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Agenda
12:30 ï1:15 Networking Lunch

1:15 ï2:00 Introduction and Welcome Pat Revelle

2:00 ï3:00 SMQ Panel Greg Gribko ïPfizer
Patty Mozzicato
Eric Lindamood 

3:00 ï3:30 Friend of MedDRA Award
Networking Break

3:30 ï4:00 MedDRA Versioning: Pat Revelle
What Does that Mean to You?

4:00 ï5:00 Questions and Answers / MedDRA Users 
Open Forum
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MedDRA Subscriber Update

1858 Subscribers 
Worldwide
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Subscriber Growth
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Change Request Summary

ÅA complex release

ÅReleased on 1 March 2007

ÅMSSO considered 1854 change requests 
(including SMQ change requests)

ï1,200 accepted 

ï553 disapproved

ï101 suspended
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Total and Implemented Change Requests

MedDRA Versions 7.0 - 10.0
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What s New Document

ÅContent extended 
to discuss 
medical trends

ÅGiven positive 
feedback, MSSO 
will continue to 
develop this area
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SSCs and CDs

ÅFirst MedDRA release that did not include 
SSCs within the release

ïMSSO stopped maintenance with MedDRA Version 
9.1

ïAvailable, if needed, from subscriber section of 
MSSO web site

ÅLast release in which MedDRA is distributed in 
CD-ROM format

ïAll future access will be by Internet file download
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2007 Subscription Rates



Outcome of HLT/HLGT Blue 

Ribbon Panel (BRP)
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Panel Recommendations

ÅñNECò HLTs

ïñNECò naming should not be revised unless 
there is a more medically meaningful name 
within the hierarchy 

ïLarge-sized ñNECò groupings should be analyzed 

ïHLT re-grouping should be based on medicine, 
such as pathology or physiology

ïApproved by Management Board
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Panel Recommendations (cont)

ÅSOC Investigations:

ïRecommend a pilot study on concept 
attribute approach:

ÅMSSO to develop a sample set of investigation 
terms with concept attributes

ÅTo be tested by regulators and industry 
volunteers
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Concept Attributes

ÅIn some cases, the MedDRA rules and 
hierarchy separate terms that are 
related

ïExample: Investigation terms and specific 
medical conditions and diseases
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Concept Attributes (cont)
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Concept Attributes (cont)
ÅMSSO to develop a pilot test to see if it is 

feasible and useful to link some SOC 
Investigations terms to other terms in 
MedDRA

ïAdd an attribute linking mechanism

ïNot changing current distribution file 
structure but add a new attribute file
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Concept Attributes (cont)
ÅConcept 

attributes 
would be 
included in an 
additional file ï
ñattrib.ascò

ÅManagement 
Board 
requested 
MSSO to define 
the scope of 
pilot test
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Panel Recommendations (cont)

ÅSOC Social circumstances

ïNo change to current SOC structure, keep as 
single axial SOC

ïRequest PTC Working Group to provide 
additional guidance on SOC Social 
circumstances, specifically, 
addict/dependence/abuse terms

ïApproved by Management Board
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Panel Recommendations (cont)

ÅMulti-axial HLTs in cumulative data 
output:

ïCreate separate HLTs for cyst and polyps 
terms

ÅConsult expert pathologists and oncologists

ïReview all multi-axial HLTs to ensure 
primary SOCs are appropriate

ïApproved by Management Board
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Discussion



Standardised MedDRA Queries 

(SMQs) ïPanel Discussion

MedDRA® is a registered trademark of the International Federation of 
Pharmaceutical Manufacturers and Associations (IFPMA)

Atlanta, USA 

21 June 2007
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Goals

ÅSMQ Refresher

ÅIndustry Perspective on Implementation

ÅPanel Discussion/Participant Q&A
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MedDRA Structure

System Organ Class (SOC) (26)

High Level Group Term (HLGT) (332)

High Level Term (HLT) (1,682)

Preferred Term (PT) (17,719)

Lowest Level Term (LLT) (65,147)
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SOC = Respiratory, thoracic and
mediastinal disorders

HLGT = Respiratory tract 
infections

HLT = Viral upper respiratory
tract infections

HLT = Influenza viral 
infections

HLGT = Viral infectious 
disorders

SOC = Infections and 
infestations

PT = Influenza

A Multi-Axial Terminology (cont)
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Rules for Primary SOC Allocation

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

ïInvestigations

ïSurgical and medical procedures

ïSocial circumstances 
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CIOMS SMQ Working Group (WG)

ÅCIOMS and ICH have established terms 
of reference for cooperative 
development of SMQs

ÅMaintenance of SMQs is joint 
responsibility of user community 
(through feedback to MSSO/Change 
Request process) and MSSO
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CIOMS SMQ WG (cont)
ÅCurrent members of CIOMS WG for SMQs:

ïSenior scientists from EMEA, BfArM, FDA, Health 
Canada, MHRA, MPA, TGA, MHLW, Society of 
Japanese Pharmacopoeia,and WHO

ïSenior scientists from many pharmaceutical 
companies

ïTwo physicians from MSSO

ÅWG holds several meetings a year
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CIOMS SMQ WG (cont)

ÅICH Advisory Panel
ïIncludes representatives from industry and 

regulators from the three ICH regions, 
MHRA, Health Canada and WHO (as an 
observer)

ïICH oversight for development of SMQs
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Definition of SMQ

ÅTerms from one or more MedDRA 
System Organ Classes (SOCs) that 
relate to a defined medical condition or 
area of interest

ÅMay be signs, symptoms, diagnoses, 
syndromes, physical findings, laboratory 
and other physiologic test data, etc.

ÅIntended to aid in case identification
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SMQ Development and Maintenance 

ÅPre-release testing on databases available to 
CIOMS WG

ÅOnce in production, SMQs continue to be 
refined by Change Request process

ÅSMQs put into production as part of scheduled 
MedDRA releases
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SMQ Data Characteristics

Å Broad and narrow
ï To identify cases highly likely to 

represent condition of interest (a 
ñnarrowò scope) - Specificity

ï To identify all possible cases, including 
some that may prove to be of little or no 
interest on closer inspection (a ñbroadò 
scope) - Sensitivity
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SMQ Data Characteristics (cont)

ÅAlgorithms
ïSome SMQs are designed to utilize 

algorithms

ïBetter case identification among broad 
search terms may result if cases are 
selected by a defined combination of terms
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Algorithm Example
Å Anaphylactic reaction (SMQ):
ï A case with any of the following PTs:
Å Anaphylactic reaction

Å Anaphylactic shock

Å Anaphylactoid reaction

Å Anaphylactoid shock

Å Circulatory collapse

Å Shock

Å Type I hypersensitivity

(Narrow search terms = Category A)
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Algorithm 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
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SMQ Data Characteristics (cont)

Å Hierarchy
ï Some SMQs are a set of queries related 

to one another in a hierarchy

ï Not related to MedDRA standard 
hierarchy

ï One or more subordinate SMQs combined 
to create a superordinate, more inclusive 
SMQ
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Hierarchy Example
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Narrow vs. Broad
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Summary of Ways to Use SMQs

Å Broad (all terms) or narrow ïdetermines 
scope of search for any given SMQ

Å Employ algorithm, if available ïnot 
necessary to use it; may ñfine-tuneò search

Å Hierarchy ïuse different levels to define 
scope of topic (general, specific)

Å Not at all
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SMQs as a Starting Point

ÅStandard query as starting point promotes 
commonality of use and better communication

ÅIn limited circumstances, SMQs could be 
customized according to product and patient 
population characteristics. STRATEGY MUST BE 
DOCUMENTED.

ÅCases identified by SMQs should be reviewed for 
relevance (Case report form, MedWatch form, 
etc.)
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SMQs in Production (37)
Å Acute pancreatitis

Å Acute renal failure

Å Adverse pregnancy 
outcome/reproductive 
toxicity (incl neonatal 
disorders)

Å Agranulocytosis

Å Anaphylactic reaction

Å Angioedema

Å Anticholinergic syndrome

Å Asthma/bronchospasm

Å Cardiac arrhythmias

Å Cardiac failure

ÅCerebrovascular disorders

ÅConvulsions

Å Dementia

Å Depression and 
suicide/self-injury

Å Dyslipidaemia

Å Embolic and thrombotic 
events

ÅExtrapyramidal syndrome

Å Haematopoietic 
cytopenias
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SMQs in Production (37) (cont)
Å Haemolytic disorders

Å Haemorrhages

Å Hepatic disorders

Å Hyperglycaemia/new 
onset diabetes mellitus

Å Interstitial lung disease

Å Ischaemic heart disease

Å Lack of efficacy/effect

Å Lactic acidosis

Å Malignancies

Å Neuroleptic malignant 

syndrome

Å Peripheral neuropathy

ÅPremalignant disorders

ÅPseudomembranous colitis

Å Rhabdomyolysis/myopathy

Å Retroperitoneal fibrosis

Å Severe cutaneous adverse 

reactions

Å Shock

ÅSystemic lupus 
erythematosus

Å Taste and smell disorders
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SMQs (cont)

ÅSMQs (37) in production (cont)

Å Dementia

Å Depression and suicide/self-
injury

Å Dyslipidaemia

Å Embolic and thrombotic 
events

Å Extrapyramidal syndrome

Å Haematopoietic cytopenias

Å Haemolytic disorders

Å Haemorrhages

Å Hepatic disorders

Å Hyperglycaemia/new onset 
diabetes mellitus

Å Interstitial lung disease

Å Ischaemic heart disease
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SMQ Topics for Future Development

ÅAccidents and injuries

ÅARDS

ÅDrug-induced 
eosinophilic pneumonia

ÅEar disorders 

ÅHypertension

ÅHyponatraemia/SIADH

ÅHypotension

ÅIschaemic colitis

ÅPulmonary hypertension

ÅRenal disorders (incl 
nephropathy and 
nephrotic syndrome)

ÅThrombophlebitis

ÅVasculitis
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SMQ Resources

ÅRefer to MSSO Web site for current status 
of SMQs in production and development

http://www.meddramsso.com/MSSOWeb/SMQ
/smqlist.htm



SMQs: From Concept to 
Applicationé



Standardised MedDRA Queries: 

Implementation at Pfizer

Gregory G. Gribko, PharmD, MPH

Director, Regulatory Analysis and Documentation

Cardiovascular/Metabolic/Endocrine Diseases

Safety and Risk Management

Pfizer Inc
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Learning Objectives

ÅProvide some examples of how SMQs 
have been used at Pfizer Inc.
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How Are SMQs Used At Pfizer?

ÅTo generate safety tables from clinical 
trial databases.

ÅTo identify cases from Pfizerôs post-
marketing safety database:

ïFor inclusion in PSURs,

ïFor inclusion in cumulative case series 
reviews.
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For Clinical Trial Safety Tables

ÅRun SAS® program containing SMQ 
terms against clinical trial database.

ÅPrepared such tables on an ad hoc basis 
for specific products and issues.

ÅCurrently developing more standard 
programs for more routine use.
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For Post-marketing Safety 

Database
ÅSeveral SMQs used regularly or semi-regularly 

include:
ïRhabdomyolysis/myopathy

ïTorsade de pointes/QT prolongation

ïNeuroleptic malignant syndrome

ïHepatic failure, fibrosis and cirrhosis and other 
liver damage-related conditions 

ïSuicide/self-injury 

ïSevere cutaneous adverse reactions 

ïLack of efficacy/effect (for PSURs)
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How Is the Post-marketing Safety 

Database Searched Using SMQs?
ÅSearches are conducted against the 

safety database using a datamart 
known as the Pfizer Analytical and 
Statistical Tool (PfAST).

ÅPfAST is a Business ObjectsÊ
application.

ÅPfAST was developed before SMQs 
existed and is not currently set up to 
run SMQs as is in MedDRA.
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How is the Post-marketing Safety 

Database Searched Using SMQs?
(cont)

ÅBasic query screen in PfAST is very user 
friendly and easy to use.

ÅCan run an SMQ-based search by entering 
MedDRA PTs contained in an SMQ.

ïSelect PTs from a pick list, or

ïCopy from Microsoft® Excel® spreadsheet.
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SMQ Design Concepts

ÅThree (3) Main Designs

ïNarrow and Broad

ïAlgorithm

ïHierarchy
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Using SMQs in PfAST
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Using SMQs in PfAST From Pick 

List
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Using SMQs in PfAST From 

Excel Spreadsheet
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Using SMQs in PfAST From Excel 

Spreadsheet (cont)

 

 

Electrocardiogram QT corrected interval prolonged 

Electrocardiogram QT interval abnormal 

Electrocardiogram QT prolonged 

Long QT syndrome 

Long QT syndrome congenital 

Torsade de pointes 

Ventricular tachycardia  
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Using SMQs in PfAST From Excel 

Spreadsheet (cont) 

 

Electrocardiogram QT corrected interval prolonged 

Electrocardiogram QT interval abnormal 

Electrocardiogram QT prolonged 

Long QT syndrome 

Long QT syndrome congenital 

Torsade de pointes 

Ventricular tachycardia  
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Using SMQs in PfAST From Excel 

Spreadsheet (cont) 

 

Electrocardiogram QT corrected interval 

prolonged;Electrocardiogram QT interval 

abnormal;Electrocardiogram QT prolonged;Long 

QT syndrome;Long QT syndrome 

congenital;Torsade de pointes;Ventricular 

tachycardia 
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Using SMQs in PfAST From Excel 

Spreadsheet (cont)
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Algorithm SMQs in PfAST

ÅNot something that the average PfAST 
user can easily do.

ÅRequires some programming.

ÅCan create a screen that will accept 
algorithm criteria.
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SMQ For Algorithm in PfAST (cont)
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Summary of Presentation

ÅSMQs are used at Pfizer to generate safety 
tables from clinical study databases and to 
identify cases from the post-marketing safety 
database.
ÅRun SAS program containing SMQ terms 

against clinical trial database on an ad hoc 
basis, with standard tables being developed.
ÅPost-marketing safety database searches are 

conducted using PfAST datamart.
ÅMethod for entering search terms into PfAST 

depends on nature of SMQ being used.



© 2007 Northrop Grumman Corporation.   All Rights Reserved. 63

Friend of MedDRA


