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Disclaimer and
llmb 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.




4||"D MedDRA | Get ready to participate !

Join by Web

€ Goto PollEv.com

2 MRS oo mikadutta561

€) Respond to activity

1. Open an internet browser and go to

PollEv.com_ Or Just scan the QR
2. ‘I‘Enter analjl1|kadutta561 as the code to participate !
username
3. Click Join

4. Respond to activity
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I. Where are you joining from today?
MedDRA

.. Start the presentation to see live content. For screen share software, share the entire screen. Get help at pollev.com/app

n
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& When poll is active, respond at pollev.com/anamikadutta561

Never used MedDRA
6 months to 2 years
3to 5years

More than 5 years

Start the presentation to see live content. For screen s

hare software, share the entire screen. Get help at pellev.com/app

g

Your experience with MedDRA?



([ mecora  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.




MedDRA and the MSSO

24«
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development the terminology = MedDRA Management  japanese
comittee

terminology



1|”l' MedDRA

Preclinical
Testing

Where MedDRA 1s Used

| |

Marketed
Clinical Product
Phase |

APPROVAL

Clinical
Phase Il|

Clinical
Phase Il

° ° Phase IV
{ 1““' MedDRA J

Regulatory Authority and Industry Databases
Individual Case Safety Reports and Safety Summaries

Clinical Study Reports
Investigators’ Brochures
Core Company Safety Information
Marketing Applications

Publications
Prescribing Information
Advertising




1||"D MedDRA | Scope of MedDRA

ouT

Not a drug
dictionary

Frequency
qualifiers

Medical conditions
Indications
Investigations (tests, results)
NSNS ylecisilol  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




MedDRA Codes and
0||I|. MedDRA .
Translations

=] (=]
- Each MedDRA term

a assigned an 8-digit numeric
code starting with 1"
=)
‘ Codes can fulfill a data field
@ in various electronic
= D =

[Z] New terms are assigned
. . sequentially

=)=1=] =
(=] =
(=] (2]

submission types (e.g., E2B)
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h’ MedDRA

MedDRA Structure

4 Cardiac disorders o Sty
Mots:
Mot all HLGTs,
HLTs, FTz or LLTs Car d iac High Level Group Term (HLGT)
Fhra arrhythmias
—. HLGI
| ngh Level Term (HLT)
1737
Rate and rhythm J e

HLT

Lowest Level Term ( LLT)
86714 A

PT

J More Speciicty

[ l | ]
Other specified Arrhythmia -
LLT LLT dysrhythmias LLT LLT

LLT

11
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--S0C
-.S0C
-S0C
-.S0C
-.S0C
--S0C
-.S0C
..S0C
T
-.S0C
-.S0C
T
-.S0C
..S0C
T
-.S0C
..Soe
..S0e
-.S0C
.sec
.St
-S0C
st
.St

Cardiac disorders

Congenital, familial and genetic disorders

Ear and labyrinth disorders
Endocrine disorders

Eye disorders
Gastrointestinal disorders

General disorders and administration site conditions

Hepatobiliary disorders
Immune system disorders
Infections and infestations

Injury, poisoning and procedural complications

Investigations
Metabolism and nutrition disorders

Musculoskeletal and connective tissue disorders
Neoplasms benign. malignant and unspecified (incl cysts and polyps)

Nervous system disorders

Pregnancy. puerperium and perinatal conditions

Productissues
Psychiatric disorders
Renal and urinary disorders

Reproductive system and breast disorders
Respiratory, thoracic and mediastinal disorders
Skin and subcutaneous tissue disorders

Social circumstances
Surgical and medical procedures
Vascular disorders

System Organ Classes

Blood and lymphatic system disorders

12




4“@ MedDRA | Non-Current Terms [T

« Flagged at the LLT level in MedDRA

» Not recommended for continued use

« Retained to preserve historical data for
retrieval and analysis

« Terms that are vague, ambiguous, out-
dated, truncated, or misspelled

« Terms derived from other terminologies
that do not fit MedDRA rules




‘||||' MedDRA | 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

14




'H”D e Rules for Primary SOC
! Allocation (cont.)

PTs represented in only one SOC are automatically assigned that
SOC as primary

« PTs for diseases, signs and symptoms are assigned to prime
manifestation site SOC

« Congenital and hereditary anomalies terms have SOC Congenital,
familial and genetic disorders as Primary SOC

* Neoplasms terms have SOC Neoplasms benign, malignant and
unspecified (incl cysts and polyps) as Primary SOC

— Exception: Cysts and polyps have prime manifestation site SOC as Primary
SOC

« Infections and infestations terms have SOC Infections and
Infestations as Primary SOC

000896




([ Mecora  Primary SOC Priority

If a PT links to more than one of the exceptions,
the following priority will be used to determine
primary SOC:

@ Congenital, familial and genetic disorders

Neoplasms benign, malignant and unspecified
(incl cysts and polyps)

Infections and infestations

000896




'““i G s | A Multi-Axial Terminology
(cont)

PTs in the following SOCs only appear in that
particular SOC and not in others, i.e., they are
not multi-axial

e /nvestigations
e Surgical and medical procedures
e Social circumstances

000000




Mondey, May 11, 2020 | 54035 PM

MedDRA Desktop Browser (MDB)

Download MDB and release files from MedDRA website

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

MSSO’s MedDRA Browsers

{ & mmb.meddra.org c n

Lo
S M Q Settings
>n version 23.0
c 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

Mobile MedDRA

Browser
https://mmb.meddra.org

18



https://mmb.meddra.org/
https://tools.meddra.org/wbb/

'”“’ e What are
Coding Conventions?

« Written guidelines for coding with MedDRA
In your organization

« Support accuracy and consistency

« Common topics
— Misspellings, abbreviations and acronyms
— Combination terms and “due to” concepts
— “Always query” terms, e.g., "Chest pain”




,“"D - MngRA Term.SeIection:
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




|m' MedDRA

SECTION 2 -
21 Qualey of Source Data
22 Qualty Assurance
23 Do Not Aer MedDRA
24 ANways Select a Lowest Lavel Term
25 Select Only Current Lowest Level Terms.
26 Whan 10 Request a Term
27 Use of Madkcal Judgment in Term Selecion
28 Selecting More than One Term
29 Chack he Hwrarchy
210  Seloct Torms for AY
SECTION 3~  TERM SELECTION POINTS

Do Not Add

31 Defirntive and Provissonal Diagnoses with or without Signs and Symptoms.
32 Death and Other Pationt Outcomes.

321 Death wih ARVALS

322 Death as he only reported information

323 Death tormes that add important cincal information

324 Other patont cutcomes (non.fatal)
33 Swade and Solf-Harm

331 Mowerdose s reponed

332 Maaltrpry s reponied
333 Fatal macae aterrpt

34 G ague
341 Confictng Infomason
242 Amtiguous Information
343 Vague wiormanon
35 Combwnaton Temms
351 Dagnows ard sgnivymgtom
352 One reponed CONMON i More SOeciic than e ohes
353 AMoGDRA Ccombnation term is avakabie
254 Whan 10 it Inlo more Than one MedDIRA term
355 Event reponied with Dre-existing conamon
36 Age vs Evert Specicry
361 MadORA term inchudes age and event rdormation
362 No avaiatie MedOIRA term nchudes DOth age and event riormation
37 Body See va. Evert Specicity
370 MedODRA term inchudes Dody Sie and event nfonmaton
372 No avaiatie MedORA term nchudes Hoth body e and event rformation
373 Event ocoumng at muliple body stes
30 Locamon-Spmclic v MCroongareem-Spechic nfecton
301 MDA 1erm INCRuces MICRORIm and Snaonc Kcaon

382 No avaatie MecdDRA 10rm INCAGes DOH MICROOOMNISM and aNatom
locaton 19

39 Moafcaton of Pre-esmting Condton
310 Exposures Gung Pregnancy and Dreast Feedng
3101 Events in the mother

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

3.10.2 Events in the chid or foetus
SN COMDUMNTEMN
3.11.1  Congenital conditions
3.11.2 Acquired conditions (not present atbirth) ..o
3.11.3 Conditions not specified as either congenital or acquired ..............
312 Neoplasms
3.121 Donot infer malignancy ...............
313 Medical and Surgical Procedures.............

3.18.1 Overdose reported with clinical consequences ...
3182 Overdose reporned without CENiCal CONSequences

319 Device-related Terms . o .
3191 Device-related event reporned with cinical consequences
3192 Device-related event reponed without clinical CoNsequences

Do not infer lack of effect

233 Increased, decreased and prolonged effect

324 Sockl Circumstances ...
3.24.1 Use of terms in this SOC
3242 egal acts of crime or abuse

325 Me and History
326  Inaication for Product Use

- 3261 Medical conditions

3262 Complex Indications

3263 I

W with O r rkors or abnomaitios

326 .4 Provention and prophylaxis . o
3265 Procedures and diagnostic tests as indications ...

3266 and rep ap

3.26.7 Indicaton not reported
327 Off Label Use

327 1 Off label use when reported as an iIndication

3161 Misuse 3272 Off label use when reported with an AR/AE
B MO AT DS -
3281  Product quality issue reported with clinical consequences
B0 I e s e rameeeti oot bty s ibemses 3282 Product quality Issue repor clinical consequences
3164 DIUGAIVEISION ... D90:3 " Producs Uity meus. vi. TRediontion enur,
SECTION 4~  APPENDIX
317  Transmission of Infectious Agent via Product .................uevrnnnnnnnns 41 Versioning
318 Overdose, ToxiCity and POISOMING..............co...crwumsrmressmmsmssssesssmssssssssssssns 411 Ve 9 0

4.1.2  Tming of version implementation
42 Links and References

21




q“l’ viedora | GENETal term selection

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

\ selected

hHH

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

22




.|||D e i G_ene_ral term selection
principles

Select terms for every AR/AE

reported, regardless of causal
f Select Terms for All REPUrtEd association; Select terms for

Infnrm ation de\{ice_—related eve_nts! product
quality issues, medication errors,
medical and social history,
investigations, and indications as
appropriate

Do Not Add Information

Do not make

LLT Selected diagnosis if only
signs/symptoms
Abdominal pain 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




Reported Information

Throbbing above temple
Aching all over head
Pulsing pain in head
Really bad headache

Headache

Coding: Translating into
MedDRA

MedDRA Coding Term (LLT)

Headache

Infection in lungs

Lung infection

Patient took Drug A instead of
Drug B and experienced
hypertension

Wrong drug administered
Hypertension

24




‘lllb viedora | - \SSESSING the Reported
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?

25




‘||||' MedDRA | How to code? Example:

« Verbatim: THYROID CARCINOMA
— Coded to LLT : Thyroid carcinoma

é---m Thyroid carcinoma
c-#1 Thyroid cancer
-1 Thyroid neoplasms
&1t Thyroid gland disorders
- -t Endocrine disorders
-1 Thyroid neoplasms malignant
= Endocrine neoplasms malignant and unspecified

----- @ Neoplasms benign, malignant and unspecified (incl

=

cysts and polyps)

26




([ Mecora  How to code? Example:

Verbatim:

antibiotic

The patient suffered from an allergic reaction to an

— Coded to LLT : Allergic reaction to antibiotics

--ur Allergic reaction to antibiotics
=T Drug hypersensitivity
=M1 Allergies to foods, food additives, drugs and other chemicals

Allergic conditions

04 Immune system disorders

27




([ Mecora  How to code? Example:

Verbatim: 03/19/2012: 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
i--u- Pancreats [ 10037645 - DTl I
1 Pancreattis [10033649) =11 D veintrombosis 0051050
=t Agueand Ehmmgpan[;rea s (1003364 | = Pen heralembolism and thrombosi [10034572]
Exu::nnepancreas conditions [ 10010674] Em bolism and thrombosis [10010Z)
----- -1 Gastrintstinal disorders [ 10017847 Vs e (4T




([ Mecora  How 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
ﬁ




([ Mecora  How to code? Example:

Symptoms

The patient states she has been experiencing cold
sweats

000000

30




([ Mecora How to code? Example:

Investigations

Lab results indicate the patient has increased
troponin and increased CPK-MB

000000

S




"» "
What LLT would you Select ? "A 2 day
'”"' old baby was noted to have a mild

MedDRA
fever"

.. Start the presentation to see live content. For screen share software, share the entire screen. Get help at pollev.com/app




"=
(i

I. Reported term: 'Abuse’
MedDRA

Code

Seek
clarification

Start the presentation to see live content. For screen share software, share the entire screen. Get help at pollev.com/app




.. CJ When poll is active, respond at pollev.com/anamikadutta561 ..

'H". ""Man with decreased fertility."
MedDRA

Infertility

Fertility decreased male

Infertility male § 3%

Fertility decreased 9%

.. Start the presentation to see live content. For screen share software, share the entire screen. Get help at pellev.com/app




.. CJ When poll is active, respond at pollev.com/anamikadutta561 ..

'““’ Deliberately took an overdose
MedDRA

Intentional overdose. 16%

Suicide attempt

Deliberate overdose

Overdose NOSP 3%

.. Start the presentation to see live content. For screen share software, share the entire screen. Get help at pellev.com/app



.. CJ When poll is active, respond at pollev.com/anamikadutta561 ..

MedDRA haemorrhage“

Verbatim: "Death from cerebral

Sudden death . Death Cerebral haemorrhage . Brain death

Brain death Sudden death

Cerebral haemorrhage Death

.. Start the presentation to see live content. For screen share software, share the entire screen. Get help at pollev.comjapp



.. CJ When poll is active, respond at pollev.com/anamikadutta561 ..

1“". Hypoglycemia (blood glucose =200
MedDRA Mg/dL)

. Blood glucose abnormal . Blood glucose increased Hypoglycemia

Hypoglycemia —\

14%

AN

.. Start the presentation to see live content. For screen share software, share the entire screen. Get help at pellev.com/app ..37

Blood glucose abnormal
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'“ I. Took intramuscular drug by mouth
MedDRA

A. Wrong route of
administration

B. Drug administered via
iInappropriate route

C. Medication error

D. Intramuscular formulation
administered by other route

.. Start the presentation to see live content. For screen share software, share the entire screen. Get help at pollev.com/app




.. CJ When poll is active, respond at pollev.com/anamikadutta561 ..

'H". "Infection after surgery"
MedDRA

Infection

Postoperative wound .
infection [} 37

Surgical wound
infection

Postoperative infection

.. Start the presentation to see live content. For screen share software, share the entire screen. Get help at pellev.com/app



"=
What LLT would you Choose ? "The

'I“I. patient was confined to a

MedDRA .
wheelchair"

.. Start the presentation to see live content. For screen share software, share the entire screen. Get help at pollev.com/app




'IS'D p— How would you handle
I this report?

A diabetic patient is anxious about his XXXX
vaccination appointment, so he forgets that he
took his morning insulin and administers a
second dose. At the vaccination clinic, the
diabetic patient seems confused, looks pale,
and is sweaty.




“n

@& When poll is active, respond at pollev.com/anamikadutta561

How would you handle this
report?

1. Select 4 LLTs: Extra dose administered AND
Confusion AND Looked pale AND Sweating

2. Select LLT Hypoglycemic attack

3. Select LLT Medication error

4. Select LLT Vaccination adverse reaction
5. Select LLT Panic attack

6. Query the site

Start the presentation to see live content. For screen share software, share the entire screen. Get help at pollev.comjapp

y

T



“n “y
"She was diagnosed with
"I pneumonia caused by COVID-19

MedDRA . .
infection"

.. Start the presentation to see live content. For screen share software, share the entire screen. Get help at pollev.com/app



"
"Woman ingested her

husband's blood pressure drug

by mistake"

“ Accidental exposure of drug ”
“ Accidental ingestion of product ”

“ Accidental ingestion of drug ”

¢« Armrlpni';ql mcmchnn nfrlrllo ?

Start the presentati reen llev.com/app




" : o
'“ I. "The patient developed

MedDRA hyponatraemia while hospitalised"

.. Start the presentation to see live content. For screen share software, share the entire screen. Get help at pollev.com/app




([ Mecora  What Terms to Select?

“Spray it in the nose as much as you can, and
the septum is gone ! ”

46




@ When poll is active, respond at pollev.com/anamikadutta561

,”"' One of this terms was not reported
MedDRA for coding. Guess which one:)

Recurrent fatal stroke

Barely visible posterior

Normally normal after drinking
coffee

Seeing people in room, seeing
chickens at window

Wanting to crawl out of your skin
Went to hell

Died of cancer of the placebo

.. Start the presentation to see live content. For screen share software, share the entire screen. Get help at pollev.comjapp



MedDRA Data Retrieval
and Presentation: Points
to Consider (DRP:PTC)

Provides data retrieval and
presentation options for industry
or regulatory purposes

Most effective when used in
conjunction with MedDRA Term
Selection: PTC document

Recommended to be used as
basis for individual
organization’s own data
retrieval conventions

48




Standardised MedDRA
Queries (SMQs) In
Pharmacovigilance

Retrieve cases for suspected or
known safety issue

~

Signal detection

Single case alerts

Periodic reporting

49




Know more?

www.meddra.org

o|m' MedDRA

Regulstory Acthities

o Dictionary for ST Contost PACE Doyl Support Documentation ; wwous / 4

ol = A& e Y

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 Connsct with us in: Please scan the appropriate OR code
McLean, WA 22102 to join the MedDRA group on WhatsApp or WeChat. MedDRA Version 22.1 English September 2019
USA
E-mail: mssohelp@meddra.org of use the form below Wnaisfop  EnglishSpanish: Frir_cE:. MedDRA Version 22.0 English March 2019
Direct: +1 T03.556.2050 .

Help Yourself
Gt answars 1o some of your immediate questions
via the MedDRA Self-Service Application

Follow us on Social Media

invls

Contact Form

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 / ranns 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.

Coding

> Topic Presentation Training Type

Retrieval / Analysis (SMQs)

3 Topic Presentation Training Type
E-mail: * Confirm E-mail: *
MedDRA Versioning
Organization: *
> Topic Presentation Training Type
Comment:

B Agd me to the MES0 email list

I'm not a robot
raCAPTCHA
vy Terma

Tools

> Topic Presentation Training Type,

Contributions from MedDRA User Grou

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

Selctatnoese English

Type your message here
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