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HLGT Z'& AL &% (Cardiac arrhythmia)
HLT &/& &= &t0f(Cardiac conduction disorders)
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HLT Y& & 2FY I Y E X (Ventricular arrhythmias and cardiac
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PT &2 0/4/(Blood pressure abnormal)
PT &2f Z/2(Blood pressure decreased)
PT &2f &7f(Blood pressure increased)

PT £82f Z&Blood pressure measurement)
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HLGT #Z4 &9 ZEf(Epidermal and dermal conditions)

HLT =2 & & Ef(Bullous conditions)
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PT 2AE/EA-Z2 S 27 (Stevens-Johnson syndrome)

PT £4& ZI /At &3f(Toxic epidermal necrolysis)
BtEF HIEH (Exfoliative conditions)
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4ol 29, g2, 2 SHER 808 A8 YU AFEAL} oot
ot 802 HO|H7t 2EE US = UASLICE 2 U ooty JE
77t 0lE = A= Y S| 2 ROk gLt

12




st(Simple changes)zt

=3 A AFgt(Complex changes)O| 25 Zste| T ™ "X 1"0f|& Chash HZA Aretot
ZohE Lot

ol od&kS TMotst7| 2|8 MedDRA HHZ AFSHO)

MedDRA HZ At 39

Ch=3t M7 At (Simple Changes) St HZA Mg (Complex Changes)
PT =7t (ME2R /& 713) Ct= ¢4 712 7 Ee Y
7|Z PTZ7t HZE HLT B Y Mz2 1§ 80 =7+
PTE LLTE =& ot 0| 71Ee] OF 80 ¥et

7|Z PTO| HE F1= FIt £ A
LLT =7t
7|1 L7 AZEE PT HE

—

o o

=
LLTE PTE $5 M8k 0

AHE LLTE O/AFE S Z = OIAFE LLT

ANELZ HE

i

o
HIZZ Al &4 NS &= M, £3| &4 &2 What's New) =
StL|CE MSSO 3 JMOE AFE X7} MedDRA B 7H B4 AtehS H| gt




£ MSLoh HE 2MMSSO R IMO X )= O Bt Bl wdto] A4 B{H

MedDRAS| BE HZ A2 BF EESD Qe AZYEAEE MedDRAZL A2 HIZE

Z ot XS E LT MSSO= MedDRA HE &4 & F1(MedDRA Version Analysis Tool,

MVAT)E X S5t0] HAE|X| %42 & MedDRA H{HS Zatst Qo|o] & HH 7F B A}

20| 0|X|= SES & st o8 &= QAE% YLCHE Mo B 5 MM 6.1 R
).

=
MedDRA &0 {1&: 12 Afgt2M 2| M4d 411 £

A
M
H

—

1 2 M3sfoF BLICt HlojE 2
=3 0f fLict,

MedDRAS| #HZO| Afzf 2 BI=S et 7|E HO|H2| HO|H HM HZY 3 21t
9|5

of gets 0j& &= ALt= ol 72

Ofl Al

I
rad

HE Argo| OjX|= 8 - PT2| =& 5t 0|5

PT Z/Z ZZ&/(Fractured ischium) & MedDRA 22.1 HHMZ AtE3d 7HLst F2|of =gt
|0 AR/ULCE O H2[E 23.0 HELE T YT HIO|HE A8 AdME 42, o2t
AMElE PT =0 HME|X| &=Lt O|= PT &8 S &(Fractured ischium)O| LLTE

T ot & PT Z8F Z & (Pelvic fracture) Ot O] HZAEZ|A7| WH-2O|CE.

T3 Ex

MedDRA 22.1 & 23.0 HHA 7|Z=2| 0| A|

Ofl Al

i3
[gal

HZE Atdo| Ojx|= g - LAt sOC HiHe| HE

PT E24 PIX] &EOf(Vascular cognitive impairment)= MedDRA 22 1TH T 0| A SOC 2
& 4 Fo7t LA SOCE, SOC & 4184 H0f % SOC & &2 &0t Okt
SOCE HZAE|0] AURALCE 23.0 HHEOME LA SOC HIHO| SOC & A& A Eof=
MG LAY, O|Xt SOCE SOC && &4/ &of X SOC & g2 &Hoj2 HAEACH &
X} SOC HIOIE ZE0|M, PT &&4 2IX 0= SOC 2F &A1 ZOfol| A "LIEILEX]
®S" Ao|C.
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MedDRA 22.1 Bl 230 T 7|F9| 0| A|

HE|E Aot AF8E 80l Hel7t Hdkl= HO|H2t =23t MedDRA H{ 0|0
OF gfL|ct. 7|20 et akA H0|H&= & 7§ 0|42 MedDRA BTl ez A E |0 /U=
L7t ASLLCH Bt 22 BTl MedDRAZ 2 E H2[0l= ME2 80{7F Lot

UAS £k JASLCH Z 7|2 HE 22| 2oy el ol2{st MZ22 &0{= O|F f
O|HO| EXSIX| g2 == USH, StTot 2 Atz O|0{H = UASLICL

O] MedDRA H{TH o = A EE AMOE S0, 0|0] S2E Ao AlE2 O[T AHEE
A0 = 0|2 B2l MedDRAOIA 2 &l HIO|HE Z§dts 82 AXd 29
(Integrated safety summary, 1SS)2| 2= 28 HO|HE A HSHA| & =& JASL|C} 7|
2| A|AEO MY E HEIE MER HIOIE0]| AFESHY| Fof| HETH BT 2| MedDRAZ
2 O|O| E s{of gtLCt.

7| 2o A2 22 MedDRA H{T X2| 2Hof Cist ZAHL2 2 2A Q| He|7} O LT}

Ol Ol E{H{| O] A0 [}2f M2 CHE MedDRA Mo 2 AT &l Cho| 24 AlE H|O|E 7t
ZoE| US == JASLICL Ol= s HIOIH(GIE S0, ISSUIM)e| TA O d&e= |
H = ASUCH L Al S A[E = Hjo[E ol T 2| S40] TS o XtMT W&
MedDRA EALO|EO| U= MedDRA & At E EZSHAIZ| HIELICHES, M4 6.1 &

=
HIOIE) ZAS Y AlE CIO|ES] ROFTH 24, o2 ZAl, o/ O et 2o U 7
e oSt M2 9lo) SWELICE GlOIE ZA Al A ElS 24 HE, Wy U 2R
53 g0 o2t Fapy 4 AL

ZEN QI Co|E AM B2 otefl AEO 5oz Leof JSLICH

—
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3.2 oH/d ==otYUo| 7He HA|

| oI g Z2otol MA| 582 Chgi 2Ltk

B3 olStE Ao BYHOE BR0| YUk BOJO| EHS HH AN 4 UE WAO
2 GIO|E{Z RIAISHOF BLICk 8012 FH| B2 MAILE HO|E Do 7| ¥t 20|
(o]

uot SAX ZZ - El'o_é_l' WEHO| ASLIEHFEF, 44 6.12] ICH E2E:

AAMo 2 BEE M UA2 MedDRAS| sOCet PTO| s Edst= 7|27 (Body System) &
= 7| ZHA T2 F(System Organ Class)?t CHE 80| 2 E1|0|E1§ HA|SH= Z4QLc}
MedDRA2| 1Rt EH(CHHM, MEHY)2E QI8 PT-SOC & A2 HO|H £ 55
of w2} CHE ol £3 WY& S0], 0|Xt SOCE £, & &O{[HLT, HLGT]E O]
8% BEAl ) FII6H0F & == ASLCE E =0, o2f EDMO|M FALSH ot
SENZ ENE FL, of2jet 20| LtEtE = _ASL T

o Ol2] 7}X| C+E PT (Z0t2] & 54)
e HEIE &

e [L}E SOC
AEXIZE AZAEH O 2 Of| 4SHK| 23 SOC(KE &0, SOC & &of X S0 22/ HEY
SOC g4, Atz B FAZ AE SOC 24 &= Y Alz BI85, SOC &9 % 7/4F

Z'3). ofell ®O| OlA|E HESHUAIL.

SOoC M/ Fof X Fof P/ FEE LAE, sOC ZFF A& FOfE O|AX2 St= PT

PT &2 E&Z (Chest discomfort)
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 HA &of X £0] 29/ HEfE KR, SOC ZE 4& BOfS O|AIZ 3t PT

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

PT &/ Af(Cardiac death)

MedDRA 23.0 T 7|Z=9| 0| A|
3.2.1 YXt 7| A CHERYE e

ojgiet Jige &= 24 A 2s fI¢ HOlH HAMel X A= dFE L

Q8% 4 YsLch A5 727} °”71| EASIE 39, BHAELE HLGT £5 HIT £E0
N stolg + gLtk 272 HO[EAQ| 32, Yk SOCH BAIUOR FET 4 3

o = A ZTHOI A= MeISHA| &

o TH| HIO|HE MedDRA A HE FROIAM HA|

HLGT, HLT & PTE ZE&tst 2%} socof 2lst HIO|E A= BEEXNQ EE (Y AlY U
AEH = HOlH) & +8 QAT = HIO[H)0M AHEE = JASLICE 2t2
Alg 81 AT = 0| E|) EESH YK SOC PTZ HMAI” = JAELICH =
Xt SOC & PTRH ALESH BAI7} R8Y = USLICEL 2 HO[HAQ|
aF 80 (HLGT & HL)O| 2l & HiEt &St = QELCH &

Of| Al I LICE.

O

H
N
rir

AO|L} X M A2 Ktolof A 8I0] SOC =M E Lty UA 57| *I5t = /EHe=
2ol =l SOC &= AM(Internationally Agreed Order of SOCs)7} i E| Q& LICE 0] SOC &=A
= AR/AE ETMOA 2t soco| ATiEQel 28 7|82 ZYE|ULLICHMedDRA
Y& 7t0|= B MedDRA ASCII It EZX). ZHH2 2 Hol& =M= S =
SPC(Summary of Product Characteristics) 7t0|E2tQ11 22 &8 X 7|50 HE8E =+
AZLICL HO|HE SR/t 7[& 4o HIo|H MA|E fITt SOC =M & gelsiof L
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MSSOZt M &dt= B3

=] =
Analysis) 7| 5= M-S0l M Znt/H el (search/research bin) f-E
EC # 80 52| O|Xt SOCE ol += UL ZF LT} of2st
Xo| 7|s& AHE5H, S8t =Y §l0|= ZhEtor AmgE AIE
Ao 2 O[Xf soC HiE §EE WY &= UASLICH

T 7& 4 (Hierarchy

Of| A
UKt 3! O|X} SOC SIXI0|M PT S & Z2 324
soC & =« &of
HLGT A/ &tof
HLT A/2t &= &of
PT A/Zt WA} &2
PT A/&1ZE 21 (LA sOC 2lX])
PT A/AIZ ZHof (XX} sOC 2X])
PT A/4/E %Z (X SOC 2%|)
PT S A/AME FZ (ZX} SOC SIX])
PT A/Zt /& |/
PT A/Zt &= &of
7702 PTS 37= SOC ZHE A Z A Zof7 LKt soc &
MedDRA 23.0 {7 7|F=2| Of|A|
> OlI—I
Chxd ¢4 HEE 08 80{0 2842 S AIZLICE O] HHH2 MM 3210 LIE
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of 28 2= 807t ZeEX| = = ASLIEL
o PTE A H O|A} SOCE 2F EA|St= O dE2 #HO|&/MeH e 5 &
A2 0|ofF # A& LICE
MM 4. BE M0 F5(SMQ)

BZ HAMO| 22 (Standardised MedDRA Queries, SMQ)2 Ot H|O|E{ Q] Al I Z{AH
7] et FHo = JWLE|USLICH

—lO

SMQ= 200332 E MAA QL A E=S EF ESH= X 2et7 |3z
(Organizations of Medical Sciences, CIOMS)2t ICHMSSO % JMO Z8h7t 3522 7
FA

SIASLICE SMQe d2l&l 2|ty g = 2ty Z oot &t ofLt 0| g2 SOCZE R

Bo| 80 A5 YLICE ZetEl 80l ooty HE = 2 20kt F2d0ol A= =,
S UE, 3=, UM FAr 24, 2d W 7| deloty FALHolH S 230 /U
=L

2020 CIOMS SMQ & A&2 7H% mo|=etelof OrX|EF SMQE 2+d35te, 2&E0| 7i
2ot SMQR| T =& 107707+ &I }SLICEH MedDRA 23.1 {2 COVID-19(SMQ)E Al
O 2, MedDRA MSSO& O Al T2 X AA Q] ZH ME7tet =S ER0
2 ME2 SMQ FH| /|Yst= A2 gL

AFEXHE SMQE ME317| HO| O sMQQ| HeIE 20| Oslistn Yna|E U 7HE K|
SO AM ZIMS MHS| HESL7| Qs £ F40 EEZ(5MQ) &2 7/0/EE % X|8|0f
gt Ct.

42 SMQO|H

MedDRAE 7|dIo 2 ¢t B E 2|9t OHXIZHX|Z, SMQ A2 At O|O|E{H|0|A Q] E4,

HloEf et &, 2 3 Sl MedDRA H{7T 22|S Zefeh HO[H M0 J&s F=
27K 2ols € A OF ZLCEH AbMIeH Argt2 M4 315 EZOHA|7| HHELCL
» SMQ O|F0o|= C+30| =& Ltk
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. ABE WA THsT AN 23
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H O 3EE 5L
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S

122 MSSO2t JMOO]| ofsf FX| Z2|=|H, sHE MedDRA HIHO| U= E0E L
USLICE AHESHE SMQL| M2 AA T A H|O|E{ 2] MedDRA H{ 1 2h&F Y X|3H

FghL|Ct,
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4 qdof tist o XpM$H 4 H-2 MedDRA “Change Request
MM 6.1 BER)E EXRSHAIZ| HEELICH 2 ME2R BTl HF A

|4 HE (What's New)” M0 2|0 ASLICEH (& HE
Atgh2 ASCII T | “Term_addition_version” % “Term_last_modified_version” ZE0{| X
e[ ASL|Ch

0ok
rlo
N
<
D
o
(@]
po)
>
F A
i
o
BT

SMQZ2| MedDRA H{ X1} ZAA CHAHQl R ESHE H|O|E o] H{E 0| LX|S}K| UOH Of Atst

X| 2ot ZOE Zejg = JeoZ2 HHE2 sUG|0ofF eLICE o E =0, 0| MedDRA

H &2 SMQZ} %Al H{X 2| MedDRAZ AT =l OO|E{0 ML= Z2, 0| SMQO| =
a 7

2EX E2 U2 2 & Ho[HE AMEX| EsLUCH

LS

Ofl Al

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

PT 2 =2F &K & 25 8 (Hormone receptor positive breast cancer)2 MedDRA

23.0 HTOM SMQ Y& FE&F S (Breast malignant tumours)d| F7+E[ AL} O PTE
ESHSHA] Q= SMQL| 22.1 A2 AHESIH, MedDRA 23.0 T2 AH&St= | O| E{ Hj
O|A0A O] 802 ALY El AYE AKX ZotA =Lt

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

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

CHE E0{T(GIE =01, COSTART)MA 2E & H|0|H & Hetst= SMQ2
Zutof| Fers DIE L M3 212 L0/ el g2 0] OjA[E Fge BROIAL.

47 SMQHZE 9H

SMQQe| S 8ME JM38L7| {8l AFRAH= MSSO 3 MO0 B4 @E 2 N=8| FTA|7|

HRZFLICH ME= B4 20| ciot Ed (X HAESH H0|H)S BtEA| M|3dloF gL
UHIM Ol MedDRA HZA Q@& HC} SMQ B4 QFE TIISI=0| o B2 Al

=
0] 2% & UASLIL
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48 SMQAE =4

MSSO Eet X (B3 E, &, ZHEY EE2tX)0A sMQe| LiEE 2Lt AT &+
=13 o
=

on, =3 SMQRl MB(HO) L N B LYSTH 22 FIHHO MN FEE 28 4 9
SUCHL HASE U # H2teX0ls ASAPYH 2T © HOIHE Y2E 511 SMQE &

2 SH A o] SMQ

o = )Y Gy ‘E‘&! 7|60| (/?/I\ELIEI'-

2E SMQe| B0 E At AZYEAIEE MSSO U JMO EALO|EO|Af M HE{Z C}
L2C 2 £ QUSLICHEE, MM 61 &X). AF A= O] AT EAEN A SMQ &0
E Ao =72 WS = JASLICE sMQ & ohY AFY HE £ ZH MedDRA H{ ™ Of A
M-S Zl= "“MedDRA HiZE It HA 2A"0 M =QIg = ASLICE

49 SMQHEHE2

SMQE MedDRAS| &

o =
IT i e
BHUE BE 8018 M¥E 4 Qe

MEXtE 24 0|18 7hs¢ SMQ =585 dESHY ol &0 HE 715 sMQ7t %
X 2ol HOF LICE O SMQ7t H& 7f

ot SMQE 2E = E1|0IE101I 8ot 2, g= H7[E 2o &0 sl H4 2k,
. AM SHU == H|0|HE EItot7|of SEoHA| B
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T MedDRA & ALO| E (http://www.meddra.org/)Ofl Al &olgt 4= Q]

MedDRA H|O|E ZAA Sl MA[l: 0] Atgt 2M (MO EAOIENME XS:
www.pmrj.jp/jmo/)

MedDRA &0 MEH: ] Atgt @9F HH

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

MedDRA 113{ Atgt S Z2AM MO AO|ENME M-S www.pmrjjp/jmo/)
MedDRA & 7I0|E

HE AMO 2E(SMQ) Y& 7t0o|E

MedDRA H1Z4 X HE A

MedDRA & E2t2X *

MedDRA ZHY Ht2 X *

MedDRA H|A3E HEIRX

MedDRA H{H ETMUAEE HHEOA ZE HZF Abg L) *

MedDRA H{F 4 E74(E&= & B HQ 7h5) *

MedDRA 2 & Atg 2 A

CtE MedDRA HT T2k UX}

SMQ ALY EA|E *

SMQE X|Jste AIAH” B 55

-

HM=38l2{H MedDRA ID & H|ZHs ZQ

ofaf 2

EME ICH #ALO|E(www.ich.org)il Al =Holgt 2~ QA& LT

ICH E2E: Pharmacovigilance Planning

otz 2 ME= CIOMS EALO| E (www.cioms.ch)Of| Al &tolgt 4= Q& LTt

Development and Rational Use of Standardised MedDRA Queries (SMQs):
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)

L H 2 - RAIBF O/3IE AtEY

= Fc/

= Lo

of =04 &0 SOC"S| 02 MedDRA &0/7f AIEE

= OI& #E GAF Z3fE SOC 84 ZAF0) 215 MedDRA 23.0 H{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 {0 A Fractured
(no longer a PT) | ischium PTRILLY, 23.0 HIT Ol A
Pelvic fracture 5 20 LLTE & sfe Hg=0f PT

Pelvic fracture Ot2 £ O| SIS

ZH 3 - MedDRA HIF HE Atgto) HE Fef - pTo =&

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 B — OfA|. C}&& 21 PTE QX5 O] ZHOA

= ZAFSOCEF #HA[B} 11

(o) E=)
R y=]
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Infiections and infestabions 22%
MNeoplasms benign, malignant and unspecified (incl cysts and polyps) | 0.3 %
Blood and lymphatic system disorders | 0.3 %
mmune systern disonders 1%
Metabolism and nutrition disorders g4%
Psychiatric disorders 68.1 %
Nervous system disorders 3%
Eye disorders 42 %
Ear and labyrinth disorders || 0.8 %
Cardiac disorders 53%
Vascular disorders 4%
Respiratory, thoracic and mediastinal disorders TE%
Gasirointestinal disorders 232 %
Skin and subcutaneous fissue disorders 10.1 %
Musculoskeletal and connective tissue disorders 82%
Renal and urinary disorders 1%
Pregnancy, puerperiom and perinatal conditions | 0.8 %
Reproductive system and breast disorders 1%
General disorders and administration site conditions 05 %
rvestigations
Injury. poisoning and procedural complications 4.5 %
Surgical and medical procedures
Social circurnstances B.4%
MedDRA V14.0
Total No. nfRE_p-ans: 357 Number of reports [petcentage} with one or more reaction terms
(Denominator) in the S0OC(s) abowve

ZHH 6 - dof=E HA OA (ZAF SOCE EIE)
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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 J2fT HA oA (LA} 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 Eye disorders
c Cardiac disorders
% Vascular disorders
o Immune system disorders
g Respiratory, thoracic and mediastinal disorders
® Renal and urinary disorders
,? Blood and lymphatic systemdisorders
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 - WOZ § Yrfo T YLTEYE £HITIS Bk £5, 04T Syt
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System Organ Class

Skin and subcutaneous tissue disorders
Nerwus 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

£ 9 - WOE E Sy HIF S LAY ik 5 OfYE Syt
M)e ofZ FMAI Hik +5 LIEHLITEE)
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Most Frequent On-Therapy Adverse Events
FTs sorted by relative risk

®  Placgho * Drugx
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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 /nfluenza 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|=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 |O0O |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|Z=9| 0| A|

EH# 17 - Z2 2 E YA & O/XF sOC £
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069
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2008
063

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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060
016
039
091
2008
074
2008
100
2008
069
088
2008
049

022
2008
031
106
046

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 &AM(Narrow) & 2F&(Broad) &4 Z1f
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