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Med = Medical
D = Dictionary for
R = Regulatory
A = Activities




([ Mecora  MedDRA Kol

MedDRAL 4| 7|2+ U BO| 2 X|F A0l A AtESH=
UMM O 2 7ZE 2 9\oF M2 R0f QLIC} O] O
AT HE| AT S7ER], A O M AR ED,

2
o

O|O|E] L= (Entry), M (Retrieval), ™ 7f(Evaluation) &
Z 1} A|A|(Presentation)0f| &&= L{C}
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HE9E St 9 858 7 2349

O|eFE9| W7t RHEHTY, AFUAHO|E, AA R 7|5 &&
4 4 4d=9 A0 8 =47

HIO| 2 o|ekF, HiLl, 2| F-2|=7|7| & A& (drug-
device combination products)S E%?_ O E O|FE0| O3t
U HdES ZF(HO[E ¥H), 4M & ZMor=0 ==0]
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Preclinical ° Clinical ° Clinical ° Clinical
Testing Phase | Phase Il Phase lll
Phase IV

A { |||||. MedDRA J

A 71 2 A2 A FHAE FE GO[E{H|O| &
0 QFA M H 11 A (Individual Case Safety Reports) B! QFA A Q QF 4 H (Safety Summaries)

OlAFA|S] H 1A

APPROVAL

Marketed
Product

OI)\I'Al {2

-t

Atz (Investigators’ Brochures)

A H (Core Company Safety Information)

rzl'lI

Z(Marketing Applications)
= A
A HE
OFA S &2 &il
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Kopfschmerz Fejfajas
German Hungarian
Cafaleia Cafalea
Portuguese Italian
Hoofdpijin FEPES
Dutch Japanese
Headache Cefalea
English Spanish
Céphaléee "onoeHas Bonb
French Russian
Bolest hlavy EE
Czech Korean
LE v Cefaleia
Chinese Brazilian Portuguese

Ay

Electronic Submission
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Government Non-__ Individual Software Vendor ~__ Medical

Regulatory T 1% 1% Device
~___Regulator

.« 2020 12€ 7|= 1% u -
— 9F 6,80071 7|
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— 12771 27t

Pharmaceutical

Non-Profit

. 71l 7ol 2Rt & |

Academia
8%

Biotechnology
18%
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Country Count
United States 1769
Africa _Oceania China e29
3% .'II 29 Germany 345
United Kingdom 338
France 258
Italy 211
Republic of Korea 189
Spain 158
Canada 145
India 121
Australia 113
Netherlands 109
- Switzerland 104
Egypt 97
Sweden a7
Chinese Taipei a2
Russian Federation 81
Poland 76
Belgium G5
Denmark 59
Israel 53
Greece 57
Portugal 54
Brazil 53
Ireland 51
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« ICH 52| & &°ll ICH MedDRA &2] HE2 HE= YT
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7Y (enterprise-wide license)
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$ 100%H)

$ 1002F-$1000%H)
$ 1000%T+-$2000%H)
$ 20002F-$5<4)

$ 5A-5$104)

$ 10¥9-$504)

$ 509-$200<)
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$0 USD
$0 USD

$154 USD
$654 USD
$2,496 USD
$4,727 USD
$9,918 USD
$41,150 USD
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$70,889 USD
$2,556 USD
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Medical Dictionary for
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Search the site

Under the governance of the ICH MedDRA Management Committee, MedDRA is continuously enhanced to meet the evolving
needs of all its users around the world. Sustainability of a high guality terminology needs an income stream and the ICH MedDRA Get answers to some of your
Management Committee has opted for a licencing model that provides access to the terminology free of charge to regulatory

authority, non-profit, direct patient care provider, educafional institutes and at a fair cost shared by its commercial users through
an annual subscription fee.

Here's how to subscribe to MedDRA:

- If your organisation is headquartered in Japan, please contact the Japanese Maintenance Organization at

https-/iwww. pmij jp/jmo/phpfindexe.php, otherwize continue to Step 2.

. Determine the type of subscription applicable for your organisation.

. Determine the rate that is applicable for the subscription type.

Complete the online subscription form.

. If you are requesting a commercial subscription, please upload an annual report or a signed statement from your

organisafion on letterhead describing total revenue or turnover for its most recently completed fizcal year.

. Your subscription includes English and all translations.
. Submit your online subscription form.
. You may save or print a copy of the completed subscription form after submission.

. The MSS0 will email an invoice to the designated billing point of contact for payment if applicable. Upon receipt of

payment, the M5S0 will provide the information to download MedDRA.

Enr cuhcerintinn r 1} lata tha anling ranawal farm

WEE PiC Contact FAQs Downloads

ol 27 &

Help Yourself

immediate questions via the
MedDRA Self-Service
Application

Contact the JMO to subscribe to
MedDRA in Japan

Related Documents:
Overview of Services and Tools

L

How to share MedDRA data
Related Links:

Renewal Form
Subscription Form
Subscription Types
Subscription Rates

Special Licence Agreement
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71 Cf|o|e A2
- WHOART-MedDRA Ij% EEIz| I

ol
=

||"D MedDRA

« WHO 42t P E{H MIE|{(Uppsala Monitoring Centre
MSSOO|M &= &2 2 WHO-ART2F MedDRAE A ZA5I=
IrAU(bridge)E TF=0] S&fofl U=

o of= AFEAIE Yo, WHOART092-MedDRA24.0 B X| I

A

— O|H|Y(mssohelp@meddra.org) 84 A|, MedDRAID &2l & £

—
L
XO

A B C D E F G H J K L M N (e] P

MedDRALLT MedDRA
1 | ARR - | SEC ~| HL1~| soc ~| sec *| soc ~ WHO-ART English Term 01 202 S0z - E0a ofs Code |~ English LLT Korean LLT - |Version ~
2 foom  oo1 o007 o100 ACNE ocg "10000456 Acne Hcs 240
3 fooor ooz o007 o100 ACNEIFORM DERMATITIS = HEE4IEE "10000520 Acneiform dermatitis HECEYmEg 240
4 fooo1 oo foooz o0 RASH ACNEIFORM HoEMerE  HOEDUWE LIMGHCE "0037847 Rash acneiform HE=2ger 24,0
5 fooor  oos  fooo7  [o100 ACNE CYSTIC CEEMYE  WEHCE = 10000503 Acne cystic HEMHGES 24.0
6 [0001 006 0007 (0100 ACNE PUSTULAR =TH0E2 D22 X0EZ 0EE42E sE0Es 10000513 Acne pustular == 0ES 240
7 fooor 007 fooor  foeo ACNE AGGRAVATED o= gotst 10000498 Acne aggravated HEE o3t 240
8 fooor ooz o007 foieo ACNE CONGLOBATA silHEs siloes el4docg "10000501 Acne conglobata R ERei=) 240
o foooz o1 os2z owoo  [osoo ALOPECIA Bl zo= "10001760 Alopecia zo= 24,0
100002 03 os2s o100 [osoo HAIR THINNING ZUIHE0E | HE2E 10019050 Hair thinning EES 24.0
110002 004 0828 0100 0900 ALOPECIA AREATA ASSDE 10001761 Alopecia areata EEEEES 24,0
12foo02  oos  Toszs  foa0  [osoo ATRICHIA delss EEE "10003669 Atrichia EEE 240
130002 oos  os2s  foao0  [osoo BALDNESS oz g2 "100040s2 Baldness o2 24,0
14/o002  oo7  Toszs foao0  [osoo HAIR LOSS sy HETTES Dy =R "10013045 Hair loss g ey 24,0
150002 oos  0s28  0l00 (0900 ATRICHOSIS E-T E2RE "10003570 Atrichosis EEE 240
160002 005 0828 0100 0900 LS5 OF EVELASHES | S S aY 10024853 Loss of eyelashes ErYpsy 24,0
170002 010  'og28 0100  |0900 ALOPECIA TOTALIS Heges HHERS HAERS "10001756 Alopecia totalis HEgRs 240
180002 o1 os2s foaon  [osoo ALOPECIA SCARRING ECEEE sEdgnz  sHzsen "0001764 Alopecia scarring sE o= 24,0
19000z 012 0s28 o100 0900 ALOPECIA UNIVERSALIS Higes gedgas  deeRs "0001767 Alopecia universalis Hlges 240
20fooo02 013 Tome  Towo  oooo DEFLUVIUM Bl =z ELd "0001760 Alopecia =o= 240
210002 014 Tosze  fowoo  [os00 LOSS OF EYEBROWS ] i 2T 10015576 Eyehrow loss of EXTpSY 24,0
22f0002 015 os2s  [oao0  [os00 HAIR LOSS AGGRAVATED 2yades  oiElogas "10013045 Hair loss EEESY 240
230003 o1 o100 ANGIOEDEMA EREES "10002424 Angioedema EREE 240
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1“"9 MedDRA | 112 AFSH(PtC) =AM (1)

PtC 24 A= 23 32 2lof HiE 27
M MedDRA §0] 418 = | F&Fotl ¥ EE MedDRA 80 | FOf, 2201, Of 38 HiE
e AR dHE = 31 =0, =0, |Al
A1 10
MedDRA &0 & - | 02| L2 M g &orl H= MedDRA | ERA
e Afel QoF B | Y2E MedDRA 0 4H AO| (A
Stl= fieh Eer 29 MTS:PTC
Yot fefE MY =4 =ME A Zst=
A0 A|2)
HIOlE HM & | MedDRA G|O|E] HA | GIOJE HAM 4] HO|H o, E=91, O 37 B
HAl L AA: I3 A | EHY =8y 2280 er=0], =0, |Al(23.0H8H
O)zl= 3= 23 LI Q10f £H)
MedDRA G[O|E| M | 2] LiEfof|lM F&lotill YE | 2= MedDRA | ERA4|
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MSSO A8 MedDRA E2t2A]

{ & mmb.meddra.org c n

’n version 23.0
° SOC Blood and lymphatic system disorders
° SOC Cardiac disorders

SOC Congenital, familial and genetic
disorders

° SOC Ear and labyrinth disorders

moc Endocrine disorders

< @ u] o

MedDRA H|A3EF Hat22 (MDB)
MedDRA At0| EOj|A{ MDBQt MedDRA I} L} 2 E MedDRA S HIQ!
H2t % (MMB)

MedDRA ¢ E2}2%| (WBB) https://mmb.meddra.org

https://tools.meddra.org/wbb
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— MedDRA 801 & SMQE& M I

— Z= MedDRA A0 B = A[H

— APERf B ESH CHE 90| 2 ¥ Tts

— A AFeE LY E2tsh(Research bin)of|
g= 80== H2EE(export) & = US
M£3E, 2 224 T

=
o
=
T
ol
=

41



|”l' meddRA | MedDRA &l HE2}$A (WBB)

O a— o= 2] o iz ol Wllsvo 2] A 2=
‘ HZHH/ EEE0f 27 |8 =T v | AR
“ GME

u e

v|[s=01 MIEE] v|[24.0 v] ‘ ‘ Batew 87|

‘ EA M U2E 2A @ 0jAE LT B4 ‘

(-sec Infections and infestations ] ZAg soc ME(7| B2 2E s0C)
g ds 49 @soc EHLGT EGHLT GpT ELLT Blood and lymphatic system disorders -
= I\ Viral infectious disorders F0l ~ | covid-19 Cardiac disorders
o2 2+ g Zoff =0/ 2= A= Congenital, familial and genetic disorders
(=111 Coronavirus infections @2s 12 7S 24| Ear and labyrinth disorders

2T D2LiH0|2 A~ HY
COVID-19

FUEEEED

Endocrine disorders
Eye disorders
Gastrointestinal disorders

General disorders and administration site conditions
Hepatobiliary disorders

@2t 27 PT/LLT ZA

=

Infections - pathogen unspecified
d44 2o HN-4d
Mycobacterial infectious disorders
ShatR ZE g oy

=

@~ 1: Mycoplasmal infectious disorders
D|REAAD A Tof 7|2 o2 E 80 SHBE
I Protozoal infectious disorders
oz zey mof @pr =
2
I\ Rickettsial infectious disorders G0 2K -1 PT - CHE 80{(Preferred Term)
2IFAF 2 2ol PT COVID-19
[ £+ Viral infectious disorders COVID-19
Hrol2|x 28 o B of3 s -0
ut Adenoviral infections B sol0) M #ap-o
Z1E Ot = Hto|2f A~ 2 B0 7w Ha w3 g
w1 Alphaviral infections »1 Asymptomatic COVID-19
SIBHo[3~ 2 SZ4 CoVID-19 10021881Infections and infestations Y
Lt Arboviral infections NEC - 7T Congenital COVID-19 10038738Respiratory, thoracic and mediastinal disorders N
OtZ £250[2 2 Z+H NEC MHH CovID-19
w g;;';f:gﬁégf“g[‘; #1 COVID-19 immunisation HEIHFEZ =27 HEAE £
Ast | inf 7 S COVID-19 0f|g HS 20000237COVID-19 (SMQ) MM AMEEd A0 23.1 23.1
L OMrD;I;HTOT;T;@' PT COVID-19 pneumonia 20000231Infective pneumonia (SMQ) =% ZMzhd A 0 23.1 23.1
~E Ea ] COVID-19 H&E 200002350pportunistic infections (SMQ)= % ZMzhd A 0 23.1 23.1
ui1 Galiciviral infections [ T COVID-19 prophylasis
SR et COVID-19 0%
- Co)rgnavvuslnfecuons #1 COVID-19 screening o1%|BlL StE olf| Bt Bt
215 AEL{HO[2|~ 2t Y COVID10 11 #Af PT MedDRAOA 2 XSl T2 PT SMQOIAM %[5t &5
Asymptomatic COVID-19 PT COVID-19 treatment
34 coVID-19 COVID19 %2 &-pr & PT COVID-19
20;:33?;\\28\?319 #T Post-acute COVID-19 syndrome (= HLT Coronavirus infections swa Infective pneumonia (SMQ)
HEy - 24 COVID19-= E52 - 15 Viral infectious disorders - PT COVID-19
Zogcf;!;&;riegﬁizl PT Suspected COVID-19 E Infections and infestations swa Opportunistic infections (SMQ)
- -0 COVID-19 Z+E o] (= T COVID-19 (= PT COVID-19
[=-u Viral lower respiratory tract infections swa GOVID-19 (SMQ)
CoviD.10 =- 1 Respiratory tract infections
- Eﬂeumﬂﬂla soc Respiratory, thoracic and mediastinal disorders
COVID-19 H|Z -
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Welcome to MedDRA

In the late 1990s, the International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use (ICH)
developed MedDRA, a rich and highly specific standardised medical terminology to facilitate sharing of regulatory information
internationally for medical products used by humans... (more)

Medical Dictionary for
Regulatory Activities

MedDRA &I

SSA

Multilingual Access  #3x CeStina Nederlands English Francais Deutsch Magyar ltaliano BZ:E $30{ Portugués
Portugués do Brasil Pyccku#t Espariol

Discover MedDRA

MedDRA Peintsto
Consider

MedDRA Training

Webinars - Standardised
MedDRA Queries (SMQs)

Webinars - Advanced
MedDRA Coding

v dia Standard Time V
Webinars - What is

MedDRA and How is it Webinars - MedDRA
Used? Coding Basics

ral European

WBB PiC Contact FAQs Downloads

ol 27 &
. Search the site

COVID-19

Please go to the COVID-19 page
for information about COVID-19
terms and revisions in MedDRA
23.0 and 23.1. New SMQ COVID-
19 is included in MedDRA 23.1 on
the Downloads page.

Help to Shape the
MedDRA Terminology
by submitting change
requests. Your
contribution will then
be considered by the
MSSO/IMO.

4

WebCR 4

Recent News

MedDRAAPI Available
for Beta Release

The MedDR,
availble in be}

Help Desk Live Chat

- 18th Feb 2uz1
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MedDRA 2+t 1= 2/73
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—MedDRA A|4f5}7]

« B3 QH| L+ (Webinars) | > \
—MedDRA A[%f5t7| - Let’s Code Together X
—MedDRA 7j & - MVAT Demonstration
—~MedDRA T 7|2 - Requesting Changes to MedDRA

- MedDRA 2|4l 42 (MedDRA
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2021 5,63 ¢r=0f
MedDRA ¢JH|Lt 24

e https://www.meddra.org/training/schedule

MedDRA Training Schedule ; scheduie / Training 1 #

Click Here for

Click Here for

Webinars Face to Face
Training

Course:  All Courses

MedDRA 1Y 7|2

MedDRA Coding
Basics

11 © 14:00

Language: Korean

Korea Standard Time

K
5€ 11 (3]) 235 24| MAY 2021 (KST) orean
= Advanced
MedDRA -?'-I:oJ )f:! MedDRA Coding (1}+ © 14:00 Korea Standard Time Corean
6% 8% (EI') 2?— 2*| JUN 2021 (KST)
OO|E| &AM 2 Data Analysis and - I
o= Query Building © 14:00 orea Standard Time ‘
MidDRA;!!IEl ';r =7 with MedDRA JUN 2021 (KST) orean
6E 2% (3) 2% 24|
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« =4 O|&X| www.meddra.org
O|H|Y mssohelp@meddra.org
A2 2= 22 (FAQs) www.meddra.org/faqg

MedDRA E2r2 4

— https://www.meddra.org/meddra-desktop-
browsers (A3 & E2r24)

— https://tools.meddra.org/wbb/ (g E2t2%)
— https://mmb.meddra.org (2HIY H2l2 %)
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documentation
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