¢||"D MedDRA

MedDRA/J BBHIZ7AIL 74— Y MEHR
MedDRA/J 7/3—3> 28.0

2025 £ 3 H

)’ ICH

harmonisation for better health

MedDRA/ fil7ii 7 7170 73—~ Mg# MedDRA/ Version 28.0
2025 4 3 /]



ffERR S IH
HERFH

MedDRA®DFfi#F %, ICH 2388k L TV D,

COSTART Thesaurus Fifth Edition; iHERTA . 1995 4F, US Food and Drug Administration
(FDA)

Hoechst Adverse Reaction Terminology System (HARTS) ; iHEFTA . 1992 4F, Aventis
Pharma

ICD-9-CM (International Classification of Diseases, Ninth Revision, Clinical Modification) ;
WEHERTA . 1998 4, Medicode, Inc.

ICD-10 {E#J&R: World Health Organization

WHO Adverse Reaction Terminology (WHO-ART) ; ifikEFTA . 1998 4=, World Health
Organization Collaborating Centre for International Drug Monitoring

Japanese Adverse Reaction Terminology (J-ART) X/ 554 (MHLW) Ofl1/ES T 5,

harmonisation for better health

©
) ICH
S35 LOF T 5

ASCEITEVEMEIC L > TIRESITERY, a2 5356 CTh->Th CENIC ICH D hikEE A T 528%
R T D2 LIC > TAFHHZ# T 2b0THY, HR, CETOSI ., &E, 2%, R Fix
BT 52N TED (MedDRA BELWNICH Ou= L) , ALEALDELUNE., B HHHVITEIR
FTHEAITIE, RLEOEFHO NI L EIZEEILOTHS | &, HfEICE R, KoHDH\ IO
TR CEL AN FIEEEE E 2 72 iR 72 b, JFSCEOWAE, BEHEHDHVIIEIER Y ICH
IZRDHERE, HOWVITRIE T 2D THDHEWVOFIGITA] 7258 D Th-o ThilE T 72l iU blan,
AEEHIHIRO RSN, —YIOEGEE LD, ICH B OVFESCEEF 1L ACELFH TS
LTk TR AU 72 5 s BEFITF OMOENEFEZAIBD TITR,
LRROMERAFFANT, B = F R Lo RSN IE WIS, LTand->CL 5 =ik
\ZEVEHEDORI R T D U EA BT D518, TOEEHER O EE/2 T UL B0,

JMO HE: ARG EHE, MSSO DAV I /L sgEz ICH 0O T A& D T — B R A 5K G R
L X 2T N =P A= 2 IMO S IR UTERZ B IL72b O THY | KEDO WAz EH
ERDNGEERY Ay RN A

MedDRA/T it 7 71/ 74—~ ME#H MedDRA/J Version 28.0
2025 F 3



SRS

H &
O = 4 D Y OSSOSO USROS 1
20 T T ATV ettt 2
(1) MEADRAII D7 T A T oot ee et e e e etta e e e ate e e enta e e ertaeessteeeerrneenneeeaas 2
(2) MSSO HRBEDA T L GTILT T AT (e 3
I B N N N o 0 O 4
TV 1=Yo [Ty A e b e ST 6
NV 1=T | B Y VA e = SR 12
5. MEADRA/I T /L i ettt 15
6. MEADRA/I T = H T /L ittt e et et e et e e e et e e e e eraeenteeanaeens 16
7. MEADRA/I ZE53 7 7 A TAE IR ittt 17
8. MedDRA/I ZE57 T T ATV DFETI oottt e et te e e ere e ae e 18
9. MEeADRA/I Z2/3 7 T AILT A IURTEFRZ coovteeeeiee e e e e eee et e e ea et e e eae e eaaeeaaee s 23
61 MEADRA/J T —FET Lttt 16
32 2.1.1. MEADRAII DT T ATV ettt a e 2
7% 2.1.2. meddra_history_japanese_engliSh.ascC..........cccceveeiiieiiieeiie i 3
#¢ 2.1.3. meddra_release.asc (HAGERUT) «.oooviiiiiiiec 3
7< 2.2.1. MSSO #£fi:7 71/ (MedDRA Desktop Browser ) ......cccccovvevieeieiiieineresee 3
7% 2.2.2. meddra_history_engliSh.asc ..........ccccveiiiiiiiiiec e 4
7 2.2.3. meddra_release.asc (FEFEMUT) .oovviiiiieece e 4
B A T B 4 L || )Y/ TR YT oSSR 5
# 2.3.2. AKRGEY /S LTFANDT =T IVTETR ciiiieeiiieeieeet et 5
32 3.1 T =T LA 1 IOW_IBVEI TEIM ..uiiiiiiiiciic et 6
32 3.2. T T IVZ T 1 Pref teIM oo 6
3 3.3. 774 LIt Pref oM. 7
32 3.4. 7 —T VA 1 NIt Pref COMP ..ociiieicicceceece et 7
32 3.5. 77 /L4 1 hIgt_Pref terM. ..o 7
2 3.6. 77 L4 1 NIgt NIt COMP weeeeiieceicee ettt 7
E I B e A Yo To gl (=11 11 RO OOORUESR 8
7 3.8. 77 /L4 1_SOC_hIgt_COMP ...viiiiiiiiciic e 8
72 3.9. 7T L4 0 1 _MA_NIEIarCNY .......cooeiuiiiieeieee e 8
7% 3.10. T—T /L4 1_SOC_INL_OFUET .....viiieiceiceecieeee e 9
72 311 77 L4 1 1oW_leVel M j..iiiiiicieiiciecieceeeeee e 9
3 3.12. T T /LA 1 Pref teIM et 9
72 3.13. 77 /L4 1 hIt_pref term .. 9
7 3.14. 7T —7 V4 1_hIgt_Pref teIrM_j . oo 10
32 3.15. T T /L4471 SOC_LEIM Juiiiiiiiiiieiie ettt ettt eae e 10
B I s M A A N 1 Lo 113 A 10
2 3.7, T =T VAL SMQ LISt Jeouiiiieieicececeeeee e 11
32 3.18. T T /LA 11 SMO_CONENT ...eeeviiieieeiie ettt ettt ettt ettt eae e eateeeree e 11
7 4.1. MEdDRA/I 7 7 A IV DT =T JUTE TR e eteeereeeeee e ettt ere et ete e eree s 12
e e T R o A 15 (B TSR 15
FZ 7.1 MEADRA/I ZE53 T T ATV ettt 17
S T =0 o 1 R || ==Y o (R 18
E IV = i 0 Rl o] 1= OSSR 19
3% 8.3, ZEI T T ATV A NILSEU i 19

MedDRA/J 557 7 7470 77—~ ME#H MedDRA/ Version 28.0

2025 4 3 /1



% 8.4. T AN
%% 8.5. T 7 ANA:
7% 8.6. ET AN
* 8.7. ET7 AN

11 98T o PP 19
10 SRS PPNt 20
1o | 11 == o PP 20
10T =T o PP PP STRPPPRPIN 20

o R T3 A Ny A 2 R Yo Toll [0 | A=Y =Y o [P SR 20
2 8.9. T 7 AN MUANIELSEU...cviieiie ettt 21
o I LR -=0 s 0 2R [0 { I o o JE=Y=Y o RS 21
3% 8.11. 22T TAILAL I JSEU weviite it 21
G A =y 4 AR o | E=1=Yo DRSS 21
32 8.13. ZE T T T ATVA T AL J.SBU ettt 22
E o = oy O AR o) [o | =T USRS UR 22
32 8.15. ZE I T T ATV AL SOC_J.SBU veeeireeeectieeeeteeeeeteeeeeteeeeeteeeeette e et e e e tae e e tae e e eraeearaaeaaes 22
F 9L FETTANDT 4= JVRTETR oot 23

MedDRA/ it 7 71/ 74—~ ME#H MedDRA/J Version 28.0

2025 4 3 /1



IECOIZ

1. [XL®IC

MedDRA/J BcAi 7 7 A /v 7 4 —<v MEHIZIZ, MedDRA/J D77 AL & BIFED MedDRA/J %
BT OLDIZE T 572007 7 A/VICEET 20 B Gl S CUVVET, AET, MedDRA/J == —
W —73 MedDRA/J 77 AN T 7 AN EHNTIL—atb LT —FR—RE T H %
FETHHLOTT, FIARERT —H_XR—RAT7 p—<v ;0D MedDRA/J T —H D it 1A Fr % K
EEBIF AEEEH T 2—F =D —Tat T —F X =R DWW THIGOBEiEZF L
TWDARLERHYET,

AREORTPFIZIE, MedDRA/ 7 7 A /WAZEIR T DR DIE B LI TONET,

* MedDRA/J 77 ANAFGHR — ZDO/30r— G F1H MedDRA/] 7 7 AV DL
+ MedDRA/J AF—~ — Vb —rat T —H =& T 572D MedDRA/J 7 —
TNDT 4= RE LT 40— VR BPEIC DN TOEH
« MedDRA/J 7—7 )ViEFe — MedDRA/J 7 —HX—RA7—T )LD 7 —)VREDEF
* MedDRA/J 7—7 Vi — MedDRA/J 7 —H_X—A7 — 7 VA AITKE OHT 57291244
B
* MedDRA/ 545 /v — ARGET—T NVEE T2 MedDRA/ 7 —HRX—ADT —HXF
T
AREOHZNTIT, MedDRA/ #2557 7 A /VICEIR T 2RO IF R G SV TOET,
* MedDRA/J %5737 7A/VIiF#H  — MedDRA/ 2437 7 A /L OB E
« MedDRA/J 074557 7 AV — MedDRA/J 75457 7 A /L O L @ M (2B 518
* MedDRA/J #4537 4—/VREF — MedDRA/J &7 7 7 ANVDT7 4—VEDEF
E:SMQ BEE D7 71V (Csmq_list’ B L OWsmq_content’) Tid’.asc’7 7 A /L NIZHDH T 41—V R
T, EMECLDT — 2 EHOABEFERTHIENTEET, FHIC OV T, REDF3IH
® MedDRA/J T—7 /L DAF—<ZB L TLTEE,
MedDRA /N —2a216.0 LLRTIE, ZOXLFIXT AF—T7 74 LB L OES 7 7V (ASCII and
Consecutive File Document) | EFFEIL TV 223, MedDRA (4@ 23T X COFRNBZDT
A% —77 AL (ASCII format) T2—RF{ESNDHEITRLIRNO T, SCEONEZ VIR

XHABEOIC, 4HTAE TMedDRA 77 AV 7 +—~v X E (MedDRA File Format Document) |
WCEHE LT,
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77 ANAFHR

2. 771 ILIER

AIETlE MedDRA/J B O E 7 —Z 7 7 AT HOWTRALET, HEBRBLINEEALE OW
I—y/REREMRDE T 7 A E ASCI B U THER S LTV E T, 2Ol THDH R TOSFE
fiiX UTF-8 7 7AW IER AL TOES, 32 2.1.1. 1 MedDRA/J] 77 AV BLOREET —7 L
R COET, 728, MedDRA/J @O H AGEIESRAKSAALTZBINT 74 /L (xxx_j.asc DT 7A
JL) D 2bytes SAD LT sift-JIS a—R&MHLTEY, F-. K77V DLa—REx, N—
22 B HIRRICHATL TOVD Bt 8 MedDRA /S—50 XX.X” (What”s New) SLEA TSRS
{AN

(1) MedDRA/J DI77A L
% 2.1.1. MedDRA/J D771 )L

Ax—~<DE T 77 ANVAIE) 77 ANV DR
3-1 11t.asc 1 low_level term
3-2 pt.asc 1_pref_term
3-3 hlt.asc 1_hlt_pref term
3-4 hlt_pt.asc 1_hlt_pref _comp
3-5 hlgt.asc 1_hlgt_pref term
3-6 hlgt_hlt.asc 1_hlgt_hlt_comp
3-7 soc.asc 1 soc_term
3-8 soc_hlgt.asc 1_soc_hlgt_comp
3-9 mdhier.asc 1_md_heirarchy
3-10 intl ord.asc 1 _soc_intl order
3-11 11t_j.asc 1_low_level_term_j
3-12 pt_j.asc 1_pref_term_j
3-13 hlt_j.asc 1_hlt_pref term_j
3-14 hlgt_j.asc 1_hlgt_pref_term_j
3-15 soc_j.asc 1_soc_term_j
3-16 smq_list.asc 1_smgq_list
3-17 smq_list_j.asc 1_smq_list_j
3-18 smq_content.asc 1_smgq_content
19 medfira_history _japanese_ N/A

english.asc
20 meddra_release.asc N/A

) L a—REIT BeHT R MedDRA /S—2=0 XX.X” (What’ s New) SUECHEZR TXET,

TrANRDT =527 4—/VRE 3. MedDRA/ 7 —7 VD AF—=< TRLIZNAIZIE RS T
WET, 7T TRUILITOET, DT 4 — /L ROFNZIT S IEF S TOEE A,

# 2.1.1 ODIAF—~DFE 53 3-1~10, 3-16, 3-18 D77 A /L%, MSSO 2MERKL T B A
VT NDT 7 AT, & 74—V RDORZRIZ S DM IIE I CUVVET,

JMO #&: 5. 3-11~15, 3-17, 19, 20 D7 7A/L1E, JMO MERL TW5 B AZEINH D7 74
VT T A= VR OB BIMEN TOERT AL, 2. 19(H AGERIEZ 74L) 3L 20
(W=7 74 L) 1%, JMO 7542 Tuv% MedDRA/J Browser V.4.0.x (T4 B4 7 a) L
T7ANELTERR L CWET, A= 17.1 B, ZHDT7 7 AOVET AF —7 74 /L L e 128z
HELTOET, EMIIC W TIILL Fo@y <1,

<meddra_history_japanese_english.asc>
” meddra_history_japanese_english.asc”’id. MedDRA/J @ H KGEFHRFEDO H
B, BEEAE, KL HE, LLT 0Ly —BIO I hLr v —0EEEEZ, JMO O7FY
# (MedDRA/J Browser V.4.0.x) TR T 572D R—r 77 AV ELTREETHHDOT
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77 ANAFHR

To ZOT77A/WZIE MedDRA D= —K | HIGEA . HEEDS IBIINE S Lo S—2a | HRED
BEIEFER], LLT O%&EI3hL oy — AT —F A BRLOFEMSNEERNR 2R T 3—RDE

S TOET, ERENRIT—RIE AR

Tr7ANGHBIOT7 4 — NV REMHIZLL T O

& 2.1.2. meddra_history _japanese_english.asc

Jn, U7 B, "D EIBR T,
DTY,

T4 —ILR4

74—V RE M

term_code

long integer, not null

term_kanji

char (140), not null

term_addition_version

char(5), not null

term_type char (4), not null
11t_currency char (1)

Action char (1), not null
term_name* char (100), not null
1lt_jcurr char (1)

*ZDT7ANDHL (term_name) 1L, H ARGEROLE F B AR T 572D L TD,
PO TAAYLIA X T NAR—REDQTEL OEREIZE T T BT OTL B 5 Tnd,

< meddra_release.asc> (A ARZERRH)
“meddra_release.asc"lZ. MedDRA O S:ET —4#% JMO ® 7774 (MedDRA/J Browser
V.4.0.x) IZEIAT BRI — Vg LS BRI ZB SB57- 0 D7 7 A /LT,

= AQ

T7ANGBIOT7 44—V REMHEIZLL T O#EY T,
3+ 2.1.3. meddra_release.asc (B AZERKH)

T 4=V 7 4—)VR @M
version char (100), not null
Language char (100), not null
null_field char (100)
null_field char (100)
null_field char (100)

*Language 7 — VRIS TS T —H"Japanese” 4 English”|ZEIE T 5L 3 2.2.3 &
[FIRRDT 7 ANAZ720ET,

(2) MSSO R#tDA T a+LT7FAIL
#+ 2.2.1. MSSO £t 774 JL (MedDRA Desktop Browser i)

77 A5 77 AVHDR
meddra_history_english.asc N/A
meddra_release.asc N/A

"meddra_history_english.asc”’# X U meddra_release.asc”® 7 7 A /L%, MedDRA 7 A7
77 Z74 (MDB) U —* 3.1 LAEOVY—20 MDB T 4247 ar 774 T,
ZOMT7 74/ E MedDRA O F —#HiED—H TlIHVEH A,

ZDZHDDT77 AL MedDRA/S D7 7 A /MZIXE ENTOERA,

<meddra_history_english.asc>

”meddra_history_english.asc”iZi%, MedDRA OFEERR O HFEOEN, HIFR, BEEAE, £id
EHRFBIOLLT OHL > —EHDIRREE MDB TH/RT DD OEHRNEFNTCOET,
MDB ZA 3 2121%, Fi#l S —2ar B —AS BRI, T — a2 Cx i T 58520 E
JEZ 7 ANSFHTHIENNETY, ZOEEAEIZ MDB VU —2 3.1 LU, R TOFFER TS

= rE
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77 ANAFHR

RTEET, ZOT77A1ZiE MedDRA O=—F | JGEA . HFEBNIGESh Iz N —rar (Filx
13 10.1) . HEEORSERER] (#1213 PT. HLGT) . LLT O%& 3L 0o —A 7 —F A BEOE
fiSHIZZE ENR 2R TI— RIS TV ET, ZENEZ—RIE, "A"EN, "U%E#, "D
HIER T,

& 2.2.2. meddra_history_english.asc

T4 —ILR4

74—V RE M

term_code

long integer, not null

term_name

char (100), not null

term_addition_version

char(5), not null

term_type char (4), not null
11t_currency char (1)
Action char (1), not null

JMO ##:MDB VU —2 3.1 (BDWNEZAVLLER) (RS LT B IE T 7 A W34 5 FR A R E LT- 4
R (B 203 B AGERUC RS 58 01E, meddra_history_japanese.asc) 2315 TVET,
MDB VU —X 3.1 (BAWNEZ I LARERR) CTRIEHREZ 321213 kHES T2 &8O S 7B D
meddra_history_xxxxxx.asc D7 7A/VE ANFLT IOV DT T T MIHDHT +/NHA —EEIUT 4
A =T (EEE) T2MERHVET,

723, BUED MDB VU —2 3.1 (B2 ML AVLABERRO (S LT BT 7 A 33—V a 2R E
LTELT, BREEZSBT DL, TORBRET 7 A /VITKNSIL CWDRED NN —Ta DIEIREETHR
IRENET,

< meddra.release.asc> (FEFERK )
“meddra_release.asc" 2L 7 7 AL DNR—Tg 0 LEFEFEBOIEHRIEMINTWNT, 77 AL
Z MSSO @ MDB IZHIATeBRIT/ N — Vg L EEEFRR AR S 58 DT,

& 2.2.3. meddra_release.asc (ZEFE[RH)

T 4=V 7 4—)VR @M
version char (100), not null
Language char (100), not null
null_field char (100)
null_field char (100)
null_field char (100)

s Language 7 — /LRI T DT —4” English”%” Japanese”|ZIEIET 5L 2.1.3 &
[FIRRDT 7 ANAZ720ET,

(3) BXRFGE/=LT7AI

MedDRA [Z3EFER LN L= — 7 LB IHE SN QA28 MedDRA/J IZ[RI U HERERFLE 72
HEHD AARERLAINE T HZEITTEEE A, JMO TIEZOEHO A ARZER L DIH
MedDRA 55 (LLT (ZBS#EAT T 728 D) EL T ER SR T HFEE B ARGEY /=L L THE
L. MedDRA/J oo—H —34:45 L C MedDRA/J HZEM R ITME A CX5L5, B F 7741l

THAELTOET,
HAGZES /=27 7401%. MedDRA/J DX — a0 7 B EH#% . K910 H %12 JMO Website
(HBELE 9,

ZDTFANDFEMIONTUIF o — RIS D HAGEY /= 25RO T 3 AGE
v /=2 MedDRA/J N — gy XXX RSO IRHHIZOW T 2 Bit A<TEE0,
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#+* 23.1. 774I)L4: lit_syn.asc

77 ANAFHR

74—)VR4 T4—NVRBM

11t_code long integer, not null

11t_s_kanji char (140), not null

1lt_s_jcurr char (1), not null

1lt_s_kana char (200)

11t_s kanal char (200)

1lt_s_kana?2 char (200)

1lt_s_code long integer, not null

AT IR, T—T V4 AT IIRT 4—)VR

Ix1_llt_synO1 1_llt_syn 11t_code

Ix1_lIt_syn02 1_llt_syn 1lt_s_code

%232 BEREV/ZLIZFANDT—TIVESE

T=T N | T4— R | R

1_11t_syn 11t_code LLT Zak5l4 % 8 ffir=—R
11t_s_kanji HAGEY ) = DODOFEET TR
11t_s_jcurr AAGEIL 2 — (3 )= DD G137 S a ki)
11t_s_kana HAGEY /=50 HARGERE A (- 717)
11t_s_kanal HAGEY /=50 HARGERGE A CEA17) o BIREA NS LG E
1it_s_kana2 AARGES /=240 A ARGEH A CEATT) , BFiHAnHL5E
11t_s_code “OTUHEDLY /= LEFT 5 8 HrDa—K
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MedDRA/J 7 —7 VDA% —~

3. MedDRA/J T—T LD RAF—<T

ATV —at T —4~_X—R |2 MedDRA/] 7 — 2% it AA BRI 357 —7 v e ¢
— LVREBNALTWET, &7 —7 VDT —7 V4 74—V 4 (Field Names) . 74— /LB
M (Field Attributes) &7 —7 /LA 5 7 A (Table Indexes) #YARL T\ E9, MedDRA/J
T —EEIL—af T — RN R CHRAT BRI, LRI TR T — 7 AV EERRL, HRES
NTWEETDOT =R, 74—V REHEEZFIFT TIES N, 70—V RA T 7 A /VIZRL#E
STWDNEIZHEEL TSN, A T w7 AIEREND Y 7Ry 2T IZL> I T LM B LTS
HOTIEHVERE A,

H1F 74— NARCEAAINCEL T, BlFEAZEEL T3 2D 7 +—/LRBIHBEIILTOET A, 3l
FEAINFFIZML B WG AITZE ANul) 74— LR E7 > TNET,

£ 3.1. 7—7IL4: 1_low level term
4™ MedDRA/J 7 7A /L :1lt.asc

74—V 74—VE R

11t_code long integer, not null
1It_name char (100), not null
pt_code long integer
11t_whoart_code* char (7)

11t_harts_code” long integer
1lt_costart_sym” char (21)

11t_icd9_code* char (8)
11t_icd9cm_code” char (8)

11t_icd10_code* char (8)

11t_currency” char (1)

1lt_jart_code” char (6)

AT IR T—T V4 AT VI RT 4—)LR
Ix1_pt_l1t01 1_low_level term 11t_code
Ix1_pt_l1t02 1_low_level term Ilt_name
Ix1_pt_11t03 1_low_level term pt_code

* MedDRA /X —a> 15.0 LABRIZZ OO T 4— /L RIZT — IS O FER A GERNII 4TS R)

& 32. 7—7T)L4: 1prefterm

%5 MedDRA/J 77 A/ :pt.asc

T4—IVR4 74— /VR B
pt_code long integer, not null
pt_name char (100), not null
null_field char (1)
pt_soc_code long integer
pt_whoart_code” char (7)
pt_harts_code” long integer
pt_costart_sym* char (21)
pt_icd9_code” char (8)
pt_icd9cm_code” char (8)
pt_icd10_code” char (8)
pt_jart_code” char (6)

AV T IR T—T V4 AVT IIART4—)VR
ix1_pt01 1_pref_term pt_code

ix1_pt02 1_pref_term pt_name

ix1_pt03 1_pref term pt_soc_code

* MedDRA /S— 52 15.0 IEIZZNOD 74— )L RIZT —Z IS T ER A GEITHE4ESIR)
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MedDRA/J 7 —7 VDA% —~

& 3.3. T—7IL4: 1_hit pref term
X% D MedDRA/J 7711 :hlt.asc

74—V 74—)VRBME

hlt_code long integer, not null
hlt_name char (100)
hlt_whoart_code” char (7)

hlt_harts code* long integer
hlt_costart_sym* char (21)

hlt_icd9_code* char (8)
hlt_icd9cm_code” char (8)

hlt_icd10_code* char (8)

hlt_jart_code” char (6)

AV T IR T—T V4 AT VI AT 4—)VR
ix1_hlt01 1_hlt_pref term hlt_code
1x1_hlt02 1_hlt_pref term hlt_name

* MedDRA /X—a2 15.0 LIRIZZ NGO 7 40— L RICT —ZIIEMEN T ERT A GEIIZE4AZ S R)

& 34. 7—7T)L4A: 1_hitpref comp
%5 MedDRA/J 774 /L :hlt_pt.asc

TA4—/VR% 74—/VEEHE

hlt_code long integer, not null

pt_code long integer, not null

AT I A% T—T NV AT I IAT 4—)VR
ix1_hlt_pt01 1_hlt_pref comp hlt_code,pt_code
ix1_hlt_pt02 1_hlt_pref_comp pt_code, hlt_code

& 35. 7—7JI)L4A: 1 _higtpref term
%4> MedDRA/J 7 71 /L :hlgt.asc

T4 —NVE4 74 —)VE B

hlgt_code long integer, not null
hlgt_name char (100)
hlgt_whoart_code” char (7)

hlgt_harts_code” long integer
hlgt_costart_sym” char (21)

hlgt_icd9 code* char (8)
hlgt_icd9cm_code* char (8)

hlgt_icd10_code” char (8)

hlgt_jart_code” char (6)

AT I A% T —7 VA AT IIRT 4—)VK
ix1_hlgt01 1_hlgt_pref term hlgt_code
ix1_hlgt02 1_hlgt_pref term hlgt_name

* MedDRA /X—ar 15.0 LABRIZZ LG0T 4— /L RIZT — XIS OO ER A GERNII SE4TESR)

& 36. T—7I)L4: 1 _higt_hlt_comp
%5 MedDRA/J 774 /L :hlgt_hlt.asc

T4—IVR4 Z4—/VR B

hlgt_code long integer, not null

hlt_code long integer, not null

AT IR T —7 V4 AT I IR 4—)VR
ix1_hlgt_hlt01 1_hlgt_hlt_comp hlgt_code, hlt_code
ix1_hlgt_hlt02 1_hlgt_hlt_comp hlt_code, hlgt_code

MedDRA/T Fil7i 7 71/ 74—~ ME# MedDRA/J Version 28.0
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MedDRA/J 7 —7 VDA% —~

& 3.71. 7—7ILA: 1_soc_term
X152 MedDRA/J 771/ :soc.asc

74—V 74—)VRBME

soc_ code long integer, not null
soc_name char (100)

soc_abbrev char(5), not null
soc_whoart_code” char (7)

soc_harts_code” long integer
soc_costart_sym* char (21)

soc_icd9_code” char (8)
soc_icd9cm_code” char (8)

soc_icd10_code” char (8)

soc_jart_code” char (6)

AL T IR T—T NV AT VI RT 4—)VR
ix1_soc01 1_soc_term soc_code
ix1_soc02 1_soc_term soc_name

* MedDRA /X—a2 15.0 IEIZZNOD T 4 — A RICT =23 MISh T EE A GEMITHAES )

& 38. T—7J)L4: 1_soc_hlgt_comp
*t5:D MedDRA/J 771/ :soc_hlgt.asc

TA4—NVR4 74—VR B

soc_code long integer, not null

hlgt_code long integer, not null

AT IR T —7 VA AT I I RT 4 —)VR
ix1_soc_hlgtO1 1_soc_hlgt_comp soc code, hlgt_code
ix1_soc_hlgt02 1_soc_hlgt_comp soc_code

ix1_soc_hlgt03

1_soc_hlgt_comp

hlgt_code, soc_code

% 39. 7—7I)L4: 1_md_hierarchy

%5 MedDRA/J 774 /L : mdhier.asc

TA4—IVR4 74—/VR B

pt_code long integer, not null
hlt_code long integer, not null
hlgt_code long integer, not null
soc_code long integer, not null
pt_name char (100), not null

hlt name char (100), not null
hlgt_name char (100), not null
soc_name char (100), not null
soc_abbrev char (5), not null

null field char (1)

pt_soc_code long integer
primary_soc_fg char (1)

AT I AL T —7 V4 AT IIRT 4—)VE
1x1_md_hier0O1 1_md_hierarchy pt_code
1x1_md_hier02 1_md_hierarchy hlt_code
ix1_md_hier03 1_md_hierarchy hlgt_code
ix1_md_hier04 1_md_hierarchy soc_code
ix1 _md_hier05 1_md_hierarchy pt_soc_code
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% 3.10. T—7IL4: 1_soc_intl_order

%752 MedDRA/J 771/ :intl_ord.asc

T4 —NVE4 74—V B

intl_ord_code long integer, not null

soc_code long integer, not null

AT I A% T—7 V4 AT IIAT 4 —VR
1x1_intl ord01 1_soc_intl_order intl_ord_code, soc_code

& 311. 7—TIL4A: 1low level term

%1420 MedDRA/J 771 /1:11t_j.asc

74—V 74—VE R

11t_code long integer, not null
11t_kanji char (140)

11t_jcurr char (1)

11t_kana char (200)

11t_kanal char (200)

11t_kana?2 char (200)

AV T IR T—7 VA AT IIRT 4—)VK
ix1_pt_llt_jO1 1_low_level_term_j 11t_code
ix1_pt_llt_j02 1_low_level_term_j 11t_kanji
ix1_pt_llt_jO3 1_low_level term_j 11t_kana
ix1_pt_llt_jO4 1_low_level term_j 1lt_kanal
ix1_pt_llt_jO5 1_low_level term_j 11t_kana2

& 312. 7—TI)L4A: 1_prefterm]

%D MedDRA/J 771 /v :pt_j.asc

T4 —NVRH 74—V R

pt_code long integer, not null
pt_kanji char (120)

pt_kana char (120)

pt_kanal char (120)

pt_kana2 char (120)

AT IR T —7 VA AT I I RT 4 —)VR
ix1_pt_jo1 1_pref_term_j pt_code
ix1_pt_jo2 1_pref _term_j pt_kanji
ix1_pt_jo3 1_pref term_j pt_kana
ix1_pt_j04 1_pref term_j pt_kanal
ix1_pt_j05 1_pref term_j pt_kana2

% 3.13. —7TJL4: 1_hit_pref term j

%52 MedDRA/J 771 /V :hlt_j.asc

T4 —NVE4 74—V R

hlt_code long integer, not null

hlt_kanji char (120)

hlt_kana char (120)

hlt_kanal char (120)

hlt_kana2 char (120)

AV T IR T—T IV AT VI RT 4—)VR
ix1_hlt_jO1 1_hlt_pref_term_j hlt_code
ix1_hlt_j02 1_hlt_pref _term_j hlt_kanji
ix1_hlt_j03 1_hlt_pref term_j hlt kana
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MedDRA/J 7 —7 VDA% —~

ix1_hlt_jo4

1_hlt_pref _term_j

hlt _kanal

ix1 hlt_j05

1_hlt_pref term_j

hlt kana2

& 3.14. T—7T)L4: 1_higt_pref term

%142 MedDRA/J 77 /L :hlgt_j.asc

TA4—VF4 Z4—/VREM

hlgt_code long integer, not null
hlgt_kanji char (120)

hlgt_kana char (120)

hlgt_kanal char (120)

hlgt_kana2 char (120)

AT I AL T —7 V4 AT IIAT 4—)VR
ix1_hlgt_jO1 1_hlgt_pref term_j hlgt_code
ix1_hlgt_j02 1_hlgt_pref _term_j hlgt_kanji
ix1_hlgt_j03 1_hlgt_pref term_j hlgt_kana
ix1_hlgt_j04 1_hlgt_pref term_j hlgt_kanal
ix1_hlgt_jO5 1_hlgt_pref term_j hlgt_kana2

% 3.15. T—T)L4: 1_soc_term_j

%42 MedDRA/J 771/ :soc_j.asc

T4—IVR4 74—/VR B

soc_ code long integer, not null
soc_kanji char (120)

soc_order long integer

soc_kana char (120)

soc_kanal char (120)

soc_kana2 char (120)

AT IR T —7 VA AT I I RT 4 —)VR
ix1_soc_jO1 1_soc_term_j soc_code
ix1_soc_j02 1_soc_term_]j soc_kanji
ix1_soc_j03 1_soc_term_j soc_kana
ix1_soc_j04 1_soc_term_j soc_kanal
ix1_soc_j05 1_soc_term_j soc_kana2

& 3.16. T—7 JL4A:1_smq list

*5D> MedDRA/J 774 /L :smq_list.asc

TA4—VRE 74—V R
smq_code long integer, not null
smq_name char(100), not null
smq_level integer, not null

smq_description

varchar, not null

smgq_source Varchar

smq_note Varchar

MedDRA_version char(5), not null

status char(1), not null

smq_algorithm varchar, not null

AT VI A% T—T N4 AT YIART4—VE
ix1_smq list01 1_smgq_list smq_code

1 :variable character (varchar)” 1—/L KD K7 +— /LR E X 2000 307 (CEf) T,
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& 3.17. T—T )L4:1_smq _list

%G MedDRA/J 771 /v :smq_list_j.asc

T4 =4 74—V B

smq_code long integer, not null

smq_kanji char(120), not null
smq_desc_kanji varchar , not null

AT IR T—7T N4 AT I IAT 4—)LR
ix1_smq _list jO1 1_smq_list_j smq_code

& 3.18. T—7 JL44:1_smq_content

*%}5: > MedDRA/J 77 A/L :smq_content.asc

7 4—NVEF4 74—V g
smq_code long integer, not null
term_code long integer, not null
term_level integer, not null

term_scope

integer, not null

term_category

char(1), not null

term_weight

integer, not null

term_status

char(1), not null

term_addition_version

char(5), not null

term_last_ modified_version

char(5), not null

AT IR T—T N4 AT YIART 4—)LR
ix1_smgq_contentO1 1_smgq_content smq_code
ix1_smgq_content02 1_smgq_content term_code
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4, MedDRA/J T—TILEH

MedDRA/J 7 —7 L iE#

AIE T4 MedDRA/J T—F D7 4— L REEZHELCWET,
% 4.1. MedDRA/J F7MILDT—TILEE

T—T N4 TA4—)VR% fiRFH.
1| 1_low_level_term 11t_code LLT Z#&59 % 8 fir=—F
1lt_name LLT O HEEA ™
pt_code PT %545 8 fra—R

1It_whoart_code®

WHO-ART TOz—F

11t_harts_code*

HARTSOTHO=a—K

11t_costart_sym”

COSTARTO TDI v 7h)L

11t_icd9_code”

ICD-9 Th=—FK

11t_icd9cm_code”

ICD-9-CMOTh=a—K

1lt_icd10_code”

ICD-100CHa—F

11t_currency”

LLT OBy — (B NEFIT IV B)

11t_jart_code”

J-ART TOz—F

2 | 1_pref term

pt_code PT Zill 4% 8 Hr=—F
pt_name PT & H &4 Fr
null_field Null 7 (—/LF

pt_soc_code

PT 8795774~ —S0C D=—FK

pt_whoart_code*

WHO-ART CHOa—F

pt_harts_code”

HARTSOTH=a—K

pt_costart_sym”

COSTARTO TO AL

pt_icd9 _code”

ICD-9 Tha—K

pt_icd9cm_code”

ICD-9-CMOTha—K

pt_icd10_code”

ICD-100CHa—F

pt_jart_code”

J-ART CTOa—R

3 | 1_hlt_pref term

hlt_code HLT Z5#h! 9% 8 Hr=—F
hlt_name HLT © 54 7

hlt_whoart_code”

WHO-ART TOa—F

hlt_harts code®

HARTSOTOa—FK

hlt_costart_sym”

COSTARTO TDI v 7h/L

hlt_icd9 code”

ICD-9 Tha—K

hlt_icd9cm_code”

ICD-9-CMOTha—K

hlt icd10 _code”

ICD-100TCThHa—K

hlt_jart_code”

J-ART CToHOa—FK

4 | 1_hlt_pref_comp hlt_code HLT %i%5 4% 8 Hr=—kK
pt_code PT Za%5 45 8 fir=2—K

5 | 1_hlgt_pref term hlgt_code HLGT %Zakhl 45 8 #r=—K
hlgt_name HLGT @ a4 #r

hlgt_whoart_code”

WHO-ART THOz—F

hlgt_harts_code”

HARTSOTHa—K

hlgt_costart_sym”

COSTARTO TOHOI»AR/V

hlgt_icd9_code”

ICD-9 Th=a—kK

hlgt_icd9cm_code”

ICD-9-CMOTh=—K

hlgt_icd10_code”

ICD-100CHa—F

hlgt_jart_code”

J-ART CoOa—FR

6 | 1_hlgt_hlt_comp

hlgt_code HLGT Z#khl 45 8 Hii=—F
hlt_code HLT %i%5] 7% 8 #ir=2—K
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MedDRA/J 7 —7 L iE#

F—7 N4 T4—NVF4 SR
7 | 1_soc_term soc_ code SOC %%k 45 8 #ira—K
soc_name SOC O HEE4 PR
soc_abbrev SOC D=
soc_whoart_code® | WHO-ART ChH=a—FK
soc_harts_code* | HARTSOTHD=z—K
soc_costart_sym* | COSTARTO TDOI /L
soc_icd9_code” ICD-9 ThH=z—F
soc_icd9cm_code* | ICD-9-CMO© Ch=—FK
soc_icd10_code” ICD-100Coha—FK
soc_jart_code” J-ART ChOa—NK
8 | 1_soc_hlgt_comp soc_code SOC %%k 425 8 #ir=2—FK
hlgt_code HLGT Zi%5 4% 8 fir=2—NK
9 | 1_md_hierarchy pt_code PT Ziknl 4% 8 fir=—K
hlt_code HLT %Zakhl 4% 8 Hr=—F
hlgt_code HLGT Zikhl 3% 8 fir=—F
soc_code SOC %kl 35 8 Hr=—R
pt_name PT O H554 ¥k
hlt_name HLT ® #5844 Fr
hlgt_name HLGT ® 54 %8
soc_name SOC D H B4 Fr
soc_abbrev SOC DW=
null_field Null 7 +—/LK
pt_soc_code PT V7456774~ —SCO Oa—F
primary_soc_fg 774 ~1)—S0C ¥|E777 (YIN)
10 | 1_soc_intl order intl_ord_code E RG5O SOC JIED —H# K =
soc_code SOC Zakpll 425 8 Hr=m—NK
11 | 1_low_level_term_j | llt_code LLT %#%53 % 8 =2 —R
11t_kanji LLT OET74FR
11t_jcurr LLT ® HAGEHL > —(Y/N)
11t_kana LLT ® H AGEi A CEA77)
11t_kanal LLT @ H AGEHE A CEA 7)), Blat A nidH5 6
11t_kana?2 LLT @ H AGEHE A CEAT),, Blat A nd55 6
12 | 1_pref_term_j pt_code PT Ziknl 4% 8 fir=—K
pt_kanji PT OEEF4 PR
pt_kana PT @ 0 AGEwiA CEA 7 T)
pt_kanal PT © H ARKGEwi A CHA ), Blai A ndb356
pt_kana2 PT © H AKGEwt A CEA 7)), st A ndH356
13 | 1_hlt_pref_term_j hlt_code HLT %575 8 #Hir=—kK
hlt_kanji HLT OET4 7
hlt_kana HLT @ A AgEme A CEA D7)
hlt_kanal HLT @ B AGEgt A CEA L), it H D205 65
hlt_kana?2 HLT @ B AGEgi A CEA D7), it A Dne05 65
14 | 1_hlgt_pref term_j | hlgt_code HLGT Zi#%hl 4% 8 fir=—N
hlgt_kanji HLGT OMETF4
hlgt_kana HLGT & 0 AzEwid CEA T F)
hlgt_kanal HLGT @ H AgEwe A CEAT ), Bl ndo% 6
hlgt_kana2 HLGT ® H AgEweA CEA ), Blat s ndo &
15 | 1_soc_term_j soc_ code SOC #Zmkhll 4% 8 fir=—k
soc_kanji SOC DT T
soc_order EBESED SOC IHO —#E
soc_kana SOC @ H A&GEwmi A CEf717)
soc_kanal SOC ® H AGEmi A CEMAHT), BlatAndHd56
soc_kana2 SOC @ H AKsEaik CEAHT), Blit Do 56
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T—T V4 T4—NVF4 fiER
16 | 1_smq_list smq_code “ThiEDH SMQ Fiaknl 95 8 o —R
smq_name KEIZESMQ) DMt 53T % SMQ D4 FR
smq_level SMQ BEENTOL~)LEERT 175 5 OfE
(L3R — T, 5 IR IR AR L TD)
smq_description SMQ DEFR
smq_source SMQ BAFEOIEHIEWBI 2L, EFHV 7 7L R)
smq_note SMQ @ B LRI R AR T 570 D —H
—HER, TVIVRLEMHT L0 ERNH L6
FH T —DEFRELT NIV LOFLIR
MedDRA _version | SMQ 3 %5 MedDRA O/ — 5
Status SMQ DAT—H A(“A” 134 FH AT EZ: SMQ. “T’I&
ERHIKRIEF O SMQ)
smq_algorithm TR LD SMQ O%E 13 OimBl=,
i A L2V A 14N
17 1_qu_list_j smq_code “2”??5‘?5 SMQ %%‘Eﬂa/%”ﬁ“é 8 *ﬁ@:l‘—}‘
smq_kanji SMQ DEEFA,FR
smq_desc_kanji SMQ EFD H AGER
18 | 1_smq_content | smq_code SMQ Zakhll 4% 8 frp=—k
term_code SMQ (25 FnHHFEO=—R(MedDRA @
PT,LLT $/-i3%~7 5= —SMQ(child SMQ)
term_level M5B MedDRA PEE & coL~<1(4 12 PT ,5

/X LLT, 0=¥wm|X child SMQ

term_scope

SMQ R IZF1F 5 I385(1), $48(2), child SMQ
0=tnw) OIEE

term_category

TNIVALEWMHATHHEIT L EHOT V7 7wk
THTIN—ZET D, TIVAVA LA HOGE
134 T"A”, childSMQ OHAIT’S" A IEND
(JMO ¥ : 2T )7~ h—FX(SMEQ)TIZ A"
N TETCOITIV—=PIRESNTOETY)

term_weight

¥elho SMQ D7 VIR LTH ASh TW5, T
7 3 VNEEO” (MO H: ARG T~ =T
CS’MQ{C“U.’E”I”W%”8”&?@@#@“&)‘733‘%“@% n<
WET

term_status

W% SMQ I CHER T, /LA HREA 7
95, HEEDS SMQ (2B =854 T3
HIELTAD, e B MEH L2 2 breo T FHEE
AT D757 M Eb

term_addition_ver
sion

SMQ \ZHREANENS 72 MedDRA O/ —=

term_last_
modified_version

BHHFENE RSN i MedDRA O/3—
ENY

* MedDRA /N—72> 15.0 LARRIZ, [HAGFESE (BIH, COSTART, WHO-ART, ICD-9, ICD-9-CM, ICD-10,
HARTS 83X J-ART) Da—R 74— /LR DT — X% MedDRA D7 7 A ADBHIRES =, £7-. MedDRA [
FEFETZIE MedDRA I —RIXfTNHEIE E7-ITHIFREIL, MedDRA 77 A /L DREIES 28 ESFU TR, HIER
SNT=ZNBHD MedDRA HZENE., FIHEZE DR ELL T MedDRA DY =7 VA B AFTHIENTED,

(HEarA**)

JMO & **Ea 7 A AZDWTE MSSO 22—V —DANKIRERVET,
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MedDRA/J 7—7 V&

5. MedDRA/J T—T )L #&&

AKIHT MedDRA/J DA% —~% T MedDRA/J T — 7 WA VERR DT~ DT — 7 WAEE %=
LCNWET, F—HR—ZAP T BIRTTF—TN1IDT 4— L RETF—T 2D 74— LR E RS

_&-(;«»«5?/\*‘X&LT%%LT<7":§I/ Y%

£ 51. B771IVREIORES

BaF—T N1 AT —T N 2 L ey
1_hlt_pref_comp 1_pref_term pt_code pt_code
1_md_hierarchy 1_low_level_term pt_code pt_code
1_pref_term 1_low_level term pt_code pt_code
1_hlgt_hlt_comp 1_hlt_pref term hlt_code hlt_code
1_hlgt_hlt_comp 1_hlgt_pref term hlgt_code hlgt_code
1_soc_hlgt_comp 1_hlgt_pref term hlgt_code hlgt_code
1_soc_term 1_soc_hlgt_comp soc_code soc_code
1_md_hierarchy 1_pref_term pt_code pt_code
1_hlt_pref comp 1_hlt_pref term hlt_code hlt_code
1_soc_term 1_pref term soc_code pt_soc_code
1_pref_term 1_pref_term_j pt_code pt_code
1_soc_term 1_soc_term_j soc_code soc_code
1_low_level_term 1_low_level _term_j | llt_code 11t_code
1_hlt_pref term 1_hlt_pref term_j hlt_code hlt_code
1_hlgt_pref term 1_hlgt_pref term_j | hlgt_code hlgt_code
1_soc_intl_order 1_soc_term soc_code soc_code
1_smq_list 1_smq_content smq_code smq_code
1_smq_list 1_smq_list_J smq_code smq_code
1_smq_list 1_smgq_content smq_code term_code
1_pref_term 1_smgq_content pt_code term_code
1_low_level term 1_smgq_content 11t_code term_code
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MedDRA/ 7 —#E7 /L

6. MedDRA/J T—HETIL

6-1 T3 MedDRA/S 7 —XET /VIXHFENRD MedDRA 7 —#E7 /W, HARGERD T

Mr—7VEMx 74 MedDRA/J 5 —F_X—2ADF —XEF LERLTWET, IELWTF —ZX
— AR INA LS, ZOFETILE MedDRA/J DAF—~< LT — 7 ILAESBRERLTZL—
3 NT =R REB L TLIEEN,

6-1 MedDRA/J T—HETIL

soc_code

1 soc_term _j

soc_code

pt_soc_code

1 _pref term_j

pt_code ﬂ

e

soc_code

=

h

hlgl_code

- iy

W_

lgt_code

1 _hlgt
pref_term j

hit_code

hit_code

-—ﬁﬁ

1_smgq list_j

smq_code

smq_code

term_code

1 hit
pref_term _j

1 Jow_

pt_code

pt_code

level term_j

T 1t code

pt_code

it _code

111t syn

pt_code

pt_code / term_code

MedDRA/J lil7ii 7 7470 73—~ MEi#R MedDRA/J Version 28.0
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MedDRA/J 7537 7 A W AG

7. MedDRA/J Z9H 771 ILIEHHR

AIE Tl MedDRA/ DFELS 77 ANAERIZHOWTHEALET, HERBLINIEAE DI —1
INERM DT 7 AT ASCIARUTIERR S TV &, ORIl T O TO ST
fiix UTF-8 77 ANERXZEHL TOET, £ 7.1 13507 7 AV EZUTERT 25 MedDRA/J
DT —T N —RIZLTWET, B, F 2D T 7AVDOLa—REUT, =T ar BHIRHIRITL
TWOD B i)k MedDRA /R —3> XX.X” (What’s New) X EZ TS MLITZEN,

#& 7.1. MedDRA/J E9 771l

) La—REIL R FrEH MedDRA /X —50 XXX (What’ s New) SCECHER TEE1,

77 AIVHIE) BS:#E9-5 MedDRA/J D3&
1lt.seq 1 _low_level term
pt.seq 1_pref_term
hlt_pt.seq 1_hlt_pref comp
hlt.seq 1_hlt_pref term
hlgt.seq 1_hlgt_pref_term
hlgt_hlt.seq 1_hlgt_hlt_comp
soc.seq 1 soc_term
soc_hlgt.seq 1_soc_hlgt_comp
mdhier.seq 1_md_heirarchy
intl_ord.seq 1 _soc_intl order
11t_j.seq 1_low_level_term_j
pt_j.seq 1_pref_term_j
hlt_j.seq 1_hlt_pref term_j
hlgt_j.seq 1_hlgt_pref_term_j
soc_j.seq 1_soc_term_j

MedDRA/T Fil7i 7 71/ 74—~ ME# MedDRA/J Version 28.0
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MedDRA/J 7537 7 A )V Ofif

8. MedDRA/J Z5 771 LD fEER

ZOIETIE MedDRA/S DFES 7 7 A NMAZHOWTEIRL TWOET, MedDRA/JD 75457 7 A /L%
AEHE SN 7= MedDRA/INDZEH SN /L a—ROFE RO B BIEREN TWET, Fx DT 7A
WX, TVY—2AfF &, “A7 5800, “D7;HIBR, “M”, 28, TRENAITI7vara—Ro7 —u
R ZFfoTLa—R TSIV TOET, ZD 77 AVIXT 7 AV 4 0 seq DILIE T2 AL Tk
BILTWET, 77 AV4 I, 205G D EL a—REKMNL TD ase DYETE &5
MedDRA/JZ 7 A /L E[E—DHDEL  $PfHTEL TOET,

HLa—RD3FEHD74— /R ThAHIXXX_mod_fld_num |iE, EOT7 4— VRN ETEI NI %
RLTWET, XXX action_code] 74— VR “M” L72 > TWNAL A—RDORITT —Z DB
TWET, XXX _action_code | 74— /LR “M” TloW\a—RTliL, 2O7 44— /LRIZT T2
($$) T4,

BELDT 4 — VRICE T R -T- 5 E 12T, A=A TR NI O T (Bl 21X "$5 7$7)
MNZDT 4—ILRIZAS>TWET,

MedDRA/J D& 35457 7 AN DT 7 A4 . T 4— K4 (Field Names) e 74— /LR @1 (Field
Attributes)lX FEDEBV T, 74— /LRDEFRICOW L, IRIAIZEH I TWET,

INHETDOT AR —T7A)VIE, T —FRUVDOFS5EL T8 BMEHEN TOETA, IO 74
— LROBNZIE$IIFEN T ER A MSSO 2MERL TV 5F 8-1 035 8-10 D7 71 /L Tl
BT 4— VR OIS DS TOET 2, JMO 2MERKL TS 8-11 035 8-15 D7 7A )L
Tl 74— L RDOBITITS BHINEH T ER A,

BHOT7 4—/VRA4E, La—FRNTOIREIZH > Tit#iS I TWET, 77 A/VEICE ENDEA)
D3H>DT 4 —/VRLSMT. B#ET % MedDRA/J OF —& 77 AV ERIUAER T ( 35401, AE
DI3. AF—~ 2T BT,

% 8.1. ENT7AIL4A: lit.seq

TA4—IVR4 74—/VR B
11t_version_date date, not null, dd/mm/yyyy
11t_action_code char(1), not null
1lt_mod_fld_num char (20)

11t_code long integer, not null
1It_name char (100), not null
pt_code long integer
11t_whoart_code char (7)
11t_harts_code long integer
11t_costart_sym char (21)
11t_icd9_code char (8)
11t_icd9cm_code char (8)
11t_icd10_code char (8)

1lt_currency char (1)

11t_jart_code char (6)
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% 8.2. ZN 771 4: ptseq

MedDRA/J 7557 7 A /L O,

T4—IVR4

J4—IVR B

pt_version_date

date, not null, dd/mm/yyyy

pt_action_code

char(1), not null

pt_mod_fld_num

char (20)

pt_code long integer, not null
pt_name char (100), not null
null field char (1)
pt_soc_code long integer
pt_whoart_code char (7)
pt_harts_code long integer
pt_costart_sym char (21)
pt_icd9_code char (8)
pt_icd9cm_code char (8)
pt_icd10_code char (8)
pt_jart_code char (6)

& 83. EHT7AIL4A: hitseq
74—IVE4 74—VR B

hlt_version_date

date, not null, dd/mm/yyyy

hlt_action_code

char (1), not null

hlt_mod_fld num

char (20)

hlt_code long integer, not null
hlt_name char (100), not null
hlt_whoart_code char (7)
hlt_harts_code long integer
hlt_costart_sym char (21)
hlt_icd9 code char (8)
hlt_icd9cm_code char (8)
hlt icd10 code char (8)
hlt_jart_code char (6)

= 84. Z57T774)L4: hit pt.seq
TA4—IVRE 74—V B

h_p_version_date

date, not null, dd/mm/yyyy

h_p_action_code

char (1), not null

h_p_mod_fld_num

char (20)

hlt_code

long integer, not null

pt_code

long integer, not null

MedDRA/T Fil7i 7 71/ 74—~ ME# MedDRA/J Version 28.0

2025 4 3 /1

19



MedDRA/J 7557 7 A /L O,

5 85. 207741 )L4: higt.seq

T4—IVR4

J4—IVR B

hlgt_version_date

date, not null, dd/mm/yyyy

hlgt_action_code

char (1)

hlgt_mod_fld_num

char (20)

hlgt_code long integer, not null
hlgt_name char (100), not null
hlgt_whoart_code char (7)
hlgt_harts_code long integer
hlgt_costart_sym char (21)
hlgt_icd9_code char (8)
hlgt_icd9cm_code char (8)
hlgt_icd10_code char (8)
hlgt_jart_code char (6)

 8.6. Z0 7741 )L4: higt hlt.seq
TA—NR4 T4 —/VE B

h_h version_date

date, not null, dd/mm/yyyy

h_h action_code

char (1), not null

h h mod fld num

char (20)

hlgt_code long integer, not null

hlt_code long integer, not null
& 8.1. E9HI74IL4A: soc.seq

TA—NK4 TA—NLREME

soc_version_date

date, not null, dd/mm/yyyy

soc_action_code

char (1), not null

soc_mod_fld num

char (20)

soc_ code long integer, not null
soc_name char (100), not null
soc_abbrev char (5), not null
soc_whoart_code char (7)
soc_harts_code long integer
soc_costart_sym char (21)
soc_icd9_code char (8)
soc_icd9cm_code char (8)
soc_icd10_code char (8)
soc_jart_code char (6)

3 88. EHT7AM4IL4: soc_ hlgt.seq
TA4—IVR4 74—/VR B

s_h_version_date

date, not null, dd/mm/yyyy

s_h_action_code

char (1), not null

s_h mod_fld num

char (20)

soc_code

long integer, not null

hlgt_code

long integer, not null
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MedDRA/J 7557 7 A /L O,

& 8.9. 25774 )L4: mdhier.seq

T4—IVR4

J4—IVR B

md_version_date

date, not null, dd/mm/yyyy

md_action_code

char (1), not null

md_mod_fld_num

char (20)

pt_code long integer, not null
hlt_code long integer, not null
hlgt_code long integer, not null
soc_code long integer, not null
pt_name char (100), not null
hlt_name char (100), not null
hlgt_name char (100), not null
soc_name char (100), not null
soc_abbrev char (5), not null
null_field char (1)
pt_soc_code long integer
primary_soc_fg char (1)

& 8.10. 5774 )L4: intl_ord.seq
T4—IVR4 74—/VR B

intl_ord_version_date

date, not null, dd/mm/yyyy

intl _ord_action_code

char(1), not null

intl_ord_mod_fld_num

char (20)

intl ord _code

long integer, not null

soc_code long integer, not null
%= 8.11. ERT7AIV4A: litjseq
7 4—NVR4 T4 —)VR B

11t _version_date

date, not null, dd/mm/yyyy

11t_action_code

char(1), not null

11t _mod_fld num

char (20)

11t_code long integer, not null
11t_kanji char (140)
1lt_jcurr char (1)
1lt_kana char (200)
11t_kanal char (200)
11t_kana2 char (200)
% 8.12. E5HT7AMILA: ptj.seq
TA4—IVR4 74—/VR B

pt_version_date

date, not null, dd/mm/yyyy

pt_action_code

char(1), not null

pt_mod_fld_num

char (20)

pt_code long integer, not null
pt_kanji char (120)
pt_kana char (120)
pt_kanal char (120)
pt_kana2 char (120)
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MedDRA/J 7557 7 A /L O,

5 8.13. Z7 774 )L4: hitj.seq

T4—IVR4

J4—IVR B

hlt_version_date

date, not null, dd/mm/yyyy

hlt_action_code

char(1), not null

hlt_mod_fld num

char (20)

hlt_code long integer, not null
hlt_kanji char (120)
hlt_kana char (120)
hlt kanal char (120)
hlt_kana?2 char (120)
% 8.14. EHT7AIL4A: higt j.seq
TA4—IVR4 74—V B

hlgt_version_date

date, not null, dd/mm/yyyy

hlgt_action_code

char(1), not null

hlgt_mod_fld_num

char (20)

hlgt_code long integer, not null
hlgt_kanji char (120)
hlgt_kana char (120)
hlgt_kanal char (120)
hlgt_kana2 char (120)

& 8.15. ZE5H 774 IL4: socj.seq
TA4—VR4 74—/VR B

soc_version_date

date, not null, dd/mm/yyyy

soc_action_code

char(1), not null

soc_mod_fld num

char (20)

soc_code long integer, not null
soc_kanji char (120)

soc_order long integer
soc_kana char (120)

soc_kanal char (120)

soc_kana2 char (120)
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MedDRA/J #4537 7 AV T 4— VR EFH

9. MedDRA/J ERIT77AMINIT1—ILEESH
AKIAIZ S MedDRA #5377 AN DT 4— NV REEFHRL TOET,
®91. ERTPAILDI—ILFEE

77 AN 74—/VR4 R
1lt.seq 11t_version_date WHN—Var OV —AH% dd/mm/yyyy CTatdk

11t_action_code WL a—RZx AT 7 araitdk (A B, D:
B, M: {&1E)

11t_mod_fld_num Mlt_action_code] 74— /LRI M| D& (EIESHL
e 74— VR EFH LR,
Mlt_action_code | 74— /L RICIM DB A S 720
G770,

11t_code LLT Z3%k54 % 8 fir=—R

1lt_name LLT OEFEL R

pt_code PT #5145 8 =2 —K

11t_whoart_code WHO-ART ThH=a—RK

11t_harts_code HARTSOT»O=a—RK

11t_costart_sym COSTARTO ThHOI >RV

11t_icd9_code ICD-9 Th=a—F

11t_icd9cm_code ICD-9-CMOTh=—K

11t_icd10_code ICD-10©0TChHa—kK

11t_currency LLT OhL i — (B NERIT LR

11t_jart_code J-ART THOz—R

pt.seq pt_version_date WHENR—Var V) —2AH % dd/mm/yyyy Cit#

pt_action_code

UL — NI 5T 7 ar a Rk (A BN, D: Kl
B, M: {£1E)

pt_mod_fld_num

pt_action_code] 74— /LR MDA EIESHL
727 4— VR BT EER,

pt_action_code |7 —/LRIZITM 23 A J & 725
a.TIU,

pt_code PT %5145 8 #ir=2—NK
pt_name PT OHFEL B
null_field Null 7 —/LR

pt_soc_code

PT 3274577 4<U—S0OC Da—K

pt_whoart_code

WHO-ART CTOza—FK

pt_harts_code

HARTSOTHOz—FK

pt_costart_sym

COSTARTO TDI 7RV

pt_icd9_code

ICD-9 Th=—RK

pt_icd9cm_code

ICD-9-CMOTDh=a—kK

pt_icd10_code

ICD-100CHz—K

pt_jart_code

J-ART TOa—F
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MedDRA/J #4537 7 AV T 4— VR EFH

T 7 ANV 74—/VR4 R
hlt.seq hlt_version_date YN —Tar D)) —2H% dd/mm/yyyy Trid
hlt_action_code WL a—RIk9 577 arwicdE (A BN, D: H
B, M: E1F)
hlt_mod_fld_num 'hlt_action_code | 74— /V RN MDA EESH
Te74— VR G EFIR,
'hlt_action_code |7 4 —/VRIZIM N A SIS 720
a.TIY,
hlt_code HLT %3%54 5 8 =2 —NK
hlt_ name HLT O3<E5E4 TR
hlt_whoart_code WHO-ART Th=—R
hlt_harts_code HARTSOTHO=a—RK
hlt_costart_sym COSTARTO TOH > Hh/L
hlt_icd9_code ICD-9 ToO=a—FK
hlt_icd9cm_code ICD-9-CMOT»=a—F
hlt_i1cd10_code ICD-100Cm=—K
hlt_jart_code J-ART TO=—F
hlt_pt.seq h_p_version_date Y —raroV)—2H% dd/mm/yyyy Tk
h_p_action_code WL a—RIkT AT 7 arZitdk (A B, D #l
b, M: E1E)
h_p_mod_fld_num 'h_p_action_code] 74—/ /VER M) DA EIESH
Te74— VR G EFIR,
'h_p_action_code] 74—/ /VRIZIM )23 A TS 3720
e, 7707,
hlt_code HLT Zi#nl4 5 8 1= —Fk
pt_code PT %5135 8 #ir=2—K
hlgt.seq hlgt_version_date NgN—ar DY) —ZAH % dd/mm/yyyy Catak
hlgt_action_code WML a—RICkT AT 7 ar i # (A BN, D HY
B, M: [E1F)
hlgt_mod_fld_num hlgt_action_code] 74— /LR M ] DA EIES
NIe7 44— VREHFERR,
Mhlgt_action_code |7 —/VRIZIMJ 23 A JJ& 720
St 777,
hlgt_code HLGT Z#%59 % 8 fir=—R
hlgt_name HLGT OJ3E4
hlgt_whoart_code WHO-ART ThO=—R
hlgt_harts_code HARTSOTO=—FR
hlgt_costart_sym COSTARTO TD R /v
hlgt_icd9_code ICD-9 ToO=a—FR
hlgt_icd9cm_code ICD-9-CMO©T»=a—K
hlgt_icd10_code ICD-100TCm=—K
hlgt_jart_code J-ART THOz—F
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MedDRA/J #4537 7 AV T 4— VR EFH

T7ANVE

T4—IVR4

R

hlgt_hlt.seq

h_h_version_date

U7 —Var DY) —AH% dd/mm/yyyy CTilik

h_h action_code

AL = —RIZR T 57 /s s ke (A B, D
K. M: {E1E)

h h mod fld num

'h_h_action_code] 74— /LRNIM DG4 EIESIU-

T4 IVRE B LR,
[h_h_action_code | 74— /LRIZIM |25 A T &7\
ELTTIY,

hlgt_code HLGT Z#%59 % 8 fir=—R

hlt_code HLT Z#%5h 45 8 fir=—NK

soc.seq

soc_version_date

W% N—Yar DV —AH%Z dd/mm/yyyy TRl

soc_action_code

WL a—RIZx T 57 7 arahtd (A BN, D: Hl
B, M: {E1F)

soc_mod_fld num

lsoc_action_code | 74— /LR M D4 EIESHZ
TA—IVRE S EFIR,

soc_action_code] 74—/ /LRIZTM ) S A ST SR
G T T,

soc_ code SOC %5795 8 Hir2—FK
soc_name SOC OHZFEL FR
soc_abbrev SOC D=

soc_whoart_code

WHO-ART CTHOz—Fk

soc_harts_code

HARTSOTOz—F

soc_costart_sym

COSTARTO TDI 7RV

soc_1cd9_code

ICD-9 Th=—RK

soc_icd9cm_code

ICD-9-CMOTDHa—kK

soc_1cd10_code

ICD-100CHz—K

soc_jart_code

J-ART TOa—F

soc_hlgt.seq

s _h version_ date

Ui\ —Var DYY—A HE dd/mmlyyyy Tl

s_h_action_code

WL a— Rk AT 7 ar A aik (A B, D:
bR, M: {E1F)

s_h mod_fld_num

s_h_action_code| 74— /LR M| DA AEIESHT-
T4—IVREFERR,

's_h_action_code] 74—/ /LRIZIM 23 A TSR0
BT,

soc_code

SOC Zwhl 4% 8 fir=—F

hlgt_code

HLGT %517 % 8 fizt—F
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MedDRA/J #4537 7 AV T 4— VR EFH

T7ANVE

TA4—VE4

FEL

md_hier.seq

md_version_date

U7\ —Var DY) —AH% dd/mm/yyyy Tk

md_action_code

UL SRk 57 7> av % afk (A B, D: Al
K. M: {E1E)

md_mod_fld_num

Imd_action_code |7 —/V RN MDA EIESTL
74—V REBERTR,

md_action_code |7 —/VRIZIM 23 A JJE 720
S, 777,

pt_code PT %5145 8 fir=2—NK
hlt_code HLT Z#%5 45 8 fir=—NK
hlgt_code HLGT %59 2% 8 Hr=—F
soc_code SOC %59 % 8 fir—R
pt_name PT OJEFEA

hlt_name HLT O 35<5E4 Fr
hlgt_name HLGT O 3354
soc_name SOC DJ=FEA TR
soc_abbrev SOC D=

null_field Null 7 4—/K

pt_soc_code

PT 879 %7 74~ —SCO Da—F

primary_soc_fg

774~V —S0C ¥|ET7Z27 (Y/IN)

Intl_ord.seq

intl_ord_version_date

BgN—Var V) —2H% dd/mm/yyyy Crtdk

intl_ord_action_code

UL —RIS 57 /v a At (A BN, D: El
B4 M: {&E1E)

int]l ord mod_fld num

[Mntl_ord_action_code] 74—/ VRN MDA, &
ESNT= 74— N REBELETR,
Mntl_ord_action_code] 74—/ /VRIZIMJ 23 A J1E1L
RGBS 7T,

intl ord code

SREE D SOC HD —E#HE 5

soc_code

SOC Zhl 4% 8 fir=2—K

11t_j.seq

11t _version_date

Ui\ —Var DYY—A HE dd/mmlyyyy Tl

11t_action_code

WL a— Rk AT 7 ar A aik (A B, D: A
B, M: {E1F)

11t_mod_fld_num

Mlt_action_code | 71— /L RN M| DA EESN
7-7 4 — IR 5 & FR, [1t_action_code] 7 4—/LK
WZIMIDBATI SN2 WG A, 7T,

11t_code LLT %535 8 #fra—NK

11t_kanji LLT D54 Fk

11t_jcurr LLT ® B AGEAL > —(Y/N)

11t_kana LLT ® H AGEHi A CEf77)

11t_kanal LLT @ HAGE# A CEATT), BlIFiANHLEE
11t_kana?2 LLT ® HAGEG 2 CEfA ), Bla b o6
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MedDRA/J #4537 7 AV T 4— VR EFH

T 7ANL T4 —/VR % fRH.
pt_j.seq pt_version_date W%\ —Pa DOV —AH % dd/mm/yyyy Ttk
pt_action_code WL a—RNIZkT 27 7 arwqid (A BN, Dt HIBR,
M: {E1E)
pt_mod_fld_num [pt_action_code |7 — /LR IM | DO&E B ESNT-7
4 — VR EFEFR, [pt_action_code |7 +—/LRIZTM ]|
MANSNIRWNG S 77,
pt_code PT Ziknl+ 5 8 12—k
pt_kanji PT D54 i
pt_kana PT @ H AKGEwi A CEA B T)
pt_kanal PT @ HAGEGEA CEATT) , Maia o555
pt_kana2 PT @ HARGEGEA CEA L T), BlEtAndL5 5
hlt_j.seq hlt_version_date W N\N—rar V) —AH% dd/mm/yyyy Tr#k
hlt_action_code WL a—RIZxtT 577 arwrtd (A BN, D HIER.,
M: f£1E)
hlt_ mod_fld num [hlt_action_code] 74— /LRINTM | D& AEIESLZT
4 —IIVRFFEFIR, Thlt_action_code] 74— /L RIZTM ]
DANENIWGE, 7T 7,
hlt_code HLT Z#%54 % 8 fir=—K
hlt_kanji HLT OET4
hlt_kana HLT @ H AGERH A CH-A 5 7)
hlt_kanal HLT @ H AGEGE A CEA T, Bl AR HL5E
hlt_kana2 HLT O B AGE#GE A CEAT17) , BEA 030055
hlgt_j.seq hlgt_version_date | 4i%/3—rardOVJ)—2H% dd/mm/yyyy Crcdk
hlgt_action_code WL a—RIZT 57 7y araitdl (A BN, D: HIBR,
M: f£1E)
hlgt_mod_fld_num | Thlgt_action_code] 74— /LR M | DA ABEIESNTC
74— )VRFFHFR, Thlgt_action_code 7 4—/LRIT
IMINATIENI2WNGE . 7707,
hlgt_code HLGT %535 8 #r=—NK
hlgt_kanji HLGT OET4
hlgt_kana HLGT @ H AGE#e A CEAH7)
hlgt_kanal HLGT @ A ARGEGE A CEA T ) MHir 1055
hlgt_kana2 HLGT @ H AGEGE A CEADT) , Bl ARHLGE
soc_j.seq soc_version_date Wi —var DV —AH% dd/mm/yyyy Crtak
soc_action_code WL a—RIZxt3 57 7 arahitd (A B, D: HIER.
M: f£1E)
soc_mod_fld num | lsoc_action_code |7 4—/LRNB MDA EIESNT-7
4 —IVRE B E TR,
[soc_action_code |7 4—/VRIZITM IR A JIE 72054
T,
soc_code SOC %Al 4 % 8 Hr=—R
soc_kanji SOC DFHTF4FrR
soc_order E A E D SOC IED —#% =
soc_kana SOC @ H AGE#E A (4 717)
soc_kanal SOC @ HAGE#L A A7), BlEt A ndo5 6
soc_kana2 SOC @ H AGEwmE A 1)) , BBt A1 oHo% 6
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