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Standardised MedDRA Queries 

(SMQs) 

MedDRA was developed under the auspices of the 

International Council for Harmonisation of Technical 
Requirements for Pharmaceuticals for Human Use 
(ICH). The activities of the MedDRA Maintenance and 
Support Services Organization (MSSO) are overseen by 
an ICH MedDRA Management Committee, which is 
composed of the six ICH parties (EU, EFPIA, MHLW, 
JPMA, FDA, PhRMA), the Medicines and Healthcare 
products Regulatory Agency (MHRA) of the UK, Health 
Canada, and the WHO (as Observer). 
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Disclaimer and 

Copyright Notice

ÅThis 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. 

ÅThe 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.

ÅThe 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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Course Overview

ÅReview the MedDRA Data Retrieval and Presentation: 
Points to Consider document 

ÅReview use of MedDRA for developing queries 
ÅDiscuss features of Standardised MedDRA Queries 

(SMQs) including:
ïBackground 
ïData characteristics
ïUsing SMQs
ïBrowser demonstration

ÅDiscuss the creation and use of customized searches
ÅConclude with a question and answer session
ÅAppendix - MedDRAôs scope, structure, and 

characteristics/Browsers 
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MedDRA Data Retrieval and 
Presentation: Points to Consider

000142 5

ÅProvides data retrieval 

and presentation options 

for industry or regulatory 

purposes

ÅMost effective when used 

in conjunction with 

MedDRA Term Selection: 

PTC document

ÅRecommended to be 

used as basis for 

individual organizationôs 

own data retrieval 

conventions

MedDRA Data Retrieval and 

Presentation: Points to Consider
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MedDRA Data Retrieval and 

Presentation: PTC (cont)

ÅDeveloped by a working group of the ICH 
Management Committee

ÅUpdated twice yearly with each MedDRA release

ÅAvailable on MedDRA and JMO websites
ïEnglish and Japanese

ïWord (ñcleanò and ñredlinedò), PDF, HTML formats

ïñRedlinedò document identifies changes made from 
previous to current release of document

000142 7

ICH M1 Points to Consider 

Working Group (PtC WG)

ÅRegulators and industry    
from EU, US, and Japan
ÅHealth Canada 
ÅMSSO
ÅJMO
ÅWHO (Observer)

New members 
2017/2018
ÅMFDS, Republic of Korea
ÅANVISA, Brazil
ÅCFDA, China

Meeting  13-15 November 2017, Geneva, Switzerland
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Data Retrieval PTC

Points Addressed

ÅGeneral Principles

ïQuality of Source Data

ïDocumentation of Data Retrieval and Presentation 
Practices

ïDo Not Alter MedDRA 

ïOrganisation-Specific Data Characteristics 

ïCharacteristics of MedDRA that Impact Data Retrieval 
and Analysis

ïMedDRA Versioning

ÅGeneral Queries and Retrieval

ÅStandardised MedDRA Queries

ÅCustomised Searches
000142 9

MedDRA Versioning

ÅMedDRA is updated twice a year
ï1 March X.0 release (all levels)

ï1 September X.1 release (LLT and PT levels only)

ÅVersion used in data retrieval and presentation should 
be documented

ÅResources:
ïñWhatôs Newò document
ïVersion report
ïMedDRA Version Analysis Tool (MVAT)

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

000142 10
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MedDRA Version 

Analysis Tool (MVAT)

ÅWeb-based (https://tools.meddra.org/mvat)

ÅFree to all users

ÅFeatures

ïVersion Report Generator (produces exportable report 
comparing any two versions)

ïData Impact Report (identifies changes to a specific set 
of MedDRA terms or codes uploaded to MVAT)

ïSearch Term Change (identifies changes to a single 
MedDRA term or code)

ÅUser interface and report output available in all 
MedDRA languages

000142 11

Developing Queries Using 

MedDRA
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What is a Query?

Query

000142 13

Query Strategy Tips

ÅDefine the condition

ÅDevelop inclusion/exclusion criteria

ÅGood browser is key component

ÅSearch ñnon multi-axialò and ñother/supportò SOCs

ÅSearch a termôs ñneighborsò, including secondary 
locations

ÅUse grouping terms where applicable

ÅAvoid using LLTs (Exception: species information at LLT 
level in SOC Infections and infestations)

ÅStore for future use

ÅReview for impact of new MedDRA versions

000142 14
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Complete the Circle 

(Connect the DOTSSS!)

Diagnosis/disease terms

Operations 
(Surgical and medical 
procedures)

Tests 
(Investigations)

Signs & symptoms

Social circumstances

SǳǇǇƻǊǘ {h/ǎ όhǘƘŜǊΧύ

000142 15

Standardised MedDRA Queries  

(SMQs)
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Standardised MedDRA 

Queries (SMQs)

ÅCollaboration between CIOMS (Council for 
International Organizations of Medical Sciences) 
and ICH (MSSO)

ÅGroupings of terms from one or more MedDRA 
SOCs related to medical condition or area of 
interest

ÅTerms relate to signs/symptoms, diagnoses, 
syndromes, physical findings, laboratory and 
other test data, etc. 

ÅIntended to aid in case identification  

000142 17

SMQ Benefits and 

Limitations

ÅBenefits
ïApplication across multiple therapeutic areas

ïValidated reusable search logic

ïStandardized communication of safety information

ïConsistent data retrieval

ïMaintenance by MSSO/JMO

ÅLimitations
ïDo not cover all medical topics or safety issues

ïWill evolve and undergo further refinement even 
though they have been tested during development

000142 18
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SMQs in Production -

Examples
ÅAs of Version 21.0, a total of 103 level 1 SMQs in production

Å Agranulocytosis

Å Anaphylactic reaction

Å Cerebrovascular 
disorders

Å Convulsions

Å Depression and 
suicide/self-injury

Å Hepatic disorders

Å Hypersensitivity

Å Ischaemic heart disease

Å Lack of efficacy/effect

Å Medication errors

Å Osteonecrosis

Å Peripheral neuropathy

Å Pregnancy and neonatal        
topics

Å Pseudomembranous colitis

Å Rhabdomyolysis/myopathy

Å Severe cutaneous adverse 

reactions

Å Systemic lupus 
erythematosus

000142 19

SMQ Development 

Summary

ÅPre-release testing by CIOMS Working Group 
members

ïTypically, at least one company and one regulator 
database

ïCases retrieved reviewed for relevance

ïFine-tuning of SMQ may require several iterations

ïReviewed and approved by CIOMS WG 

ÅProduction Phase: continue to be fine-tuned 
through the MSSO maintenance process

000142 20
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SMQ Data Characteristics

ÅMedDRA term inclusion

ÅSMQ naming convention

ÅBroad/narrow

ÅAlgorithms

ÅHierarchy

ÅSMQ status/term status within an SMQ

ÅTerm versioning in an SMQ

ÅText data included in SMQ

21
000142

MedDRA Term Inclusion

ÅSMQs are constructed at MedDRA PT level

ÅLLTs that are subordinate to an included PT 
are also included

22
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SMQ Naming Convention

ÅSMQ titles have ñ(SMQ)ò appended to the 
end to ensure there is no name conflict with 
existing MedDRA terms

ÅE.g., ñAgranulocytosis (SMQ)ôò

ÅEach SMQ has a unique 8-digit code starting 
with ñ2ò

23
000142

Narrow and Broad 

Searches

Å ñNarrowò scope ïspecificity (cases highly likely to 
be condition of interest) 

Å ñBroadò scope ïsensitivity (all possible cases)

Å ñBroad searchò = All broad + all narrow terms

000142 24



3/27/2018

13

Text Data Included in SMQ

ÅDescription field
ïAdditional information about each SMQ (from 

SMQ Introductory Guide)

ÅSource field
ïMedical references used in development/ 

maintenance

ÅDevelopment note
ïPertinent notes for proper use

ïDescription of algorithm (if applicable), and 
definition of categories

000142 25

Narrow vs. Broad Example

26

SMQ Lactic acidosis 

000142

Narrow Terms

Blood lactic acid increased

Hyperlactacidaemia

Lactic acidosis

Broad Terms

Acid base balance abnormal

Acidosis

Anion gap abnormal

Anion gap increased

Blood alkalinisation therapy

Blood bicarbonate abnormal

Blood bicarbonate decreased

Blood gases abnormal

Blood lactic acid abnormal

Blood pH abnormal

Blood pH decreased

Coma acidotic

Kussmaul respiration

Metabolic acidosis

Metabolic acidosis

PCO2 abnormal

PCO2 decreased

Urine lactic acid increased
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Algorithmic SMQs

ÅSome SMQs are designed to utilize 
algorithms

ÅBetter case identification among broad 
search terms may result if cases are 
selected by a defined combination of 
selected terms

000142 27

Algorithmic SMQ 

Example
Å Anaphylactic reaction (SMQ):
ï A case with any of the following PTs:
Å Anaphylactic reaction
Å Anaphylactic shock
Å Anaphylactic transfusion reaction
Å Anaphylactoid reaction
Å Anaphylactoid shock
Å Circulatory collapse
Å Dialysis membrane reaction
Å Kounis syndrome
Å Procedural shock
Å Shock
Å Shock symptom
Å Type I hypersensitivity

(Narrow search terms = Category A)

000142 28
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Algorithmic SMQ 

Example (cont)

Å Case = A (Narrow terms) 

Å Or Term from Category B and term from Category C

Å Or Term from either Category B or Category C plus Term from 
Category D

Category B ï
Upper 
airway/Respiratory

Category C ï
Angioedema/

Urticaria, etc.

Category D ï
Cardiovascular/
Hypotension

Acute respiratory 
failure

Allergic oedema Blood pressure 
decreased

Asthma Angioedema Blood pressure 
diastolic decreased

Bronchial oedema Erythema Blood pressure 
systolic decreased

000142 29

Hierarchical SMQs

Å Some SMQs may develop as set of queries 
related to one another in a hierarchical 
relationship

Å Not related to MedDRA standard hierarchy

Å One or more subordinate SMQs combined 
to create a superordinate, more inclusive 
SMQ

000142 30
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Hierarchical SMQ 

Example

Haematopoietic 
cytopenias

Haematopoietic 
cytopenias affecting 
more than one type 

of blood cell

Haematopoietic 
erythropenia

Haematopoietic 
leukopenia

Haematopoietic 
thrombocytopenia

000142 31

SMQ Status/Term Status

ÅEach SMQ has a status (Active/Inactive)

ÅSimilar in concept to MedDRA currency

ÅTerms assigned to an SMQ also have a 
status flag
ïOnce a term is added to an SMQ, it will always 

be included in the SMQ but the status may be 
inactive

000142 32
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SMQ Versioning

ÅIt is recommended that organizations use 
the SMQs with data coded with the same 
version of MedDRA

ïMatch the MedDRA version of the SMQ with the 
MedDRA version of the coded data

ïMismatches of SMQ and MedDRA coded data 
could produce unexpected results

000142 33

SMQ Versioning (cont)

ÅExample of PT added to SMQs in MedDRA 
Version 19.0:

ïPT End stage renal disease in SMQChronic kidney 
disease

ÅUsing version 18.1 SMQs which do not contain 
these PTs would fail to identify cases coded to 
these terms in a database using MedDRA Version 
19.0

000142 34
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MedDRA Browser SMQ View

000142 35

How to ñRunò SMQs

ÅIT perspective of SMQs = stored queries

ÅCode at LLT level; most organizations store coded 
data as LLTs

ÅSMQ ASCII files include PTs and LLTs

ÅLoad SMQs into a query tool; run query against 
coded MedDRA terms in safety or clinical trial 
database for ñHitsò

ÅUse SMQ options, if applicable
ïNarrow/broad search

ïAlgorithms

ïHierarchy

000142 36



3/27/2018

19

How to ñRunò SMQs 

(cont)

Query

000142 37

Using an SMQ (Acute renal failure)
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SMQ Applications

ÅClinical trials

ïWhere safety profile is not fully established, use 
multiple SMQs on routine basis as screening tool

ïSelected SMQs to evaluate previously identified issue 
(pre-clinical data or class effect)

ÅPost-marketing 

ïSelected SMQs to retrieve cases for suspected or 
known safety issue

ïSignal detection (multiple SMQs employed)

ïSingle case alerts

ïPeriodic reporting (aggregate cases for safety and 
other issues, e.g., lack of efficacy)

000142 39

Use of SMQs at FDA

Acknowledgement: Dr. Chuck Cooper, Office of Translational Sciences, CDER, FDA 
000142 40
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Use of SMQs at FDA 

(cont)

Acknowledgement: Dr. Chuck Cooper, Office of Translational Sciences, CDER, FDA 
000142 41

Use of SMQs at FDA 

(cont)

Acknowledgement: Dr. Chuck Cooper, Office of Translational Sciences, CDER, FDA 
000142 42
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Use of SMQs at FDA ï

Reviewing Prescribing 

Information
Å Proposed Prescribing Information:

Å Warnings & Precautions:

ï Dizziness/Somnolence

ï Withdrawal of Antiepileptic Drugs

ï Suicidal Behavior and Ideation (class labeling)

Å Final Prescribing Information

Å Boxed Warning:

ï Serious Psychiatric and 
Behavioral Reactions

Å Warnings & Precautions:

ï Falls

ï Dizziness & somnolence

ï Withdrawal of Antiepileptic 
Drugs

ï Suicidal Behavior and Ideation 
(class labeling)

SMQ (Narrow Search) RR

(1) Hostility/aggression 4.4

(2) Vestibular disorders 4.258

(1) Hearing and vestibular disorders 4.088

(1) Hyponatraemia/SIADH 3.832

(2) Hearing impairment 3.832

(1) Dyslipidaemia * 2.555

(1) Biliary disorders 2.135

(2) Functional, inflammatory and gallstone 

related biliary disorders 2.135

43Acknowledgement: Dr. Christopher Breder, Office of New Drugs, CDER, FDA 000142

EMA: Signal Detection 

Analysis
ÅICSR coding at LLT level, analysis at PT level (medical 

concept):
VIt may be important to conduct analysis at higher level of hierarchy: 

SOC, HLGT, HLT

Å When doing so, impact of axial and non multi -axial SOCs needs to be taken 
into account: relevant PTs in more than 1 SOC

VIt may be important to conduct analysis at SMQ level to maximise 
likelihood that all terms related to a specific medical condition of 
interest are identified

ÅChallenge: strike the correct balance
VToo narrowly focused search (specificity): exclude events of 

potential relevance

VToo broad search (sensitivity): difficult to identify a trend or signal that 

may require further analysis (incl. case review)

44
Acknowledgement: Dr. Aniello Santoro, EMA
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Signal of Angioedema -

PT vs. SMQ

45

PT N. ICSR

Angioedema 9

Eye swelling 1

Face oedema 1

Laryngeal oedema 1

Oedema mouth 1

Pharyngeal oedema 4

Swelling face 10

Swollen tongue 6

Urticaria 4

SMQ Angioedema (Narrow search)

Acknowledgement: Dr. Aniello Santoro, EMA
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Customized Searches
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