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Disclaimer and 

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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Get ready to participate !
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1. Open an internet browser and go to 

PollEv.com

2. Enter anamikadutta561 as  the 

“username”

3. Click Join

4. Respond to activity

Or Just scan the QR 

code to participate !
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What is MedDRA?

Med = Medical

D = Dictionary for

R = Regulatory

A = Activities
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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
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Where MedDRA is Used

Individual Case Safety Reports and Safety Summaries

Clinical Study Reports

Investigators’ Brochures 

Core Company Safety Information

Marketing Applications

Publications

Prescribing Information

Advertising

Regulatory Authority and Industry Databases
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Scope of MedDRA
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Medical conditions
Indications

Investigations (tests, results)
Medical and surgical procedures
Medical, social, family history

Medication errors
Product quality issues
Device-related issues
Product use issues

Pharmacogenetic terms
Toxicologic issues

Standardized queries

Not a drug 
dictionary

Not an equipment, device,
diagnostic product dictionary

Clinical trial study 
design terms

Patient demographic
terms

Frequency 
qualifiers

Numerical values for
results

Severity descriptors

IN

OUT



MedDRA Codes and 

Translations
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MedDRA Structure
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System Organ Classes

12

27



Non-Current Terms

• 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

000896 13
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SOC = Respiratory, thoracic and
mediastinal disorders
(Secondary SOC)

HLGT = Respiratory tract 
infections

HLT = Viral upper respiratory
tract infections

HLT = Influenza viral 
infections

HLGT = Viral infectious 
disorders

SOC = Infections and 
infestations 

(Primary SOC)

A Multi-Axial Terminology 
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PT = Influenza



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 15



Primary SOC Priority

If a PT links to more than one of the exceptions, 

the following priority will be used to determine 
primary SOC:

000896 16

Congenital, familial and genetic disorders

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

Infections and infestations



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

• Investigations

• Surgical and medical procedures

• Social circumstances

000896 17



MSSO’s MedDRA Browsers

Title 04

Mobile MedDRA 

Browser 

https://mmb.meddra.org

MedDRA Desktop Browser (MDB)
Download MDB and release files from MedDRA website

MedDRA Web-Based Browser (WBB)
https://tools.meddra.org/wbb/ 18

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


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”
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MedDRA Term Selection: 

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

to Consider (MTS:PTC) 
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General term selection 

principles
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General term selection 

principles
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Coding: Translating into 

MedDRA
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Reported Information MedDRA Coding Term (LLT)

Throbbing above temple

Aching all over head

Pulsing pain in head

Really bad headache

Headache

Headache 

Infection in lungs Lung infection

Patient took Drug A instead of 

Drug B and experienced 

hypertension

Wrong drug administered

Hypertension



Assessing 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?

The type of report will 
influence the way you 
search for a suitable LLT.  
It may indicate in which 
SOC you expect to find 
the closest match.
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How to code? Example:

• Verbatim: THYROID CARCINOMA

— Coded to LLT : Thyroid carcinoma
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Primary SOC



How to code? Example:

• Verbatim: The patient suffered from an allergic reaction to an 
antibiotic

— Coded to LLT : Allergic reaction to antibiotics
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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
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How to code? Example:
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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 



How to code? Example:

Symptoms

The patient states she has been experiencing cold 
sweats

000896 30



How to code? Example:

Investigations

Lab results indicate the patient has increased 

troponin and increased CPK-MB

000896 31



00

08

96

32



33



34



35



36



37



38



39



00

08

96

40



How would you handle 

this report? 

41

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.
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What Terms to Select?

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

and Presentation: Points 

to Consider (DRP:PTC)
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Standardised MedDRA 

Queries (SMQs) in 
Pharmacovigilance
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Know more?
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