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Disclaimer and
(”Ilb MedDRA

Copyright Notice (&

This presentation is protected by copyright and may, with the exception of the
MedDRA and ICH logos, be used, reproduced, incorporated into other works,
adapted, modified, translated or distributed under a public license provided that
ICH's copyright in the presentation is acknowledged at all times. In case of any
adaption, modification or translation of the presentation, reasonable steps must
be taken to clearly label, demarcate or otherwise identify that changes were
made to or based on the original presentation. Any impression that the
adaption, modification or translation of the original presentation is endorsed or
sponsored by the ICH must be avoided.

The presentation is provided "as is" without warranty of any kind. In no event
shall the ICH or the authors of the original presentation be liable for any claim,
damages or other liability arising from the use of the presentation.

The above-mentioned permissions do not apply to content supplied by third
parties. Therefore, for documents where the copyright vests in a third party,
permission for reproduction must be obtained from this copyright holder.
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Please download and
slido install the Slido app on \,@.
all computers you use \_° |

Your experience with
MedDRA?

@ Start presenting to display the poll results on this slide.



Please download and
slido install the Slido app on ()
all computers you use

I&

What is coding?

@ Start presenting to display the poll results on this slide.



Coding In dally life?




([ Medora  What is MedDRA?

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

MedDRA is a clinically-validated international medical
terminology used by regulatory authorities and the regulated
biopharmaceutical industry. The terminology is used through

the entire regulatory process, from pre-marketing to post-

marketing, and for data entry, retrieval, evaluation, and
presentation.




‘”"' P Where MedDRA Is Used

| |

APPROVAL

N . Marketed
Preclinical ° Clinical o Clinical ° Clinical Product

Testing Phase | Phase Il Phase IlI
Phase IV

[ 1”"' MedDRA J

- Regulatory Authority and Industry Databases
\ ;}j Individual Case Safety Reports and Safety Summaries
| Clinical Study Reports
Investigators’ Brochures
Core Company Safety Information
Marketing Applications

Publications
Prescribing Information
Advertising




'H“D vedora OCOPE Of MedDRA

ouT

Not a drug
dictionary

Frequency
qualifiers

Medical conditions
Indications
Investigations (tests, results)
NS yleelcioilOl  Medical and surgical procedures
terms Medical, social, family history
Medication errors
Product quality issues
Device-related issues
Product use issues
Pharmacogenetic terms
Toxicologic issues
Standardized queries

Numerical values for
results

Clinical trial study Severity descriptors

design terms

Not an equipment, device,
diagnostic product dictionary
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=-se¢ Cardiac disorders
=-¢: Cardiac arrhythmias
=-mr Cardiac conduction disorders
-[r1] Bundle branch block

~-ur Block bundle branch

~ur Bundle branch block

~ur Bundle branch block NOS

1| Bundle branch block, other and unspecified

----- wr Bundle branch block, unspecified
~ur Complete bundle branch block
~ur Heartblock bundle branch

-1 Incomplete bundle branch block
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-soc Blood and lymphatic system disorders
-soc Cardiac disorders

~soc Congenital, familial and genetic disorders

~soc Ear and labyrinth disorders

-soc Endocrine disorders

-soc Eye disorders

-soc Gastrointestinal disorders

-soc General disorders and administration site conditions
~soc Hepatobiliary disorders

-5t [mmune system disorders

-5ot |nfections and infestations

-S5Ot |njury, poisoning and procedural complications

-sot |nvestigations

-0t Metabolism and nutrition disorders

-50t Musculoskeletal and connective tissue disorders
-soc Neoplasms benign. malignant and unspecified (incl cysts and polyps)
-50C Nervous system disorders

-sot Pregnancy, puerperium and perinatal conditions
-sot Productissues

~soc Psychiatric disorders

-sot Renal and urinary disorders

-soc Reproductive system and breast disorders

-sot Respiratory, thoracic and mediastinal disorders
-soc Skin and subcutaneous tissue disorders

-sot Social circumstances

-sot Surgical and medical procedures

-sot Vascular disorders

System Organ Classes
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([ Mecora  MedDRA Codes

(10002054

« Each MedDRA term is assigned an 8-digit numeric code
— Non-expressive

— Assigned sequentially

« Codes can fulfill a data field in various electronic
submission types (e.g., E2B (R3))
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‘||"' viedora | A Multi-Axial Terminology

SOC = Respiratory, thoracic and
mediastinal disorders

(Secondary SOC) ﬁ

!

HLGT = Respiratory tract
infections

HLT = Viral upper respiratory
tract infections

N\

SOC = Infections and
infestations
(Primary SOC)

I

HLGT = Viral infectious
disorders

I

HLT = Influenza viral
infections

PT = Influenza

L




.“"D vedora MedDRA Versioning

« Two MedDRA updates/year
— 1 March X.0 (Complex release)

— 1 September X.1 (Simple release)
« Resources:
— "What's New” document
— Version report
— MedDRA Version Analysis Tool (MVAT)

 Version used in data retrieval and presentation
should be documented

« Terms used for queries should be in same version as
data being queried




MSSO’s MedDRA
Browsers

MedDRAZL0- Spunsh | MedDRAZ20-Spareh || MedDRAZD-Soanh - 5OC ~| [ SowCoden [ Show Hen Camrert LT

Select SOCs 1o Search fdefaull s 2 SOCs)

e Circunstancias sociales Hsc Hmer Bor Ber Bur
e~
2] Lse i L L
LT

:‘ﬁ version 23.0
WelDRACode MedDRA Term ke

10041244 | Circunstancias socisles

Term Details in Primary Language

G SOC Blood and lymphatic system disorders

° SOC Cardiac disorders

>
Mo, May 1, 2020 54533 A SOC Congenital, familial and genetic
disorders

° SOC Ear and labyrinth disorders

moc Endocrine disorders

< @ th o

MedDRA Desktop Browser (MDB)

Download MDB and release files from MedDRA website

Mobile MedDRA
Browser

MedDRA Web-Based Browser (WBB) https://mmb.meddra.org
https://tools.meddra.org/wbb/
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https://mmb.meddra.org/
https://tools.meddra.org/wbb/

'“')D ; MedDRA Term Selection:
Y <" | points to Consider
(MTS:PTC)

Provides term selection advice for industry and
regulatory purposes

Promote accurate and consistent term selection to
facilitate a common understanding of shared data

Recommended to be used as basis for individual
organization’s own coding conventions
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SECTION 2~ GENERAL TERM SELECTION PRINCIPLES ...
21 Qualty of Source Data
22 Qualty Assurance
23 Do Not Aler ModORA
24 ANways Select o Lowest Lovel Term

25 Select Only Current Lowest Level Terms

26 When 10 Request & Term

27 Use of Meadcal Judgment in Term Selecton

28 Selecting More than One Term

29 Chack the Hurarchry

210 Select Toms for Al Reported Information, Do Not Add information
SECTION 3~  TERM SELECTION POINTS

31 Defrwtve and Provisonal Diognoses with or without Signs and Symgptams.
32 Death and Other Patent Outcomes.
321 Death weh ARWAL s
322  Doath as he anly repored information
323 Doath termes that add smportant clincal idormaton
324 Other patent cutcomes (non-tatal)
33 Swade and Self Harm

331 M ovensone s reponed
332 M satt-upary s reporied
333 Fatal macxim steeret
34 © e
341 Conficting informason
342 Amtagucus rormation
343 Vague wormanon
35 Comtwnaton Termm
s Onamgreones arvd sQrvvyrrgtonm
352 ONe reponed CONMBON s More SOl 1han he offws
353 AMGORA COmBINaBon 1 s avakatle
54 When 10 RO k0 mone Than Gre MedORA term
355 Event reponied with Dre-esstng Conation
36 Age vs. Evert Specscry
261 MDA e nchades 308 2 event riorrmation
362 NO avaatie MedORA W Inchates DOt 50% S evert ormation
37 Body See va Evert Speclicry
70 NORA b Inchudes Body e and event fonmation
T2 NO avaiatie MacORA M InCRudes DOt Doy S Snd event Iformation
373 Event 0couTINg 3t ultiple body shes
38 u < v woecton

301 MCORA b INChues MICTOMOMT S SNEonIc KCaon

IA2  NO Ivaratie MecDRA 101 INCAXSeS DO MECTOOMGNIm S anatomec
ocaton 19

39 Modfcation of Pre-easting Conamons.
310 Exposures Gung Pregnancy and Dreost Feedng
3101 Events in e mother

317 Transmission of Infectious Agent via Product ...
348 Owverdose, Todcly snd POISONING ..o, 4.1.1  Versioning methodologies

MedDRA Term Selection:
Points to Consider
(MTS:PTC)

3102 Eventsinthechidorfoetus.............. e e 3181 Overdose reported wWith clinical CoNsSequences .
3182 O eponed without cor ces
311 Congenital Tems oo S
3.11.1 Congenital conditions ..

3191 Device-related event reporned with cinical consequences
3192 Device-related event reporned without clinical
320 Drug Interactions

3.11.3 Conditions not specified as either congenital or acquired ... 3.20.1 Reporier specifically states an interaction
3202 adoos not ally state an interaction
312 Necpm .. . A 321 No Adverse Effect and “Nomal™ Terms

3211 No adverse effect
3.21.2 Use of normal”™ terms . .
22 Unexpected Therapeutic Effect

23 1 Lack of effect

3.121 Do not infer malignancy .......
313 Medical and Surgical Procedures ...
3.13.1 Only the procedure is reported ...

) IncCreasoed, decreoasod and prolonged offect
344 Iwestigations ... Sockal Circumstances =
3141 Results of4 3.24.1  Use of terms in this SOC
3.24.2 egal acts of crime or abuse
* 325 Meaical and Social History
326 Incication for Product Use
A 3261 Medical cCoOndtions
................ 3.26.2 Complox Ingications
326 3  InAICAtioNs Wth Qenetic markers or abnormalitios
3.26.4 Prevention and prophylaxis

3.26.5 FProcedures and diagnostic tests as indications

........ 3266 ana

3267 Inadcatnon not reported
327 Off Label Use

327 1 Off lavel use when reported as an indgication
_______________________________________________________________________________________________ 327 2 Off label use when repored with an AR/AE
328 Proguct Qualty Issues

RTORD AU i o TR okt

328 1 Product quaiity issue reported with cinical consequences
BAB.3 AGGICHION ..ot ces s s assssss s nes s ss e snssss s ssesennnsen 3282 Product quality Issue reported without clinical consequences
BI0A DD ORI o i iaiasi B00.3 IPFOCMCLGUEIY JBBUS VB. INSKIORSOR SITOoF

SECTION 4 —

4.1 Versioning

412 Timing of version implementation 17
42 LInks and References




- General term selection
cl“l' MedDRA

wwes Lowest Level Term that most
accurately reflects the
reported verbatim
information should be

] selected

hH‘H

Degree of specificity may be
challenging

Avoid company-specific
“work-arounds” for MedDRA
deficiencies

principles

Select current LLTs only

Use medical judgment when
appropriate

Submit change request to

MSSO
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b General term selection
¢||| MedDRA | — .
principles

Select terms for every AR/AE
f Select Terms for All Repgrted reported, regardless of causal
. association; Select terms for
Infnrmatlun device-related events, product
quality issues, medication errors,

medical and social history,
investigations, and indications as
appropriate

Do Not Add Information

LLT Selected Do not make
diagnosis if only
Abdominal pain LS Sy T
reported
Abdominal pain, It is inappropriate to
increased serum Serum amylase assign an LLT for
amylase, and increased Increased diagnosis of
serum lipase “pancreatitis”
Lipase increased




.“"D vmedora IMmportant Coding Errors

» Missed Concepts

— All medical concepts described after the product is taken
should be coded

— Example: ™ The patient took drug X and developed
alopecia, increased LFTs and pancreatitis". Manufacturer
only codes alopecia and increased LFTs (missed concept of
pancreatitis)

« “Soft Coding”

— Selecting a term which is both less specific and less severe
than another MedDRA term is “soft coding”

— Example: “Liver failure’ coded as hepatotoxicity or
increased LFTs




'I{'D p— Problems With Coding
I Data

Appropriate coding requires clear initial data

Code only reported verbatim term; cannot interpret or draw
information from other sources

Ambiguous information
— Example: Congestion (nasal, liver, sinus, pulmonary?)
— Example: Decreased BS (breath sounds, bowel sounds or blood
sugar?)
Combination terms, should be split, Example: Nausea & vomiting
Death, hospitalization, and disability are outcomes, underlying
event needs to be coded

— Example: Hospitalization due to congestive heart failure”
(Coded as Congestive heart failure, hospitalization captured as
the outcome)




A Ing the R It
‘”"' veaora | 1 1SSESSING the Repo ed
Information

« Consider what is being reported. Is it a:
— Clinical condition - Diagnosis, sign or symptom?
— Indication?
— Test result?
— Injury?
— Procedure?
— Medication error?
— Product use issue?
— Product quality issue?
— Social circumstance?
— Device issue?
— Procedural complication?
— Is it a combination of these?

22




'”“D viedora | HOW t0 code? Example:

« Verbatim: The patient suffered from an allergic reaction

to an antibiotic

— Coded to LLT : Allergic reaction to antibiotics

--ur Allergic reaction o antibiotics
=T Drug hypersensitivity
--m1 Allergies to foods, food additives, drugs and other chemicals
Allergic conditions
04 Immune system disorders

23




,“"D viedora | [1OW 10 code? Example:

Verbatim: Patient was hospitalized with severe upper abdominal
burning pain radiating to the back, nausea, and vomiting that
worsened with eating. Upon further investigation her serum
amylase levels were found to be elevated and was diagnosed

with Pancreatitis. During the hospitalization she was also found to
have DVT.

— Coded to
1. LLT : Pancreatitis 2. LLT : DVT
20 P R SR
- 1 et 003649 21 Depventiontss T
A 3 e chonaroetts 0S4 -.u- Penpheral s nd oo 054
-+ - Brome e ond |on5[ il A
----- ) Getresnl s 1017047 Vet T




.““D viedora  HHOW to code? Example:

Patient reported severe eye irritation after using eye drops
that had a cloudy appearance. An investigation by the
manufacturer revealed that the batch of eye drops contained

foreign material.

- Coded to LLTs

LLT PT Primary SOC
Eye irritation Eye irritation Eye disorders
Product appearance cloudy Liquid product physical Product issues
Issue
Product contamination foreign Product contamination Product issues
material physical
-————-—-—————l




Please download and
slido install the Slido app on \,@.
all computers you use \_° |

Reported term: 'Abuse’

@ Start presenting to display the poll results on this slide.
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Please download and
slido install the Slido app on \,@.
all computers you use \_° |

"Man with decreased
fertility.”

@ Start presenting to display the poll results on this slide.
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Please download and
slido install the Slido app on \,@.
all computers you use \_° |

"Deliberately took an
overdose".

@ Start presenting to display the poll results on this slide.
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Please download and
slido install the Slido app on \,@.
all computers you use \_° |

"Death from cerebral
haemorrhage”

@ Start presenting to display the poll results on this slide.
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Please download and
slido install the Slido app on \,@.
all computers you use \_° |

"Hypoglycemia (blood
glucose = 200 mg/dL)"

@ Start presenting to display the poll results on this slide.
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Please download and
slido install the Slido app on \,@.
all computers you use \_° |

"Took intramuscular
drug by mouth".

@ Start presenting to display the poll results on this slide.
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Please download and
slido install the Slido app on \,@.
all computers you use \_° |

Infection after surgery

@ Start presenting to display the poll results on this slide.
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Know more”?

www.meddra.org

c|||l' MedDRA

Support Documentation / wovous / a

Regulstory Activities

SSA WEB FiC Contact FAQs Downloads
Madical Dictionary for
|||| MedDRA

it

Additional Points to Consider Document

ol = A&

MedDRA Version 24.0 March 2021
Contact ; » MedDRA Version 23.1 September 2020
MedDRA MSSO Social Media Channels MedDRA Version 23.0 English March/April 2020
7575 Colshire Drive Connact with us in' Flesse scsn the spproprists QR code
Mclesn, VA 22102 to join the MedDRA group on WhatsApp or WeChst MedDRA Version 22.1 English September 2019
Usa
E-mail: mssohelp@meddra.org or uss the form balow. WhatsApp  English/Spanish: French: MedDRA Version 22.0 English March 2019
Direct: +1702 656.2050 .

Help Yourself
1 snswers to some of your immediate questions
via the MedDRA Self-Service Application

Follow us on Social Media

invls

MedDRA Version 21.1 English September 2018
MedDRA Version 21.0 English March 2018
MedDRA Version 20.1 English September 2017
MedDRA Version 20.0 English March 2017
MedDRA Version 19.1 English September 2016
MedDRA Version 19.0 English March 2016

WeChat MedDRA Version 18.1 English September 2015

Training Materials ; rinng 1 &

MedDRA training materials are available as presentations and videocasts for streaming to your computer (wmw) o for downloading (.zip).

General / Basics

> Topic Presentation Training Type.
Contact Form Coding
> Topic Presentation Training Type
Mame:
Retrieval / Analysis (SMQs)
Telephone:
> Topic Presentation Training Type
E-mail: * Confirm E-mail: *
MedDRA Versioning
Organizstion *
> Topic Presentation Training Type
Comment:
Tools
> Topic Presentation Training Type

B 2gd me o the MSS0 email list

I'm not a robot
rRCARTEHA
ey Terma

Contributions from MedDRA User Grouj

A number of useful training materials (presentations and recordings) are
developed for User Groups and are available for download on the User Group page.

1d MedDRA Best Practices Document (¢

Selctatnoese English

ick here)

Type your message here




l‘“l' MedDRA

Thank Youl!

mssohelp@meddra.org

anamika.dutta@meddra.org
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