|F f

O[O EMoHA| HE = Aol S2AT st A4 212 0|0 E 5 AS L

O|T MedDRA H{T 2= X El AMO|E S0, 0|0] SEE A A2 O[FH0]| AHEE
A0l = O|= K 2| MedDRAOIAM AT El HIO|HE Eadts S8 Hd 29
(Integrated safety summary, I1SS)2| 2= & HIO|HE AlHSIX| X =& JUASLICE 7|
2ol A= HYE HEE MER HIO[H 0| ALESHY| Tof ME ot BT S| MedDRAZ
OOl E S{of ghLCt.

7|20 2] {22 MedDRA H{H X{2| gtHoj| Cis =ol2 2 20| =27} ofLlL|Ct.

HlO| O] A0f 2} MZ CHE MedDRA MO 2 AL &l Ch0| A AR O] E{ 7}
Zoe[0 S =& ASLICE 0l= i HIOIH(ME S0, ISSOA)2| TA O &S O
H 4 USLICH S Al 3 AR 2 HO|H| BT 2] SMOf Tiet o AtME W&
MedDRA HAIO|EO]| U= MedDRA 2| At E T ZSHA|7| HIELICHES, MM 6.1 E.*

%)
Ol A4S QA AlE HO[E{S] ROfIH 24, o2 ZtA| 92 HEo T3t 29| U 7|
e CHSH 8X S 910 +WELICH HOJE] 24 Al A EIE 24 F2f, wH U 27t
53 8o mat LakE 4 UBLC

ZEN QI Co|E AM B2 otefl AEO 52z Leof JSLICH

—
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3.2 otXd Z=2OUQ| 7He HIA|

| OFHY m2atlo] Al RHL CHSt 2L

BE0| A 8OO HES #A QA4S 4 U Wy
RIAIBHOF BHLICE SOfo| ZH| B2 HAILE GlO|E OtolY 7@t 20| J
(o]

wot SAN YT YA et Yol ASLICHES, M4 6.12] ICH E2E:

|0

Pharmacovigilance Planning Document &X).

AMHoZ BFE M &A2 MedDRA2S| SOCe} PTO| sliEst= 7|
= 7| 2HAH L& F(System Organ Class)2t CHE &0{ 2 E1|0|E1§ HA
MedDRAZS| 183t EM(CtSM, MEM)SZ Qs PT-sOC B &
Of 2t CHE HIoje =3 HR(ME =01, 0|} SOCE &8, 18 &0{[HLT, HLGT]E O
8%t B#A| ) FItEi0F & == UASLICH & =01, 0{2f E0M0|M FASH o|sHA
HEfZF EOE B, ofefet 20| LIEHE = ASLICH:

A (Body System) EE
|5t= A ILICH
A_l

Mol 3 22X

—

o Ol2] 7}X| CHE PT (2Z0t2] & 54)
e HEIE &

e [L}E SOC
AEXIZE AU O 2 Of| 4SHK| 23 SOC(ME &0, SOC & &of X S0 22/ HEY
SOC g4, Atz B FAZ AE SOC 2£4 &= Y Alz B18E, SOC g9 % 7/4F

Z'3). ofell ®O| OlA|E HESHUAIL.

SoC M/ Fof X Fof R/ FEE LAE, sOC ZFF A& FOfE O|Xt2 St= PT

2 EHZl(Chest discomfort)

Olor

PT
PT &&(Chest pain)

PT

"JE

L2 & (Oedema peripheral)
PT Z*AKSudden death)
PT Z2 EZ(localised oedema)

PT &/& Z2I0) S/8t ZZ(Oedema due to cardiac

disease)
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SoC X4 &of X Fo 77 FEfE SRR, sOC ZFF & Fofs OIX2 St= PT

PT 21&OF 22X 2Z(Peripheral oedema neonatal)

PT &/ Af(Cardiac death)

MedDRA 23.0 7T 7|F=9| 0| A|
3.2.1 YXt 7| A 2R e

ojgiet Jige &= 24 A 2s fI¢ HOIH HAM4el X A= dFE Lt

Q8% 4 YsLch A5 227} °”71| EASIE 39, BHAELE HLGT £5 HIT £E0
N stolg + gLtk 272 HO[EAQ| 32, Ykt SOCH BAIUOR FET 4 §

o RE Mo ZHOIE A= M Ql5tX| S

(o=

o TH| HIO|HE MedDRA KX HE TROIAM HA|

AE 2 HOIH) H =5 QAT 2 HO[H)AM AHEE =
Al S Al = O|O|E) EBH YX} SOCeH PTE MAI” 5= JUELIC
Xt SOC & PTRH ALESH BHAI7} R8Y = USLICH 2 H|O|H

O& 8O0{(HLGT X HLT)Of| 2|8t HA|7} HIE &Y & JESLCHL Z8 4&
Of| Al R4 L|CF.

> o
>
C
I
ro

Il

3
Aol

|2{et anl

AO|L} Xt M A2 Ktolof 2tA8i0] SOC =M E Latd UA 57| #I5t = /EH2=
2ol =l SOC = A(Internationally Agreed Order of SOCs)7} 7 E| R & LICE O] SOC w=Af
= AR/AE EI MO A 2t SOCo| MLEQ SQEE 7|HIOE A™E|/USL I:I' MedDRA
2E 7I0|E X MedDRA ASCII It &ZX). ZHEC R olE =M= 0 &

SPC(Summary of Product Characteristics) 7t0| E2tQlat 22 £ 7| 7|%01| Mg

USLILL HO|HE SRdt= 7[2 2t HIOIH HMAIE 2lgh SOC =M & 2elsiof L

o
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T H 9a % 9b= OffH X|Of Cict & 2HA+ HEOAL| HIOIEHE MAISHD ASLICH 2
SHAF HEFOIM SOCet ENAL HE BEOMIF L0 JASL L &S o|F= 20 Jf=
9| SYOH(THEFA) 2 AH[AfS] HAA =5 LIEIL A, OFei % ST (E M) = 2|2 A

Atel 2aM =& LIEFRLICEH

SCE AN FEot B 32, 014 MRS PTE U3 HIE 02 LR & gL

5 2= A0 t= 801F Falot7| ?lof ol= ™2 X|40] Bt

(o] H
> OlX—I
o OIOIH 2xo| MHZH JHRE MSst0 oE 240| Had = s St
el 2O0FE mst=0H =20 gL o)
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= UA T
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=
27FEect R HOH A ¥

> SHAIE:
o ET QY dH = SFT0| HEE E0{7F CHE SOCH 22 &[0 U=
BR7t A28 =2, pTop YR SOC HIFFO| 7|22 o o] &M= 2=ty
HEf E= S2T0| thet 8012 Ag37t 22t = UASLIL
e MedDRA E0f HiX| #A 22 QIS ArEAL7t O &5t ROIM At7t &
o
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Kol REJHE PT 552 &80t T2 2fY)
e MSSOZ} M&dt= HA3E 8 @ EEtRK = AES +& &4 (Hierarchy

(=] =
Analysis) 7|2 M&5t0 AA ZAt/H 23t (search/research bin) _EE A

=]
2L & 80 552| O[X} SOCE =gt &= UA=F ofL|Ch. 0|2t E2te
el 7|sE ArgotH, S8t Z2 e Glo|k ZIThot AZPEAE
YO 2 O[X SOC HIE YEE LEE & JASLIC

Ol Al

UXt 3 O|X} SOC SIXI0|M PT S & Z2 324

SOC & = &of
HLGT A/& &of
HLT A/ &2 Zof
PT A/Zf WA} T2
PT A/ 28 (LAt soC %)
PT A/AIZ ZHQ /(Oalxr socC ¢ jtI)

PT S4& A/MZ HZ (YK sOC X))
PT A/2t D& £/%

PT A/t &= &0f

7702 PTS 37= SOC ZHE A Z A Zof7 LAt soc &
MedDRA 23.0 ™ 7|&=2| Of|A|

> O|F:

L

Ch=d 92 Y2 15 802 283S SSAILLICL o] /2 MM 32100 LIS
o Od
= "1™

st AKXt sOCe| sHAH ™
> SHAE:
e OILIO| SOC = HLGT/HLTO| U= S0{ =T HEA|SIO, O OSHA AEY
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of A= B = 80{7F ot X| 22 = JSLILCH
e PTE X U O|Xt SOCE 25 HA|SHE O] HHHE2 A O|A/AH Sl B2
AZ O & = UYFL|CE
MM 4. BE M0 F5(SMQ)
41 ME
EZE M0l 22 (Standardised MedDRA Queries, SMQ)2 9t A H|O|E{Q] AlE Sl A
= EFEe7| et S0 2 | UES LI

SMQ= 2003 E LA M =8 25 HSI= M7 |2
(Organizations of Medical Sciences, CIOMS)2t ICH(MSSO & JMO Z8h7t S22 7
StAELICE SMQe BolE ofshH HEf &=
Hol 80 AZYLICt ZgtE &0l 2t
RICH S22, AN A A, dEd 8

Ct.

0x

o> o[y
T

2020 CIOMS SMQ & A& 7HE mo|=etelof OrX|EF SMQE 235, 2E0| 7i
L5k SMQQ| & Zi£ 1077074 =l }ELICEH MedDRA 23.1 {9 COVID-19(SMQ)E Al
O 2, MedDRA MSSO& O Al T2 X AAA Q] X ME7tet =S ER0
2 ME2 SMQ FH| /Yst= A2 =Lt

AEXHE SMQE ME3dH7| TOo| O sMQe| EelE 25| ofslstr &n|E U 7HEA]
=~ | A
=0

s dM 5= A HEo17| ?lol #x Yo FF(SMQ) &2 7f0/=5 X[l 0F

ShLCE,
4.2 sSMQO|H
MedDRAZ 7|8t 2 & @ a|o} OFkF7HX| 2, SMQ AFEXF= H|O|E{H|0|A 0| EX

2, 32 7% 9 MedDRA HT Z2|E Z3tsh OO HAMO| dEE FE
2 7HA| RJ% 210 UO{OF LT XMt Afd2 MM 315 HERSHAIZ| BHEILICL
> SMQ O|F0l|l= CfS0| Zet& Ltk
o OF XB 90| 2H4 0|8 =

. HBE YA THsT AN 23

—_

o
[=]

$Q
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43 sMQ SHAIH

o HEQSY FH E= ATE EHE ZEHOH| ES
o HIE 2O0|= 7HM & F7F H2t0] 0| RO

4.4 sMQ %8 % 7| XA He

SMQe| =3t 80 & 2XIt H¥E= EL, O o4 'smQ'eta &
"SMQ 7|8te| ==l MedDRA #H2|"2t1 S{OF StL|Ct SMQ = of 2ot O XtAM|sH At

o
S MM 512 HESHUAIR.

71| EH €ao os) ZHEE Hals it A0 “sMQ 2t X[ "stH ¢ EL
Ct. O|= CtE MedDRA AHE X7 M8t ICHOAM EF3F SMQRt g

=
Ct 712k LHOI M 2ot #2le] FE2 ICHO M 2% sMQet =&
oM Y= 5{EE L Ct

45 SMQ % MedDRA HZ HZA Atgt

b

N

SMQe= £ MedDRA BT} AZE|O ASL|CE SMQeE 2 ME2 MedDRA HiZ 2|
|22, MSSOLHIMOO] o[l FX| #2|=|H, 5iE MedDRA O = 802 F4&|

UAFLICH AFESHE SMQe| T2 A T4t H|O|H 2| MedDRA H{ T 1t ahad X|5H
FgtL|Ct

2 ne J

(@)

MedDRA 7|t G|O|E| Z{Ada} OF&7EX| 2, AFR El MedDRA & SMQQR| HEE 7|2
20| ZagLct.

Ho
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Of

ba!

Z} MedDRA HHTHO|AM Mg &~ Q= sMQ HA Atet2 CH24F Z& L CHE, o]0 s |
| = ):
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mjo

PT &7t
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4 30 thst o XtMiBH 4 H-2 MedDRA “Change Request

= o
Information" 2 A (22, M4 6.1 AX)S HZEHA7| BIRILICE 2 M2 BHe| 8 At
52 7 MedDRA B 9| "2/ Al & 2(What's New)” 2A40] ABE[0f ASLICE (F5 #Z

Atgh2 ASCII I 9| “Term_addition_version” B “Term_last_ modified_version” ZE0| X
ZE[o JAELIEhH

SMQZ2| MedDRA H{ X1} ZA CHAHQl R ESHE H|O|E o] H{F 0| LX|S}K| LOH Of Abst

X| 2ot ZOE Zejg = Ao 2 HHE2 s UG|0ofF gHLICE o E =01, 0| MedDRA

H &2 SMQZ} %Al H{M 2| MedDRAZ AT =l O|O|E{ 0 ME2E|= Z2, 0| sSMQO|| =
A 7

X E2 U2 2E & Ho[HE AMEX| EsLUCH

LS

Ofl Al

39 & Hole % smQel HH =LX|of mE Zat

PT @2 =2£ =& S 258 (Hormone receptor positive breast cancer)2 MedDRA

23.0 HTO|M SMQ Y& FE&F S (Breast malignant tumours)Y|l 37+E[QLCE O PTE
ESHSHA] Q= SMQL| 22.1 A2 AHESIEH, MedDRA 23.0 T2 AH&St= | O| B Hj
O|A0|M O] BO|2 2T &l At E A ESIX| ZSHA EICH

MedDRA 22.1 8! 23.0 A 7|F9| O A

4.6 SMQ - MedDRA 1}7 H|O|E| HZt0| O|X|= HEk

CHE X TGS =01, COSTARN)MA 2 & H|0[H & Betdts Wl E SMQs 08¢t
Zutof| Fers DIE L M3 212 L/0/E el g2 0] OjAlE Fge HEOUAL.

47 SMQHZE 9H

SMQQ| §8M4e 7Mst7| Q8 AFR A= MSSO & IMOO|| HZA 2F2 XNEsH FTA|7
HRZFLICH ME= B4 @™o ciot Ed (S HAESH H0|H)S BtEA| XM|3dloF gL
CH MSSO= X Ol MedDRA HZA 28 HLCF SMQ HE QA S HIISI=H O &He A

= LS T
0l 2ed = AGLCL

SMQ HE 2¥S ME5H7| M, AF A= sSMQ LM OIM s sMQel =2k & H 2| 7|

T= =olsfor gLt

25




48 SMQAE &=+

MSSO Eet X (B3 E, &, ZHEY E2tX)0A sMQe| LiES 2Lt AT &+
=13 o
=

o, E3 SMQO (YO U Y T BT 22 FIHLl 4N YEE 22 4 9
SUCL B2 U 8 S2texiols ALBXI7H 2Y E HO|HE Y2 81 SMQE X

2 SH A o] SMQ

o = )Y Gy _E‘)s! 7|60| 91§L||:|-.

2E SMQe B0 E A AZYEAIEE MSSO U JMO EALO|EO| A M HE{Z C}
L2C 2 £ QSLICHEE, MM 61 & X). AHXH= O] AT EAEN A SMQ &0
E Ao =72 WS = JASLICE sMQ &3 ohY AFY HEE ZH MedDRA H{ ™ Of A
M-S Zl= "MedDRA H{ZE It HA 2A"0 N =olg = ASLICE

O PNIPNESL Bty

o

£0| MedDRA ZH|O|X|0Of| &74%|0f

49 SMQHEHE2

SMQE MedDRAS| &

o =
IT i e
BHUE BE 8018 MEE 4 Qe

MEXHE 24 0|8 7tset sSMQ 558 HESHY 22| W& H& 7Ise sMQ7t U
X 2ol HOF LCh o SMQ7t M & 7f

= K71 2o W&o thal A4 Zut

A ST 2= H0|HE BI6H |0 SEHR

= —
= ASHHOIE S0, 2 2lk). AOolx 7t 7|&2 250 EXMetal +0{0f &

12
o
n
<
@)
mujn
el
oo
o &
°
i
=
2
X oo
o
ot
o

o

WSO, 0| X'7h Eee|7| RO, 24 ThA HCt O B 0| A/ 7t HAE

|Ct. O] = "2H (broad)” HMO|Al L} SR 12 AFeO[X| T fEHo 2 "¢ A

(narrow)” ZAMO| = MEEL|CHAMM 4101 &X).

HJ

-

SMQE Hd Z2ItAU0| ObY =R (K| 2 e Al 2HE0AM, E3] TA HIOIHO
HE8E & UGLILE 0] B2, tFE 22T F= OtLEHELE) 0| 87tsT SMQE §7IH2
2 AEE = AU

26



E 2y ZOKOIE =0, T gl Hlo|
o]
AN

B OtH/d A (Targeted Safety Study)

HHY oMY A7l (targeted safety study)2| CIO|H 24 A= 2 OrHsI= B2
17 7

| 2150 sSMQ &M A4 E0{E AF8ots AE Lefg 4 UL

25 oY HEVH ERt 32, E AOAE AMsY| 8 58 sMQ = dEE

=

MEA LtEfLLE QHH/E dote] "B

MZ2 HIV XIZH|0f tieh eHHd &ote]| S22 #Z 0l =AUt sMQ & #/E
Z= HolHo| HEE & UCH

4922 #AOi2| & EHX|

Mo2| Y& XIS 9Iot0] HAl SMQE HIO|EH|0IA M8E + UsLith Mofe| J
20| Of5tS A 23f617| SISHA ALBRHE MM HM 80| £

=X SMQ(Z, % ZM SMQE AtEE £ USL|LC
4923 GHY Atz 2

AEXOA 715 AEE 5= A 0|29 =418 YE|7] 5K sMQ
A MM _/lk_

AtEl &2 "watch lis

~
)
i
mn
2
Pl
okt
e
g
>

Off Al

TH At 2

sto

ofd o|atd Xl eol=l sl &2l A= (risk management plan)2| LEZA |
=0 0| st YOIt sSMQe|l &M &AM E= HIF AHHY =& ASH

C
SMQEZ HEho] T B Th HOIAS A 4 ULk

27




"7/ 21

4924

S (Y=

t

A

jol
o

t

FE71H BEOA MEoAM EAE HolEe

—

=

{0
X0
i

okl
X0

K4

A

¥

ol
K0

.|

14 B OMOIM E

=
MM 2
o}
=
Al
N

—
—

—

OEI =]
CH&f 2l At

AOIAS

—
7] flel 8=, S % A Zatof tist 8 800 7S X7 HEFLILY.

—

L

—

010
2

L|Ct.
SLICE 3 20

A

g1 ZEX0H

of AFLICt 7+
(o]

AL
= ASHECE AFEAE 22l WEY 71

Cs
Cto FHo|E| o AUSL T

—

t

(=12

StLt O
tA O|ALE &

=
1y
—

C

T

CHefol HEfLt

=

=)

4 A
A
Al

L

—

s

4

2 sMQ

_
(o]

7|EF =718 HE(O
CH& SFM|7F 7R =7

4.10 sMQ

(o]
=
EH
=
Off Al

ojo

=r
X0

e

oIl

N
(s

o=z
4

X
S

T

—

SMQ Z#f M52 AESHH MEZ LtEtLE A
M A E0=

At
(=]

O] Bl= Aol&( s =

X 0| X|C
= L= -

O|CE 7K

= A

ok
(&5

=N

H

=r
|
[y

= Ak

|

25

ol

<0
Klo

28




20| mat 5tef M sMQel ==

4.10.2 AIEH sMQ
Ct. AFEXI= EO| LHE0|| 7t

tA AtEE = UAFLICH

10
i
Xl

X

Klo

~NO

=H|
o
0
o
K4

(SMQ)

(2000003 1)

10| 7|&2&of gL

A
=

S(SMQ)

Klo

-

(SMQ)

(20000030)

=2
(=

T AAT)E ofef B2 LIEFYELICE
(20000027)

E|

=

o
[=}

H sMQQ|
o

=

Klo

(SMQ)
(20000029)

= A

=

=

sMQ Al

[P S|

=

=)

-

~O

B
0

o
K4

J4

oju
300
80

23 (SMQ) (20000028)

SMQ & 7Io|E0f& 2t A
ASH SMQQ| GAl(SMQ =

4.10.3 €12|E sMQ

Ofl Al

2

ES " g

b

x
(=]

LICkOFe &

ol
=

tsds =

joll
il

<r
Ul

i ZHH| 02|

Xb HA
© T

SMQ2|
BDa 2 MESE L (o g

ALESHH "= O =7(

=<
O

7 AL

mil

AA|

F

~d

2 NESE

[
AT

I

o

_E|-E

1

KIT

oIr

29



Ol Al

22| F SMQ (SMQ OFLFE A/~ Bt~

7l8l02| B- ¥7|E/28 | FtE|ln2| c- €& £5/5F | 7lHl22 D - dE€2/ME
7| =27|, 7|E} et
=4 25 &% A 27)1d #5 g da
M4 R oI 9y U2
7| R BE = TR 9Y g2

o HOIA = A(SM AM 802, 7| 20| ZHE|X| ES)

o = 7tH12| B 80 AND 7HH|22| C &0

o L= FHHA1Z2| B 0] OR 7tH|122| C 0] PLUS 7IE| 12| D &0

*FHH|n2|e] HE 80{7f BO|| LIEE ZH2 oY
SMQ MAIM ZHHY 2o A= ANEIE SMQE 22 PTO| 7HFX|E £0jstn Qo
(Ol€ 20, PT 82 && = 3), 7k5 X9 A7t 62 Z=1tsHH s A O| A7 E LT}

g4
BE 2ZEYY =M E12|F SMQE A[™dh:E A

411 SMQ % MedDRA 1€ &

MedDRA & O0{(HLGT, HLT)Z AME HOo|EH& 2t SMQZE AMEl At CHE
=

Ofl Al

Hi -sMQ & 1& 89

5= ZHOICHOIE S0, Al BIOIEHE 2A SOCE=Z HEH Z1f).
|

=
T o
SMQ & E&oR HME N ST HIGT 5 Yemgoz HMEl AS
22 £} soce| F7 80iS0| ZeE|o| 7| G o
SMQE ZAE W O B2 ARR7} A" 20|t

n:l'.?."

LS = I:I_IEA

30




(customised)

s
=

ot
=

ot

[0 A et 2 0f 2

L O
- T

MedDRA

| MedDRA 2

&

sMQ 7|te|

5.1

FA =™ ®F0| ofL

.
o

Za02t: =3

sMQs

St
=

|l MedDRA #2|"2t1 3ljo}

~
o

HE 22, "sMQof 7|Htel 5=

SMQ7t ==

I 2l SMQO]| CH

o
=

=
—

H Aoz

L|Ct.

C

of

R&H o2 ALBBHOF ot B, F2lol B

=
=

SMQ 7|8to] ==l MedDRA #2|

ju

a4
7
oK
|

Ofl Al

sMQo]| 7|¥te| ==l MedDRA 2|

|JILI —t ——

= JJ ol Kd K oju < 5 o |
< 8 Ny

T 0 oo 3 K w1 o —
._m_.._mAﬂH_I 0 — 3 { ™
& B oo M_nMuA ! o = <
<z O = Ho Oz %0
A 5= o H

_”__._”_A_l Lo ol oF ol = ™
om H- ol B - g 11 ©
W = oju i1 K ok T= .5
T ot | M HF > & O do
Ko |’ [ o @ = A o3 _ o
T R L % & o o
T olgy | © <X < 30 O NG,
T > . | on Kl o 02| T My X

Ko [0 — & W 0 0 9 o <F
T H = | K% I o < o | N
T B~ =S .
ROP oy | 2T g0 H O =2 Kook
U< S| R D ®[E o
[ :_..A,o 5l 8l :_.,Nrm Jod = l_u_.o =r o m
< Wﬂ - o — w.,_ _|_._ Ko ol T _/_l 7A
R L0 of N Ly O
Hof|Zoby |BoBw
od = M:.__Aﬂum_,_lu_ H_H_MLIAE

hA K 3 [ oo 2 N 3y
o Tl =t B = N
= I R 55 Ko &
g o ur-| go 0 Bl o o J
K< & g o M Mo N X

O oF T

0 0 mwmvo

ol ol oF 3 OF

of o] ™~ R

= 0N M“.%ou_

N of ofo EL
K = o 44

= = > d

o [a W (V]

31



Hel
MedDRAZ ZZ =l H|O|E{ 0] CH

]

100
Kl
oK

F

8%, otefiet

Y 2

(customised) #Hz2|E

x|
3

o) =
ot &

A

, Ct=d)1t MedDRA 18

FE

Ko

Ujru

Kd

MedDRA2| +

O

(SOC, HLGT % HLT)2| &t

= A

(o]
PN

o

AM O HlojE el SEt F=& OlsHdt

O

L|ct.

St
=1

of,
L ct.

ujn

L|ct ol &

I

ofof &

of
=

SOCo]|

|

fri]

EE!

[=:

b

He SOC A& X 22 ZOofA Al

Al
~

CH& HE{2E

<a

S
2

K

=LY

8

SO &

Xt
S

=
—

LA Al= 8l SOC Arg] 2t8)

to| oful Cf

il
—

AL SOC o/t %

O A} 7H
=

0O o

HIC}= SOC(SOC

0f, sOC &A1&

SOC(HE =

=
—

H 71

o
2] AEpel E 8018 A&

L Ct.

J4

-+
o

L|Ct:

Fa
=

o3

<

joll
0o

ol

Jd

illll

<r
i

1E(HXN LLT 8 PT =Z2| E00A A

" 7.
O

MedDRAZ2| "&2f Al (bottom-up)

)

O

i

s

=
[S)

MedDRAZS| “8}&kA (top-down)” HE(SOC =T A A|ZHSH A

et Lj2i @i EHA)

O

c{H Of

Ol M CF

!

=
-

o

21 Xt
Ol A

ERNES

Ll
i

ZFEE= AIXF XF
S Oo o

A2, O]kt sOC

oA
2+

PTR} 7

L

587l 5

FLICHAM 2.5.10

o
(] X+
==

FA2, 08 0{(HLGT, HLT)E =

-
o
—

)

=
o
A

f
b

N

K

0

LICE Of2 A& 2l

3

HoF &

1%

X0

gL

¥

ol
Jd

g3llAM

32



ot

P

10

2|7t T

i
i
L|Ct.

MedDRA H ™ BHZ0| [HE FX|

1ol
MHr

oz

<

Jol
KO

s

3

X

i

A

x|
S

MedDRA AREXHO|| A|

cte
£ MSSOO]|

Mg = AgLCh

ofru
)

2

Tl

33



f>

T MedDRA HALO| E (http://www.meddra.org/)0l Al =18 == QU

MedDRA H|O|E ZAA Sl MAl: 0] Atgt 2M (MO EAO|ENME HS:
www.pmrj.jp/jmo/)

MedDRA &0 MEH: ] Atgt 29F HH

MedDRA G|O|E ZAA S Al nef Atgt 29 HH

MedDRA 1121 Al S8 X MO HAOIENME XS www.pmrjjp/jmo/)
MedDRA & 7I0|E

HE AMO 2E(SMQ) Y& 7to|E

MedDRA H1Z4 X HE A

MedDRA & E2t2X *

MedDRA ZHY Ht2 X *
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Retrieving Adverse Drug Reactions with MedDRA. Second edition.
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6.2 H

Skin laceration
Ligament sprain

Back injury

OTHER TERMINOLOGY No. of MedDRA Version 23.0 No. of
PREFERRED TERMS EVENTS PREFERRED TERMS EVENTS
Infection 15 Upper respiratory tract infection 7
Nasopharyngitis 2
Infection 1
Lower respiratory tract infection 4
Skin infection 1
Abdominal pain 9 Abdominal pain 4
Abdominal pain upper 3
Abdominal tenderness 2
Accidental injury 4 Injury 1

1
1

EH 1 - 2 8O/ FOJA B}LIC) JjE o2 AL E G)O/E I} MedDRAGIAI= ol 749/
PTZ H3/E MedDRA 23.0 {7 7|F 9| Of| Al
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OTHER TERMINOLOGY

MedDRA Version 23.0

Reported Event
(% subjects)

Coded Term
(% subjects)

Body
System/SOC

(% subjects)

(% subjects)

PT SOC
(% subjects)

Hyperglycaemia
4.1)

Increased blood

sugar (2.7)

Glucose increased
(2.2)

Blood glucose
high (1.0)

Increasing

glucoses (0.5)

Hyperglycaemia

(10.5)

Metabolism &

Hyperglycaemia

Metabolism
and nutrition

4.1 )
disorders (4.1)

nutritional
disorders
(10.5)

Blood glucose

increased (6.4)

Investigations
(6.4)

ZH 2 - RAIBH O/3HE AEY

= Fc/

= + o

of =04 & SOC™S| 0 MedDRA &0/7f AIEE

= 9I& #& A Z0fE SOC 24 ZAF0) 95 MedDRA 23.0 A 7|F2| Of Al

Events/Cases
Preferred Terms MedDRA MedDRA Version Comment
Version 22.1 23.0
Fractured ischium 15 0 MedDRA 22.1 HHEO|A Fractured
(no longer a PT) | ischium2 PTRILLY, 23.0 B0l A
Pelvic fracture 5 20 LT & ofg S0l PT

Pelvic fracture OfEi 2 O| SSIAS

L 3 - MedDRA HIF BIE ALgtof HE Fef - pTol =&

MedDRA 22.1 & 23.0 HH™ 7|ZQ| 0| A|

38t 05
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SOC (System Organ Class)

HLGT

HLT

| PT

Mumber of all
reactions®

MNumber of
reactions® where
outcome of report
was fatal

Hervous system disorders

Mental impairment disorders

Mental impairment (exc! dementia and memory loss) Disturbance in attention 1 o
Movement disorders {incl parkinsonism)
Dyskinesias and movement disorders NEC Psychomaotor hyperactivity 2 o
Tremor (excl congenital) Tremor 3 D
Meurclogical disorders NEC
Disturbances in conscicusness MNEC Somnolence 1 D
MWeurclogical signs and symptoms NEC Dizziness 1 o
Seizures {incl subtypes)
Seizures and seizure disorders NEC Convulsion 2| []-l
Nervous system disorders S0C Total 14 Dl
Psychiatric disorders
Anxiety disorders and symptoms
Anxiety symptoms Activation syndrome 1 1]
Agitation 2 i)
Anxisty 2 o
Stress 1 o
Depressed mood disorders and disturbances
Depresswve disorders |Den'ession 1| [j-l
Disturbances in thinking and perception
Thinking disturbances |T" nking abnomal 1| [j-l
Schizophrenia and other psychotic disorders
Psychotic disorder NEC |F'5ychotc disorder 1 | [j-l
Sleep disorders and disturbances
Disturbanceas in initiating and maintaining sleep |I"s-:mnia 1| Dl
| Psychiatric disorders SOC Total | 1'31 Ul

EH 4~ YA SOC 8, MedDRA 17.1 HF — OfA| C}&& 21 PTE QIX/5t O] ZHOA

= ZAFSOCEF #HA[B} 11

(o) E=)
R y=]
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E#Z 5- G2 ot A0 ifE soC ¥ FHEHLE g/9/E SOC 7=Af. MedDRA 23.0
HE Z1Z2| Of Al

MNeoplasms benign, mal

Total No. of Reports:
(Denominator)

Nervous system disorders 3%
Eye disorders 42 %
Ear and labyrinth disorders || 0.8 %
Cardiac disorders 5.3 %
Vascular disorders 4%
Respiratory, thoracic and mediastinal disorders TE%
Gastrointestingl disorders 23.2 %
Skin and subcutaneous tissue disorders 10.1 %
Musculoskeletal and connective tissue disorders 8.2 %
Renal and urinary disorders 1%
Pregnancy, puerperiom and perinatal conditions | 0.8 %
Reproductive system and breast disorders 1%
305 %

General disorders and administration site conditions

22%
0.3%
0.3%

1%

6.4 %

Infiections and infestabions

sgnant and unspecified (incl cysts and polyps)
Blood and lymphatic system disorders
mmune system disorders

Metabolism and nutrition disorders
Psychiatric disorders

rvestigations

Injury. poisoning and procedural complications 4.5 %

Surgical and medical procedures

Social circumstances B.4%

MedDRA V14.0

Number of reports (percentage) with one or more reaction terms
in the 50C(s) abowe

357

£H#6-defE

HA| GIA] (EAF SOCE Hl &)
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Author
Figure 2 16NOV2005
Relative frequency of events per primary [1] and per secondary [2] SOC

1

Surg|1
Vasc|2

TONUNRWEO0000000 =0 WO RN OOW=W=00 =N
HNONORRSUROOWONSOORNOSUNIHHENONWHAGD =

0 5 10 15
Relative frequency of any event (%)

E7 7 J2)T HA oA (A} B O/AF SOCE HlE)



Number of
Reactions®
Number of All | Reactions® where
SRR LR B Reactions™ (% of total) |outcome of AR
report was
fatal
Gastrointestinal disorders 1 1.92 % 0
General disorders and administration site conditions 10 1923 % 0
Hepatobiliary disorders 2 385% 0
Immune system disorders 1 1.92 % 0
Infections and infestations 1 1.92 % 0
Investigations 7 13.46 % 0
Metabolism and nutrition disorders 1 1.92 % 0
Musculoskeletal and connective fissue disorders 1 1.92 % 0
Nervous system disorders 10 19.23 % 0
Psychiatric disorders 10 19.23 % 0
Renal and urinary disorders 2 385% 0
Respiratory, thoracic and mediastinal disorders 2 385% 0
Skin and subcutaneous tissue disorders 4 7.69 % 0
Total Number of Reactions: 52 100,00 % 0
— — o
=7 8- # F4 OfA (ZAF SOCE ElE)
Nervous system disorders
Skin and subcutaneous tissue disorders
Psychiatric disorders
General disorders and administration site conditions
Gastrointestinal disorders
Investigations
Injury, poisoning and procedural complications
Reproductive system and breast disorders
Ear and labyrinth disorders
a Musculoskeletal and connective tissue disorders
o] )
O Eye disorders
% Cardiac disorders
o Vascular disorders
e} Immune system disorders
% Respiratory, thoracic and mediastinal disorders
> Renal and urinary disorders
U>)’ Blood and lymphatic system disorders
Metabolism and nutrition disorders
Infections and infestations
Hepatobiliary disorders
Endocrine disorders
Neoplasms benign, malignant and unspecified
Social circumstances
Surgical and medical procedures
Pregnancy, puerperium and perinatal conditions
Congenital, familial and genetic disorders
0 500 1000 1500 2000 2500 3000

Number of Reports

£ 92— WOE H S YT YIEY)E 2HAY BN #5 YT Yoyt
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System Organ Class

Skin and subcutaneous tissue disorders
Nenwus system disorders

Psychiatric disorders

Gastrointestinal disorders

General disorders and administration site [—
Immune system disorders

Cardiac disorders

Musculoskeletal and connective tissue disorders
Respiratory, thoracic and mediastinal disorders
Eye disorders

Investigations

Vascular disorders

Ear and labyrinth disorders

Reproductive system and breast disorders
Injury, poisoning and procedural complications
Metabolism and nutrition disorders

Renal and urinary disorders

Infections and infestations

Blood and lymphatic system disorders
Pregnancy, puerperium and perinatal conditions
Hepatobiliary disorders

Social circumstances

Neoplasms benign, malignant and unspecified
Endocrine disorders

Congenital, familial and genetic disorders
Surgical and medical procedures

0 2000 4000 6000 8000 10000 12000 14000 16000
Number of Reports

£ 9b - WOZ F Gy §IF YLYMEE LTS B DN 5, OfYF S
4)2 o|F FNAS BN #F LI )

43




Most Frequent On-Therapy Adverse Events
FTs sorted by relative risk
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SOC /nfections and infestations

Primary SOC Analysis

25 mg Placebo
Adverse Event (MedDRA v23.0) MyDrug (N=15)
(N=44)

SOC /Infections and infestations 14 (31.8%) 4 (26.7%)
PT Upper respiratory tract infection 5 2
PT Sinusitis 3 0
PT Urinary tract infection 2 1
PT Ear infection 2 0
PT Viral infection 2 0
PT Bronchitis 1 0
PT /Influenza 1 0
PT Localised infection 0 1
PT Lower respiratory tract infection 1 0
PT Pneumonia 1 0
PT Tooth abscess 1 0

MedDRA 23.0 ™ 7|F=2| 0| A|
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Secondary SOC Analysis (same data as above)

Adverse Event (MedDRA v23.0)

25 mg
MyDrug
(N=44)

Placebo
(N=15)

SOC Respiratory, thoracic and mediastinal disorders

PT Upper respiratory tract infection

PT Sinusitis

PT Bronchitis

PT /nfluenza

PT Lower respiratory tract infection

PT Pneumonia

O | O |0 |0 |OoO |

SOC /Infections and infestations

PT Viral infection

PT Localised infection

SOC Renal and urinary disorders

PT Urinary tract infection

SOC £ar and labyrinth disorders

PT Ear infection

SOC Gastrointestinal disorders

PT Tooth abscess

MedDRA 23.0 & 7|=2| Of|A|

ZH 11 - ZZ3248E YA X O/ SOC &=
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Asthma/bronchospasm (SMQ) Cases — Narrow Search
(since 1-JAN-2008)

MedDRA_PT REPORT_VERBATIM DATE_CREATED
Asthma Asthma attack 01-APR-
Asthma Severe asthma
10-JUN-2008
Asthma exercise induced  Asthma when exercising 30-MAY-2008
Bronchospasm Spasms, bronchial 12-AUG-
Bronchospasm Bronchoconstriction 03-JUL-
Bronchial hyperreactivity ~ Airways hyperreactive 20-SEP-
Bronchial hyperreactivity Reactive airways disease 21-JUN-2008

Asthma/bronchospasm (SMQ) Cases — Broad Search
(since 1-JAN-2008)

MedDRA_PT REPORT_VERBATIM DATE_CREATED
Allergic respiratory disease Respiratory (allergy) disorder
18-FEB-2008
Asthma Asthma attack 01-APR-
Asthma Severe asthma
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10-JUN-2008

Asthma exercise induced
Bronchial obstruction
Bronchial obstruction

Bronchospasm

Bronchospasm

Bronchial hyperreactivity

Bronchial hyperreactivity

Obstructive airways disorder

Obstructive airways disorder

20-APR-2008
Wheezing

Wheezing
Wheezing
Wheezing

Asthma when exercising 30-MAY-2008
Bronchial obstruct. 16-JAN-2008
Bronchus obstruction 14-MAR-2008
Spasms, bronchial 12-AUG-
Bronchoconstriction 03-JUL-
Airways hyperreactive 20-SEP-
Reactive airways disease 21-JUN-2008
Obstructive airways disorder 29-JUL-

Obstructed airways dis.

Wheeze 16-FEB-
Wheezes 02-MAR-2008
Wheezing 28-SEP-2008
Wheezing (acute) 06-APR-2008

£ 12 - SMQ & M(Narrow) & 2F&(Broad) &4 Zf
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