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MH 1. 42

Medical Dictionary for Regulatory Activities(MedDRA) 0{= QIH|2|AE 0| CHD A HEE &
FOLAA L= AE L CH MedDRAE &3l RE3 & HIO|HO| Wehs Z3HEH 37| fsiM= &
NE B HF, 2E S0 oist 80f MEio L0 A0{OF gL .

— (=] 1

MedDRAE ZHQ|st 20T 2, EXI9| 80{(verbatim term)2 ™&stA 7| 2817| 3t %812
&0](Lowest Level Term, LLT)2t= 01 FHEQICMEH Q") 80 E =&t JUSLICL LLT= LE
HMoZ E 20 (Preferred Term, PT)2tX St &2 20{9 S0 L|Ct PT o H| WX XA

O|tf 1 =7} B& LIt

3

10
ot Mo

i)

MedDRAS2 20| 02 MEHQl E0{F2 HOIH Y& Al oMol BRdE EAqFXAIT, Of
Wal A

=y
N, o= dAI A 2l 22[E X[ Jst=H 2%t HolH =57 A MAl 2o g 0
=
=

r

LIC}. MedDRA2| A& &= Z Y0 AHE5t= 012 FHHL &

ot I8 80(&% &0[High Level Terms, HLT] & &%z &0{[High Level Group Terms, HLGT))

E N3E22M HOlH HAMS 80[5HA 2L|Ct MedDRAZS| CHE/d(multiaxiality, PTE = 0]+ 2
7| 2tA & F[System Organ Class, SOCIZ HiE)2 Y%t X O[Xt Z2E Sdfi HIO|E HAMo| FA

g2 =Lt 18 80 AU Ch5d2 HojE Ao A0 &2 =7 YZYH2Z AHE 7ts

O 2 oSty WEE %

=

SHAIZ, MedDRAZ2| &g WZ0l A4 Zito| X XS fIsiM= ALE XIHO| 2Lt

GIOJEl ZM U FA[- 5] AFSH(Data Retrieval and Presentation: Points to Consider, DRP:PTC)
ZME ICH?t 258 MedDRA AFEXL 2HLIA ILIEE & EXM = MedDRA 38 Hi=0j St3=0f OiA
78’8 (MedDRA 23.0 {2 E)E|= MedDRA E& At (support documentation)O|d ICH 22| |
2|(Management Committee)7} /et &2 OE0| 7H&LSIA L, X8 25t A& C o] o
FAE2ICH Al E= & A A G tHEXA X MA A 7|7 (World Health Organization,
WHO), MedDRA §X|-#2| 7|7 (Maintenance and Support Services Organization, MSSO)2t &
22| 7|2 (Japanese Maintenance Organization, IMO)2 2 O|F0{H RUELICE (ICH HAOIE
Multidisciplinary Guidelines Ot2f M1 MedDRA TerminologyOil 7HA| &l $1xf 742 2|AE & X)

= M0 7250 e HA2 HOolH YHEE)0| &gt MedDRA &0] ME: 12 At 20
7l E AL e 8 W 7t BAHYLICE Of EME M €A X M 55 258 /P

t. MedDRA AHH|O = HMS S =7t ZHA AKX, =2
=AM B0t YA WA CIOIE ZMS EHELCH

-—

| =
HIOJEf HMat MAl 85 MESEL

l_l

’

= A0 MAIE ofAl= =Xte| O[3 E EO[5HA ot7| 2Iet A2z, fH 2S 2l0|5tX| Y&l

1=

M 6.201 “F2l=lof AL EL


https://ich.org/page/multidisciplinary-guidelines

ot A2 JE2 ICH XY, 27t2 €0{M MedDRA ALE S X|{Ist7| I8l HO|E Mo 7|2H
o A0 2HS U= 2 BEAM 22 BT (condensed version)2 LM SLICHES, MM 6.1 &
x). 0] 8% HAE2 Fof, 220 X FA DRP.PTC HY BEME HMIsts CAOE NP 2E
MedDRA AO0{0| A MSELICH O A E HA HAL= 2 EM= AL FX E7t O|FR0IK
7|20| El= 2XM(complete reference document)2 H|0|E &l L|C}.

= DRPPTC EAM 2 =X 2 HO|E A FM0| GO =32 F&hdu Latdof njxj= &= &
Yot A YLITEL O & S0, & of2 £= A= YoM = HoIH S50 A0 HE5E -0l
2 3 7to|EEtelof 7| &k

Zost 5 USUCH MedDRA &0/ ME: 12 Atg &M E£ 7|2
O] A= HO|H ¥8 SM¥E Neqslof gLt

2t 7| 20| M= & DRP:PTC A2t

2PN | St OOl M 3 =3 Mk gty 9l 24 B3 HXE
7|2 U 7}0|ERIQIC 2 BN SISIEE HASHL L}

1.2 MedDRA AI2 0|§

1 IS /0l SALE(AR/AE) 8015 ME = FAF ENdh=
AFSELICE MedDRAS| FEE HINE S0/Z OBtH Oz Rol0jst 1ESE TH56H 5t0f O
S HlOIEIS AW BMY + UEE FUCH £, MedDRAS AFE5H0] AR/AE HOJE/E 22
M(E, Aol B2 S)0) LIZISID AR AR/AES] HIZE ZAIStD | E HS5, U4t AL, ¥
U AE| WEEHD 22 B OO[HE AT L 2HY + UsLT

g & 2= Ho|H0 HEE[0, LA E HOo[H =

3
F10 UL = —E—HE HE Arefl 22, 2tAY, ofsty F7t AN YR O0|AM 2] MedDRA

AI- —_ -

MedDRA 801E ROl AFEOl B3 S 7ho|Eatelo] Tete|of K| &¢7| WO 0 227 Af
& 2Af= BE MedDRA AFBXIE 7| 9I8t SHO =2 HNEUELICL £ 2AE QBtHoR 9
O] Qe Y4 TIOJE{o] ZHE I 242 918 HOIE 24 L FAIS 93 MedDRA YBE ALES

He{ots ZYAIE NSLICH

2 B M= MedDRAS| EXS MYSID, MedDRAL| X I FXI0| H|O|E =30f O|X|= Fakof
Cis 7| &3t &L 2 2M0 7IME U= oA R 82 EF M 20 270|Lt EF 0]
& =
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ElH|O| 20 EHE 22X E HEX= HSLILL 2 MM = 88 S OE & S22z, &Y
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=M= MedDRA W5 CHMSHX| Q5L AMEXAb= AP0 MedDRAS| 71 & Lj
X|AS 7bX| 2 QUO{of BHL|CE XA O] MedDRAAIE S 8l MedDRA 2/2 7F0/=, #F Z40l 2
Z25MQ) &2 JF0/EEE, MM 6.1 BX) U MedDRA &0/ ME- 171 Afgt 2 ME £tnd|jof gL
c}.

£ DRP:PTC A0 CHot HO| EE& 2|740| Y2 MSSO P = HATZE FOISHMAIL.

e

ot AFE A= CIOMS E 1M "Development and Rational Use of Standardised MedDRA Queries
(SMQs): Retrieving Adverse Drug Reactions with MedDRA"O| A 7 ZHA| ZE 0 A2 SMQQ| &
A QI MESH ALE0| ot =7t HEE S 5= USLICL "Red Book"2 2 Y24 Zl O] E1MQ| H|2
TH2016)01 CHet XEMISH L2 CIOMS BAO|ES FdHYAIL. F5, M 6.1 3 8 H1 Xt
2 Ex


mailto:mssohelp@meddra.org?subject=PTC

2.1 2AA GojEel EFH

DEHo| Hlolg £32 BnE o FEo| B0 YT HUY 80| M2 S RA Y 7
SeHLCH 2t 7| oA S HOlE BRE RSHOR ZSefot BhLch HlolE B 2= MedDRA
S0/ 495 72/ 42 SMOIE CHELICH 3P0l Fus HolE S0l 23t Ao X5 S =g

I Q= MedDRA 112 At &8E FA{(MedDRA Points to Consider Companion Document)2| A
2

£ TTOHAI7| B LICHEE, M4 6.1).

2.1.1 GHIO|E Ha g At

HOIEE CHE 802 ZHFH MedDRAZ Hetst= O AFEEl= LH O T £3] R3O0k &L
Ch AMEE ROl A4 SL MA| M=o degs 0jE & ASLICL

> Y1 -HOHE 7|E 2Y & 800 MedDRAZ Hzt

. ZIE 1P B0EO So0|M2 By
=
I

e MedDRAS| § &2 50[|d0| XH3dl= O|HE2 €2 = 8l3
Ol Al
HNE HE 712 39 & 89 MedDRA £0f
Q& 5™ (Gastrointestinal 2| &2t 2ol (Gastrointestinal &2 Fof
ischaemia) Disorder) (Gastrointestinal disorder)
> B 2 _HO|HE | E10=l 80{(verbatim terms) A MedDRA 02 Hzt
Ol Al
HOE ™My 712 3 © 89 MedDRA £0f
. QI3 oY
Q| &2 5= (Gastrointestinal 2| &2H & Ol(Gastrointestinal . .
] ) ] (Gastrointestinal
ischaemia) Disorder) . )
ischaemia)

HlOJEf Het &M, ALEEl MedDRA HIT FEL 8/ AFEE HIOIH gt WS 2ASsH0F gL
C}.
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oju
i

ofo
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i

]
gl

HLTQt HLGT =& H|0|H

FL|C.

prirey
od

A

oAl

3 M B P Y (Cardiac Arrhythmias)

HLGT & &/E& % Cardiac arrhythmia)

HLT &/ & &&= &'Of(Cardiac conduction disorders)

&0l NEC(Rate and rhythm disorders NEC)

HLT & &/ &E 2& Y Supraventricular arrhythmias)

! &/ & X (Ventricular arrhythmias and cardliac arrest)

o
=x

MedDRA 23.0 {7 7|F= 9| O A|
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HLT & A/& NEC(E S ZEl)(Vascular tests NEC (incl blood pressure))
PT &2t 0/&/(Blood pressure abnormal)
PT &2t 2/ (Blood pressure decreased)
PT &2t &7}(Blood pressure increased)

PT &2t Z& (Blood pressure measurement)

g 7t W 240 2ot 80 25 SHLEL| HLTOM DE%tk[0 L2, Of HLTO|= TS g,
A& So| pTE ZEE|0 Yoo 2 Fo|sjjof sirt.

MedDRA 23.0 HH™ 7|&=2| O A|

2.5.2 ME’d(granularity)

MedDRA PT= CHE E0{ TS| FAF 0{0f HISH & HHCMEH)YLCE =& 10M CHE &0
oM T JHEe 2 A F/UT 8017 MedDRAOIA of2| 7§o| PTE2 ZRY & OAIE 2N F
C}.

L

CHE 010N T 8012 B3Y = A= & M E = 0142 MedDRA PTZ LIEHE £ &
LICE ol2{et Ol MOt EE B0 OX|= MY dets FF0o| FO{0F ghLCt.

2.5.3 Cix/d(multiaxiality)

=F YHOIE 20, 8 8 == A 7|2 B)22 AFSStE DS 7HsotA gHEL 4 PT
= otLtel YA SOC7t FollM A2, O @ 2= SOC Big2 "O|At2ta ghL|Ch. YXt SOCZt StLt
oH A7 2N ZE SOCE ALY HIOIHE 28Y I = TAIZt =X @EELICH pTot 2B &
HE SOC7t O|Xt2 MedDRAO HZE|O RUX| H& & ASLCL SHAIT HE 2F EAE S
Mt E= +EE SOC HiF0| 7Hs Lt

=

Ct=-gO0IZE PTZ7L & 0|42l soCH EX &= ASE 2A0[LLICE Ol 807t et oz XA
=

2531 92X} socC Hi™ &

LKt SOC HHE F&2 MedDRA 22 7F0/E0| 7|=&| J}SLICH O] A2 80{2| MedDRA Li
X E 2788t SOCHE HIO|E BEAI0] ek2 FLICE O|2{t AAloM= E7F Qlat™ Efo 2t
=l 8017t & 0|42 SOCO| &g = Y22, AtEXt= H|O|HE ZtutsHX| R =& 2E MedDRA

soce| gt = S LHE0f s & &1 RAojoF Lt




o /¥ LA soc & Ol Al a3
MES BE MMY o 8ol PT MM B 20 0| 80{9| O|X} sOCe &
SOC M&E 714 X 2% | (Congenital absence of bile A 22| soco|ct
& EOfE LA SOCE 3t | ducts)= SOC XA, 7HZ4
ALt & REE Fofg LAt SOC
2 5t3, SOC ZHEE EofE
O| X} SOCZ tC}
MEE | 22 98 2 &8 MdE(E PT /2 2/(Skin cancer)2 HZ(cyst) X EF(polyp)
S A 8F M2l 80l= SOC | SOC &4, g X &4 £5 | &0l= O A 2f 0f20|LC}.
&y Y XYM EFo | o HYEEE X EE £ | 5 A 8F2 X soC=
MELE Y EE ZHS Y | S LA SOCE 8ta, SOC Z/ | "3l 22" SOCOo|O, O] Xt
X} SOCZ 3t Lt 2 A Oj3f =& FOofE O|Xt | SOCE SOC &4, oy &
SOCZ stCt A B Zo) MYEHE U
& Zg)o|ct.
agd ZE 4dd Zoj 8ol PT ZZ& 2 & HE F O] 80{2| O|X} SOC= "&
SOC &g % 7/H4F Z2 32 (Enterocolitis infectious)& & 22" sOCo|Ct
Xt socz st ULt SOC &g 2 7/4F & 32
2%t SOCZ st1l soC &
2/&E &0fE Ol SOC=
StC}
OfFF PTZF @l Ml 7i2] SOC & = O|&tdt HAZEO UCHH, ChZel =S HESH0] X SOC
£ A8y

o SOC MAY =& U QX Xof

. SOC Y& Y& U M EF HYE(LEF U 8F

0
l

e SOC &I X IHEF &<

2532 H|C=4d soC

CH2 Ml 7§29l socol £3t= 80&2 ChEd 40| &L Ch
SOC 24 ZAf
SOC &/t & LfifX Al=

SOC Atz 2+g




CHs 40 oZSho] T4 Thato] BE §0i2 ROHS 20| B7H53D 0123t AFM2 F2| &
A

O Al
HICHS A soc7t HIO|E| Halof ojxs Ha
HIO[EIHIO| AC M HATH ZAS AL £E HOAS ZAME 1), SOC FY L 2= &oje| PT
= 3y = Ho|EE 31X 2N fjdom s

HICtS’d sOC 0|2 3 E HIO|E{E 12{5IX| o, dam ZAATo| A0 2He

QUCE.

IO EHSHFZO|, Al Z1tof 2ot E0{& SOC &4 ZAN
=M AZ0| 2I&LICH MedDRAZ T g =l GO|O|E{ o] E Y O|O|H

o|5tofof BfLLh.

on, 23 ooty JEjetol ot
2
=

dEg Moo= ol o &

JHJ §°

o Al

SOC & ZAR| HAL Aut 20

n

C

HIO[E{H| O] A 0f| A ZF O] & Atei| HO|AE A W, SOC Z/E & &ofel T2 2T & O
O

—

—_ T o =
O[E{S A1z M CYMOR she 22 82IXQ MEHO|TE 3, SOC Y4 ZAfR| PT 2+ J)5 2
AFOI4 9 SOC 235 & LY /20| PT 2+ 041t 22 80j2 2E © HO[EE ¢

A e
A CHAROl © 4 QUCH O] PTE 25 SOC 24542 &0joll HZEI0f UK et

=

HICt5/d soC 80{2 2 £ HI0|E{ & n2{5tX| ptef, EM0| 22He + ACL

T ooty YEl2AM 2E & HOIHS FEE AHMB| EoF L

o

PdHo 2 HEHF0| A= PT7F otLte] sOC Lie| CHE &0 Holl AALE = 0l&2 SOCH (X
:

=0 ZatE[ AL M2 23 F0| ALte AS AABHA| Rote 427t AS L CHMA

10



ol Al

CHE 50 BHX|E |AHSH D) 7 HEY

—_

HLGT #1/ % X1jo & EfEpidermal and dermal condlitions)
HLT =24 ZEf(Bullous conditions)
PT AE/EA-ZFZ Z27(Stevens-Johnson syndrome)
PT £& #I A} &3f(Toxic epidermal necrolysis)
HLT ZtEF 2 Eff(Exfoliative conditions)
PT E'Ef I]2 & (Dermatitis exfoliative)
PT &4/ B8t 2 FDermatitis exfoliative generalized)
PT L/Z27] FZ(Nikolsky's sign)

PT /= EfZ/(Skin exfoliation)

MedDRA 23.0 {7 7|&=2| O A|

At S D2SHA| Bo® ST ooty Jgel H=ot A E RO HIOJE siAof dS 0|

o

<
ot

80 E O5s YLITE AHEAZL O &otA|
=L

=] L8
= = A
2 Ho|H7I RYE0f AS 5= ASLICE 2 thy 2=ty HEje| BI=of of= 7

Off Al
L& &0{(PT) Y%} soc
e =Y, = A Mz 28T
88 o gof X Fol 22 HEY

2.6 MedDRA HZ 2|

MedDRA= ¢ 23| YHO|EELICE HH "X.0"0= Tt MA At (Simple changes)it S& 5 H

—
A AFgH(Complex changes)O| & ZEHE| T HF "X 1"0f|l= Chadt B1ZA AbSgh TEHEL|CH

Zt 7| 20| M= OOl =20 O)E %
BN

8l 2 QUO{OF BFLLH.,

11



Ch=ot HA AFE(Simple Changes) SEet HE At (Complex Changes)
PT 7t (ME2 2/&HH 71 4) Ct= A4 712 It s HY
71E PT7F HAE HLT ¥ Y ME2 18 80 =7t
PTE LLTE =& ot 0|5 71ELl OF 80 He
7|1 PTO| HA P& F7 E= AA| SOC M=%t
LLT =7} MZ& soc 7}

71& LTot AZE PT HE
LLTE PTEZ & &< 0|5

AME LITE OIAFROZE = DA LITE At

Cheoh B Argat S8t Hg At 25 AM 3L HA| M2k Fek2 oL Ch AL8Xts 2
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M H7 ALRO| O|X|= Y - PTO| £F 3% 0|5
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ALE. 23.0 HHO| M= LA SOC 80| sOC & 4/ Fof2 HBE AL, 0|k SOCE SOC
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MedDRA 22.1 & 23.0 & 7|Z29| 0| A|
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& A& =0, HolE oto]d Ln2[F)nt OtE7HX| 2 L O[2e Fe J2= OfA=
M 6.201 LIEfLE QS LICE

HOILE 4% S 57 Xt AT T HO[E AMS YUSHAS HE HolE 0| A0] AR BS

=1 1 o

3.2 otH/d Z=2hiio| JQ H A

MEH Ol OPH Y ZETA0| Al SHe THa Tt 2Lk

e AR/AEQ| 2 9l

2 ooty JEjet HAH2 = 2H0| Aes 802 EHS A AN = A= A2 Ho|H

= 1 —
£ MAloHoF LT &0fel TN S5 MA|IFE GO/ otold 7| g1t 20| Just A 2 H
0 D

TR Y g0l QELICHES, MM 6.19| ICH E2E: Pharmacovigilance Planning Document &

AAtN oz BE 2 @42 MedDRAQ| SOCe} PTO| siEstE IE Al(Body System) == 7|2+
Ci2 & (System Organ Class)2t CHE 802 H|O|EH{E HAISt= AYLICH MedDRAS| 1/3%H £4
(=4, M2d)ez 28 pT-SOC 2 LA 2 Ho|H =3 ZX 0| et CHE H|0|H =3 2- (0
£ E0], O|X} SOCE &8, O.F 80{[HLT, HLGT]E O|8% HEA| §)k FIIioF & == A& LIt
OlE =01, o2 EAMOM FAMSH o|StH HEfZF HUE H2, ot et 20| LEHE 5= JUS LT

MEXZE UM 22 O §3HA| 2R SOC(GIE =01, soC M4/ &of X =0 F7 &Ef, sOC 22,
A
o

&) A T2 S SOC =&, &5 X Alz 8185, S0C 22 & 7/4& Z2). ot 29| oAl
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soc M Fof X Fof B FEfg KR, sOC ZF A& FOfE O|X= 3= PT

PT && E&Z/(Chest discomfort)

PT &&(Chest pain)

PT ZX 2&(Oedema perijpheral)

PT Z*Af(Sudden death)

PT =2 ZEZ(Localised oedema)

PT &/ & Z2I0f 9/3t EZ(Oedema due to cardiac disease)

PT &/

0%
\9
ng

X 2 Z(Peripheral oedema neonatal)

PT &/ & A}(Cardiac death)

MedDRA 23.0 HHH 7|&9| Ol A|
3.21 YXx7|HA HERE L

olgigt 7= &= =4 A2 S ?Ie HolH Aol A ChA= dFE L

— =

DE HO|HE EAISHH ZE Aty|7} ZQ1E|0 SOCEZ OO SAHE MYsE 4§ R ==
USLICH AZ =7t & BEALZE 42, 222HE HLGT E££ HLT =2 0AM =olE £+ &L
Ct A2 O Aol AL, YKt SOCE EAIRtCZ S8 £ USL|CL
> =H.
o TE A EZTHOIHE A= M LISHA| %S
e TX OIO|EE MedDRA ®H| AZE TLXO|AM HEA|
> gid
HLGT, HLT & PTE Zatoh X} SOCO| 2ot H|O|H MA|l= EEMQ EHE(Ya Al A AT = O
OlF) B! &8 QoA|E = OIO|H)0AM AHEE 5= JUSLICH 242! 2|A(ah Al S AlE = [

O[Ef) EEot Xt SOCet PTZ MAIE =+ ASHCL =5 FHO| W} LA SOC X pTEE ALETH HA
|

7t 8% = JAFUCL 2 HIO|HAO| H2, SOCet &M & 8O0{(HLGT X HLT)Ol| 2|z HA|
7b HERE RIS S QIEL|CH T H 4= 0|23t =39 oAl L|Ct

AOjLE 2XF MA 2| Xtojof 2AH Q10| SOC =ME datd A 87| #I5t0 T HE 22 ol SOC
& M(Internationally Agreed Order of SOCs)7t /& E[ A& LICt O] SOC &A= AR/AE 2 1A 0f| A
2 SOCo| MOjXol ZREE 7|Ho 2 ANME|RSLICHMedDRA Y2 70| = 5! MedDRA ASCII It
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L EHX) IMHOZ To|& =ME 0|& &0 SPC(Summary of Product Characteristics) 7tO0| =2}
lnt 22 EF A 7|s0 MEE 4= JAELICL HOIEHE 3/shs 7|2 7H0]| HIOIH MAIE gt
SOC &=AE ©Ho|s|{OF gtL|Ct

# E= dZE SO HOIHE BAISHHE 2= MES| OIB1E E8 & UASHH =7 67, A 82
Of2{gh BA[Q| Of A[RIL|CE.

T H 9a 3 9b= OffH OFA|Of CHot & 2HAF HEOA Q] HIOIHE MAISt UASLCH 2 2hxr FE
oM socet 20t €2 BN LE+OfY UASLCL ¥S O|F & YOf J2iZo| 9|5 Shoh(mHat

M2 AH[XROl BN 5 LIEH D, Of2Z StCi(EZHM)E O|R SAAIS] B2 M +& LtEtHL

o€ PTE 2o gl =22 LEIE = ASLIC

o HIOIH Z=Z2 MHH JHRE MS5t0 oS 240 oY + U= SLT 2 =

OFE mtejot=0H =&0| gLct

o 2712 HO[HMOME LA SOCE /|27t Rt R HO|E HA| JEHY 5

UgLIC
> oHAE
o ET YA HE| £= S2T0 2HE E0{7F CHE SOCH 2= &0 A= ER7t
UASEZ, pTRF LA SOC B0 7|=2 of O] R-HOM= ooty HEf E= &2

=
o MedDRA 80] HiX| 2= QI8 ALEALZL O §5t= ROIM ArR| 7t RAEIX] B

322 272 EOIERS| AL HA
OiFiY Z2IiYU0| M2 pT 8202 TYE 0| Y
0|2(3t PT 220 EAROZ SEY 4
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%t 5L O|X} sOC Hx[oflM PT S5 =2 24Y
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soc & « &of
HLGT A/2f &toff
HLT A/2t &= &tof
PT A/Z} AX} ZE 7
PT A/&/Z 28 (Y%t SOC $1%))
PT A/AIZ Z0f (L%} SOC X))
PT A/AZ 2 (Lt SOC QI%l)
PT S4 AJAIZ B2 (LK SOC SI%l)
PT A/t L& £/5

PT A2t E= &0

7742] PTE 37l= SOC Z&F A& A &0f7t Y} soC &
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MM 4, BE HAMO| 2E(SMQ)

= E (Standardised MedDRA Queries, SMQ)= 9t H|O|E{Q| Al Gl HMZ HFo}
o

Hoz WEEASHE.

SMQ= 2003HEE MHALL A Y= ZF HSt= =M 27| 7= 2|(Organizations of
Medical Sciences, CIOMS)2} ICH(MSSO & JMO Z&h7t 3522 7|&UstASL|CH SMQE Mo|=
bal 2OFQt et StLt O| A 9| SOCZEES| 80 A EQYLICt ZotEl 0=
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4.4 smqQ 53 % 712 XA Hel
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3G E Mol 8 smQel HH =YX of mE At

PT @22 =& & 258 (Hormone receptor positive breast cancer)& MedDRA 23.0 ™
M SMQ 94 RE&F &8 Breast malignant tumours)Ol Z=7+E|QUCE O] PTE ZE&HSIX| U=
SMQQ| 22.1 H{TE AESHH, MedDRA 23.0 H{T S At&dt= HIO|EHH|O| 20N O] 02 2

g = M E A E5HA| Z5HA =L

MedDRA 22.1 & 23.0 HHE 7|& 2| 0 A|
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49 smMQ g
SMQE MedDRAS| &2 ME 41t 3ot EM0| A E73 A CHAo| ofst™ AEfQt HEHE 2
= 8012 AEY = e 7tsdS Ssst?| Aok HE A& LI

AMEXE &M 0|8 7ts% SMQ 55

%
Of gLt O SMQ7t H& 7tsottt H2tEH, sMQ Y& 710 |:Ol LE= =25t siE sMQ

| —/
o =5 8l YO|E O|o3OF SLICE AFEAtE SMQO ZHE 80 ot & Ql5h= Z40] HiEh &gt

Ct.

HESt SMQE 2 Y & HIOIHO| HEot =, &= M7|E 2ol LHEo| s A4 ZukF, gME o
k7|0 SEoHA] B2 =+ ASLICHOE

=0, &4 HE) AHO|A BI 7|&ES Zofsty 2XM=tof F0{0F gfL|Ct.

O|E)E E7Iojof efLICt AM 5o == HOHE &

\J

4>

In

IUQ

HMoz "LO|="7t Zetk|7| ME20, 24 iy 2C0f & B2 HOI&/ARZ7F ZMELIDH O|=
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CHE 2A 8 =& MedDRA & ALO| E (http://www.meddra.org/)Oll Al ZH0l&t 4= QA& LICE:

e MedDRA G[O|E ZAM 3 KA 13 A FMUMO HAOIENME X3S
www.pmtj.jp/jmo/)

e MedDRA &0f {1EH: 11a{ Ate QoF KT

e MedDRA HIO|H ZA S KAl 2] At Q9f HH

e MedDRA 2] At St EM MO HAO|EO|ME KIS www.pmrjjp/jmo/)

e MedDRA 2& 7I0|E

o HZE MO FFE(ESMQ & 7I0|E

e MedDRA Hd 22X HE M

e MedDRA ¢ E2I2X *

e MedDRA ZHIY EHEtR K *

e MedDRA HIATE HEIR K

e MedDRA H{TH HIAMUMER HEOM ZE HE AF LtE) =

e MedDRA HT 24 EF(2ZE F H H|U Jts) *

e MedDRA 28 Atg| EA

e [C}I2 MedDRA HH Hzt UK}

e SMQAIZHEAE *

e SMQE A[¥Ste= AlIAH =7 =25

* M&5t2{™ MedDRA ID & H|ZHS L@
of2ff BAE ICH & AO|E(www.ich.org)OlAf &Holgt 4= Q& L|CH:
e |CH E2E: Pharmacovigilance Planning
Otz EIAE CIOMS HALO| E(www.cioms.ch)Ofl Al 2FOIE 5= Q& LIC}:

e Development and Rational Use of Standardised MedDRA Queries (SMQs): Retrieving
Adverse Drug Reactions with MedDRA. Second edition.
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6.2 £H

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 L
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
Skin laceration 1
Ligament sprain 1
Back injury 1

EH7 1 -LCFE &O0/EO0JA ofLfel /5= FE &l LJO/E 7} MedDRAGIAIE G2 7S PTE # 3
£/ MedDRA 23.0 HH™ 7|Z9| O A|
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OTHER TERMINOLOGY MedDRA Version 23.0

Reported Event Coded Term Body PT SoC

(% subjects) (% subjects) System/SOC (% subjects) (% subjects)
(% subjects)

Hyperglycaemia
Metabolism and

4.1) Hyperglycaemia -
41) nutrition

Increased blood : disorders (4.1)
sugar (2.7)

Metabolism &
Glucose increased | Hyperglycaemia

nutritional

2.2 (10.5) .

disorders (10.5)
Blood glucose high Blood glucose Investigations
(1.0) increased (6.4) (6.4)

Increasing glucoses
(0.5)

EH 2 - RAIBH S/ é‘f* MENE FEol=0 “E0f SOC'S 02 MedDRA £0/7f AIEE + AUE Z
IALO) 2. MedDRA 23.0 HHE 7|Z=9| 0| A|

EE
N
R
iy
&
rr
“
Q
[
o J
oy

Events/Cases
Preferred Terms MedDRA Version MedDRA Version Comment

22.1 23.0

Fractured ischium 15 0 MedDRA 221 BIHOIA Froctured

(no longer a PT) ischium& PTEOL}, 23.0 MO A

i LLTZ =& ot BBE|O PT Pelvic
Pelvic fracture 5 20

fracture Ot2i 2 O| SIS

ZH 3 - MedDRA BT HE Atgto) tp2 F&f - pTel & o1& O/&F

MedDRA 22.1 & 23.0 & 7|Z29| Ol A|
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SOC (System Organ Class)

HLGT

HLT

| PT

Mumber of all
reactions®

Mumber of

reactions® where
outcome of report

was fatal

Hervous system disorders

Mental impairment disorders

Mental impairment {excd dementia and memaory loss) Disturbance in attention 1 1]
Movement disorders {incl parkinsonism)
Dyskinesias and movement disorders NEC Psychomaotor hyperactivity 2 o
Tremor (excl congenital) Tremor 3 o
Meurclegical disorders NEC
Disturbances in consciousness NEC Sommnolence 1 o
MWeurclogical signs and symptoms NEC Dizziness 1 o
Seizures {incl subtypes)
Seizures and seizure disonders MEC Caonwulsion 2| E-l
Nervous system disorders SOC Total ill* Ul
Psychiatric disorders
Anxiety disorders and symptoms
Anxiety symptoms Activation syndrome 1 i)
Agitation 2 o
Anxiety 2 o
Stress 1 1]
Depressed mood disorders and disturbances
Depressive 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 | |:-|
Sleep disorders and disturbances
Disturbanceas in initiating and maintaining sleep |I"s-:mnia 1| Dl
| Psychiatric disorders SOC Total | 1'31 Ul

EH 4 - X SOC 2 MedDRA 17.1 HI& — OJA L5421 pT= QUX/BE O] ZHOJA = A}

o/
MT

SOCE} FA3f 1
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SE 2o =X IHHe= ol =M
o2 8l ofst =% ol =, = A A e 2ES
Atz 23 QutH S WA Al
QQubA S WA Als A=l 2
AT e Fof HE =H

7 5 - G2 I8 FA0) E SOC ¥ FAFLZ /9/E SOC #Al. MedDRA 23.0 HHH 7|&E

of OflAl.

Occurrences b}" Frimary SYSt'EITI Drgan Class {SQC]
Infections and infestations 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 %
nvestigations
Injury. poisoning and procedural complications 4.5 %
Surgical and medical procedures
Social circumnstances B4 %
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

£H# 6 - J3[E HA| OfA] (ZAF SOCE Hlx)
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Figure 2
Relative frequency of events per primary [1] and per secondary [2] SOC

Author
16NOV2005

B

= OMNW~-OW—=00000000—=0—=WO—=N—=00W—=W—=00—MN
HNOMNORW=ULOMWON=0OLNO=UNNWHAE~JWONWHKHRD=

0 5 10

Relative frequency of any event (%)

EHF 7 - )= HA| OJA] (YA} B O/Af sOCE HIE)
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Number of
Reactions™
Number of All | Reactions® where
System Organ Class Reactions™® (% of total) |outcome of AR
report was
fatal
Gastrointestinal disorders 1 1.92 % 0
General disorders and administration site conditions 10 19.23 % 0
Hepatobiliary disorders 2 3.80 % 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
FPsychiatric disorders 10 19.23 % 0
Renal and urinary disorders 2 3.85% 0
Respiratory, thoracic and mediastinal disorders 2 3.85% 0
Skin and subcutaneous fissue disorders 4 7.69 % 0
Total Number of Reactions: 52 100.00 % 0
7 8- H# G4 A (ZX SOCE HlE)
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
3 Musculoskeletal and connective tissue disorders
© .
o Eye disorders
c Cardiac disorders
g Vascular disorders
o Immune system disorders
E Respiratory, thoracic and mediastinal disorders
ks Renal and urinary disorders
$ 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

L# 9a - Y2 = E Yo HEF SNHEY)E LHAIS) E A 5 OffF SILf(EZHY)2 o

B SN # DM #E LI EH)
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System Organ Class

Skin and subcutaneous tissue disorders
Nerwous 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
Number of Reports

12000

14000

16000

T H# 9b - YO E Lo PIF SIf(mfEt) s LHAFO] B UA 5 OffE St zI)S ©f

B SN # DM #E LI ER)
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Most Freguent On-Therapy Adverse Events
FTs sorted by relative risk

®  Placgho 4 Drugk

ARTHRALG L8,
PSR,

AN TN L
HALCRALT LTI
IMEORPLL

WEGHr DECFELTE
FAN
DUFRHIEN,
FArGU
FLAMLE ML
DULPETT
AR KFAL FLIM
FEIPRAMORY OEFORORR
HEAD AT HE
[ RN =g
CATTFOCTOPHAGESL FEF LU,
BACE FARM

TMIRIN
YIFAL MFECTEN
UFFLRFRTF rRACT MEECI M
UCHING
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TP ALG LN,
MELAE M,
FHEIT T
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CHEST PAIMN
CHFOMOREFRCT LR Y OrEE e
(=g oyl a]-4

0 10 20 a0 gz .512451532

Felative Riskwith 95% CI
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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 HHH 7|&9| Ol A

41




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 2

PT Sinusitis 0

PT Bronchitis 0

PT Influenza 0

PT Lower respiratory tract infection 0

PT Pneumonia 0
SOC /Infections and infestations

PT Viral infection 0

PT Localised infection 1
SOC Renal and urinary disorders

PT Urinary tract infection 1
SOC £ar and labyrinth disorders

PT Ear infection 0
SOC Gastrointestinal disorders

PT Tooth abscess 0

MedDRA 23.0 HHH 7|&9| Ol A

E7F 11 -Z2329E YA Y O/AF SOC &
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Asthma/bronchospasm (SMQ) Cases — Narrow Search

MedDRA_PT

(since 1-JAN-2008)

REPORT_VERBATIM

DATE_CREATED

Asthma

Asthma exercise induced
Bronchospasm
Bronchospasm

Bronchial hyperreactivity

Bronchial hyperreactivity

Asthma/bronchospasm (SMQ) Cases — Broad Search

MedDRA_PT

Asthma attack

Severe asthma

Asthma when exercising
Spasms, bronchial
Bronchoconstriction
Airways hyperreactive

Reactive airways disease

(since 1-JAN-2008)

REPORT_VERBATIM

01-APR-2008
10-JUN-2008
30-MAY-2008
12-AUG-2008
03-JUL-2008

20-SEP-2008

21-JUN-2008

DATE_CREATED

Allergic respiratory disease
Asthma

Asthma

Asthma exercise induced
Bronchial obstruction
Bronchial obstruction
Bronchospasm
Bronchospasm

Bronchial hyperreactivity
Bronchial hyperreactivity
Obstructive airways disorder
Obstructive airways disorder

Wheezing

Respiratory (allergy) disorder
Asthma attack

Severe asthma

Asthma when exercising
Bronchial obstruct.

Bronchus obstruction
Spasms, bronchial
Bronchoconstriction

Airways hyperreactive
Reactive airways disease
Obstructive airways disorder
Obstructed airways dis.
Wheeze

18-FEB-2008
01-APR-2008
10-JUN-2008
30-MAY-2008
16-JAN-2008
14-MAR-2008
12-AUG-2008
03-JUL-2008
20-SEP-2008
21-JUN-2008
29-JUL-2008
20-APR-2008
16-FEB-2008
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031
106
046

Wheezing
Wheezing
Wheezing

Wheezes
Wheezing
Wheezing (acute)

EH 12 - SMQ &AM(Narrow) & 2FHE (Broad) &4 Z1f

02-MAR-2008
28-SEP-2008
06-APR-2008
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