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SMQ Panel
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Open Forum
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MedDRA Subscriber Update

Other 8%

Japan 26%

US 34%

EU 32%

1858 Subscribers
Worldwide
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Subscriber Growth

New Subscribers
in past 12 months
28%

Existing
Subscribers
72%
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Change Request Summary

A A complex release

A Released on 1 March 2007

A MSSO considered 1854 change requests
(including SMQ change requests)
I 1,200 accepted

I 553 disapproved
I 101 suspended



Total and Implemented Change Requests
MedDRA Versions 7.0 - 10.0
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Wh at S New Do

Developmental Topics

3. DEVELOPMENTAL TOFICS A CO nte nt eXte n d ed

31 MEDICAL TRENDS IN VERSION 10.0 -

Change requests affecting specific S0Cs: Of note, although no changss were made to I S C u SS
to existing S0C terms and no new S0Cs were added in Version 10.0, itis noted with
interest, the tvpes of chanae requests in relation to the SOC Surgical and medical -
procedures and the SOC fnvestigations. For example, new concepts like PT Bariatric

pastric bafoon insertion, PT Bladder hydrodistension, PT HIV tropism test, and PT I I I e I C a tre n S
Endoscopic witragound normal were added in Version 10.0. "Complication of procedure”
types of concepts such as PT Stent related infection and PT Wn-stent coronary artery
restenceis were also added. The M550 does not sense any spedfic correlation as to

the type of changs requasts inthese SOCs and believe it to be more indicative of . e
concurrent advances in standard diagnostic medical tests and procedurss. IVe n p OS I IVe
Change requests at the HLGT and HLT levels
Being a complex change release, the changes atthe HLGT and HLT levels are

summanzed in the “Complex changes® section of this document. y

Change requests at the PT and LLT levels

There was an increase in requests dunng this version for concepts attributable to WI I | CO ntl n u ‘ E to

injector device studies, vaccines, and chemotherapeutic trials. For example, new
concepts added includs LLT fnjection site whed!, LLT fnjection site abrasion, FT .
Injection site laceration, PT Injection site streaxing, LLT Vaccine underdose, PT

Injection site macue, and PT Immediate post-injection reaction. Other notable trend eve O p I S a.re a.
includes change requests to move and re-align many 1C0-9 related concepts that

already exist in MedDRA.
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SSCs and CDs

A First MedDRA release that did not include
SSCs within the release

I MSSO stopped maintenance with MedDRA Version
9.1

T Avallable, if needed, from subscriber section of
MSSO web site

A Last release in which MedDRA is distributed in
CD-ROM format

I All future access will be by Internet file download

© 2007 Northrop Grumman Corporation. All Rights Reserved.



2007 Subscription Rates

Reduction

Subscription 2005 2006 2006 2007 2007 from

Level Price Reduction Price Reduction Price 2005 Rates
Basic $3,377 85% $507 100% $0 $3,377
Core0 $3,825 80% $765 74% $200 $3,625
Core 1 $7,825 80% $1,576 25% | $1,177 $6,648
Core 2 $13,506 40% $3,104 24% | $6,159 $7,347
Core 3 $25,887 40% | $15,532 21% | $12,270 $13,617
Core 4 $69,782 20% | $55,826 10% | $50,243 $19,539
Core5 $92,292 20% | $73,834 10% | $66,451 $25,841
Developer $5,629 30% $3,940 20% | $3,152 $2,477
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Outcome of HLT/HLGT Blue
Ribbon Panel (BRP)



[l
| Panel Recommendations

AANECO IL Ts

IANECO naming should not
there iIs a more medically meaningful name
within the hierarchy

i Largeesi zed ANECO grouping

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

I Approved by Management Board

11
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Panel Recommendations (cont)

A SOC /nvestigations:

I Recommend a pilot study on concept
attribute approach:

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

ATo be tested by regulators and industry
volunteers

© 2007 Northrop Grumman Corporation. All Rights Reserved. 12



Concept Attributes

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

I Example: Investigation terms and specific
medical conditions and diseases

© 2007 Northrop Grumman Corporation. All Rights Reserved.
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SQC

HLGT

HLT

PT

Concept Attributes (cont)

Hepatobilizry
dizorders

Hepatic and
hepatobilizry
dizorders

Inwestigation s

Hepatobiliary
inwvestigation=

Liver function
andyses

Attributes:

Cholestasis and Hepatic viral Hepatocellular
pundice irfections damage and
. hepatiti= HEC
i a: Hepatiti=
Jaundice Hepatitis A alooholic

Alanine
aminotransferaze
incres=ed

© 2007 Northrop Grumman Corporation. All Rights Reserved.

L 4

Iz adiagnostic test

result for
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Concept Attributes (cont)

A MSSO to develop a pilot test to see if it is
feasible and useful to link some SOC
/nvestigations terms to other terms in
MedDRA
I Add an attribute linking mechanism

I Not changing current distribution file
structure but add a new attribute file

© 2007 Northrop Grumman Corporation. All Rights Reserved.
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Concept Attributes (cont)

A Concept
attributes
would be
Included In an
additional file 1
Nnattr

A Management
Board
requested

MSSO to define

the scope of
pilot test

© 2007 Northrop Grumman Corporation. All Rights Reserved.

Test result Relationship Diagnaosis
Alanine aminotransferase increased Is a diagnostic test for Hepatitis A
Aspartate aminotransferase increased Is a diagnostic test for Hepatitis A
Blood albumin decreased Is a diagnostic test for Hepatitis A
Blood alkaline phosphatase increased Is a diagnostic test for Hepatitis A
Bload bilirubin increased Is a diagnostic test for Hepatitis A
Hepatitis A antibody positive Is a diagnostic test for Hepatitis A
Hepatitis A antigen positive Is a diagnostic test for Hepatitis A
Hepatitis A positive Is a diagnostic test for Hepatitis A

Alanine aminotransferase increased

Iz a diagnostic test for

Cirrhosis alcoholic

Albumin globulin ratio decreased

Is a diagnostic test for

Cirthosis alcoholic

Aspartate aminotransferase increased

Is a diagnostic test for

Cirrhosis alcohaolic

Blood albumin decreased

Is a diagnostic test for

Cirrhosis alcoholic

Aspartate aminotransferase increased

Is a diagnostic test for

Myocardial infarction

b .

Blood creatine phosphokinase MB increased

Is a diagnostic test for

Myocardial infarction

Blood lactate dehydrogenase increased

Is a diagnostic test for

Myocardial infarction

Electrocardiogram ST segment depression

Is a diagnostic test for

Myocardial infarction

Electrocardiogram ST segment elevation

Is a diagnostic test for

Myocardial infarction

Electrocardiogram T wave inversion

Is a diagnostic test for

MWyocardial infarction

Myoglobin blood increased

Is a diagnostic test for

Myocardial infarction

Troponin | increased

Is a diagnostic test for

Myocardial infarction

Troponin increased

Is a diagnostic test for

Myocardial infarction

Troponin T increased

Is a diagnostic test for

Iyocardial infarction

Test result Relationship Diagnosis
Alanine aminotransferase increased Is a diagnostic test for Cirrhosis alcoholic
Alanine aminotransferase increased Is a diagnostic test for Hepatitis A
Aspartate aminotransferase increased Is a diagnostic test for Cirrhosis alcoholic
Aspartate aminotransferase increased Is a diagnostic test for Hepatitis A

Aspartate aminotransferase increased

Is a diagnostic test for

Myocardial infarction

Elood albumin decreased

Is a diagnostic test for

Cirrhosis alcoholic

Blood albumin decreased

Is a diagnostic test for

Hepatitis A

16



Panel Recommendations (cont)

A SOC Social circumstances

I No change to current SOC structure, keep as
single axial SOC

I Request PTC Working Group to provide
additional guidance on SOC Soci/al
circumstances specifically,
addict/dependence/abuse terms

I Approved by Management Board

© 2007 Northrop Grumman Corporation. All Rights Reserved.
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Panel Recommendations (cont)

A Multi-axial HLTs in cumulative data
output:

I Create separate HLTs for cyst and polyps
terms

A Consult expert pathologists and oncologists

I Review all multi-axial HLTs to ensure
primary SOCs are appropriate

I Approved by Management Board

© 2007 Northrop Grumman Corporation. All Rights Reserved. 18



Discussion

© 2007 Northrop Grumman Corporation. All Rights Reserved.
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Standardised MedDRA Queries
(SMQs) 1 Panel Discussion

Atlanta, USA
21 June 2007

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



Goals

A SMQ Refresher
A Industry Perspective on Implementation
A Panel Discussion/Participant Q&A

© 2007 Northrop Grumman Corporation. All Rights Reserved. 21



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)

© 2007 Northrop Grumman Corporation. All Rights Reserved. 22



A Multi-Axial Terminology (cont)

SOC = Respiratory, thoracic and SOC = Infections and

mediastinal disorders Infestations
A
I :
HLGT = Respiratory tract HLGT = Viral infectious
Infections disorders
A
o o
HLT = Viral upper respiratory HLT = Influenza viral
tract infections Infections

\ <
»

PT = Influenza

© 2007 Northrop Grumman Corporation. All Rights Reserved.



Rules for Primary SOC Allocation

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

| Investigations
| Surgical and medical procedures
I Social circumstances

© 2007 Northrop Grumman Corporation. All Rights Reserved. 24



CIOMS SMQ Working Group (WG)

A CIOMS and ICH have established terms
of reference for cooperative
development of SMQs

A Maintenance of SMQs is joint
responsibility of user community

(through feedback to MSSO/Change
Reqguest process) and MSSO

25



CIOMS SMQ WG (cont)

A Current members of CIOMS WG for SMQs:

I Senior scientists from EMEA, BfArM, FDA, Health
Canada, MHRA, MPA, TGA, MHLWSociety of
Japanese Pharmacopoeiaand WHO

I Senior scientists from many pharmaceutical
companies

I Two physicians from MSSO
A WG holds several meetings a year

© 2007 Northrop Grumman Corporation. All Rights Reserved.
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CIOMS SMQ WG (cont)

A ICH Advisory Panel

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

I ICH oversight for development of SMQs

© 2007 Northrop Grumman Corporation. All Rights Reserved. 27
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Definition of SMQ

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

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

A Intended to aid in case identification

28



SMQ Development and Maintenance

A Pre-release testing on databases available to
CIOMS WG

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

A SMQs put into production as part of scheduled
MedDRA releases

© 2007 Northrop Grumman Corporation. All Rights Reserved. 29



SMQ Data Characteristics

A Broad and narrow

I To identify cases highly likely to
represent condition of interest (a
Anarr owo Specfioily e )

I To identify all possible cases, including
some that may prove to be of little or no

| Nt er est on cl oser | N
scope) - Sensitivity

© 2007 Northrop Grumman Corporation. All Rights Reserved. 30



SMQ Data Characteristics (cont)

A Algorithms

I Some SMQs are designed to utilize
algorithms

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

© 2007 Northrop Grumman Corporation. All Rights Reserved. 31



Algorithm Example

A Anaphylactic reaction (SMQ):

I A case with any of the following PTs:
Anaphylactic reaction

Anaphylactic shock

Anaphylactoid reaction

Anaphylactoid shock

Circulatory collapse

Shock

Type | hypersensitivity

To To T Po To Io Do

(Narrow search terms = Category A)

© 2007 Northrop Grumman Corporation. All Rights Reserved.
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Algorithm Example (cont)

Category B 1 Category C 1 Category D 1
Upper Angioedema/ Cardiovascular/
alrway/Respiratory Urticaria, etc. Hypotension
Acute respiratory Allergic oedema Blood pressure
fallure decreased
Asthma Angioedema Blood pressure
diastolic decreased
Bronchial oedema Erythema Blood pressure
systolic decreased

A Case = A (Narrow terms)
A Or Term from Category B and term from Category C
A Or Term from either Category B or Category Cplus Term from

Category D

© 2007 Northrop Grumman Corporation. All Rights Reserved.
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SMQ Data Characteristics (cont)
A Hierarchy

I Some SMQs are a set of queries related
to one another in a hierarchy

I Not related to MedDRA standard
hierarchy

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

© 2007 Northrop Grumman Corporation. All Rights Reserved. 34



Hierarchy Example

Haematopoietic
cytopenias

—— T

Enythropenia Leukopenia

Thrombocytopenia

© 2007 Northrop Grumman Corporation. All Rights Reserved.

Cytopenia and
haemotopoietic
disorders affecting
more than one
type of blood cell

35



Narrow vs. Broad

Definition

Lactic acidosis 18 a form of high anion gap metabolic acidosiz. Intrinsic cardiac contractility may
be depressed, but inotropic function can be normal because of catecholamine release. Peripheral
arterial vasodilatation and central vasoconstriction can be present. Central nervous systern
function 15 depressed, with headache, lethargy, stupor, and, i some cases, even coma. Glucose
intolerance may occur. Characterized by an increase in plasma L-lactate  Acidosis i3 zeldom
significant unless blood lactate exceeds 5 mmolil Clinical presentation m type B lactic acidosis:
symptoms: hyperventilation or dyspnea, stupor or coma, vomiting, drowsiness, and abdominal
pain. Cnzet of symptoms and signs 15 usually rapid accompanied by detenoration in the level of
CONSCIOUSNESS

Source

1. Braunwald E, Fauci & Kasper D Harrison’ s Prnciples of Internal Medicine. 15th Edition,
2001 pp 285-9

2. Weatherall D, Ledingharm I and Warrell D Osford Texthood of Medicine, Third edition, 1996;
volume 2 pp 1541-44

Note

Testing i two regulatory databases confirmed that the term hst 15 adeguate; m one regulatory
datahase, the term “acidosis™ identified cases, but this may be a phenomenon of the database
characteriztics (coding of verhatims to tertns of an older terrminology or other coding
conventions).

© 2007 Northrop Grumman Corporation. All Rights Reserved.

MNarrow Terms

Blood lactic acid increased

Hyperlactacidaemia

Lactic acidosis

Acid base balance abnormal

Acidosis

Anion gap abnormal

Anion gap increased

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

PCO? abnormal

PCO? decreased

Urine lactic acid increased

36



Summary of Ways to Use SMQs

Broad (all terms) or narrow 1 determines
scope of search for any given SMQ

Employ algorithm, if available T not
necessary t o dtsueneiot ;s en

A
A
A Hierarchyi use different levels to define
scope of topic (general, specific)

A

Not at all

© 2007 Northrop Grumman Corporation. All Rights Reserved. 37



SMQs as a Starting Point

A Standard query as starting point promotes
commonality of use and better communication

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

A Cases identified by SMQs should be reviewed for
relevance (Case report form, MedWatch form,
etc.)

© 2007 Northrop Grumman Corporation. All Rights Reserved. 38



SMQs in Production (37)

A Acute pancreatitis A Cardiac failure
A Acute renal failure A Cerebrovascular disorders
A Adverse pregnancy A Convulsions

outcome/reproductive A Dementia

toxicity (incl neonatal A Depression and

disorders |

) . suicide/self-injury
A Agranulocytosis A Dyslipidaemia
A Anaphylactic reaction | |
. A Embolic and thrombotic

A Angioedema events
A Anticholinergic syndrome 4 Extrapyramidal syndrome
A Asthma/bronchospasm A Haematopoietic
A Cardiac arrhythmias cytopenias

© 2007 Northrop Grumman Corporation. All Rights Reserved. 39
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SMQs in Production (37) (cont)

To T Jo To T o  To Io I» I

Haemolytic disorders
Haemorrhages
Hepatic disorders

Hyperglycaemia/new
onset diabetes mellitus

Interstitial lung disease

Ischaemic heart disease

Lack of efficacy/effect

Lactic acidosis

Malignancies

Neuroleptic malignant
syndrome

© 2007 Northrop Grumman Corporation. All Rights Reserved.

A Peripheral neuropathy

A Premalignant disorders

A Pseudomembranous colitis
A Rhabdomyolysis/myopathy
A Retroperitoneal fibrosis

A Severe cutaneous adverse

reactions
A Shock

A Systemic lupus
erythematosus

A Taste and smell disorders

40



SMQs (cont)

A SMQs (37) in production (cont)

Dementia

Depression and suicide/self
iInjury

Dyslipidaemia

Embolic and thrombotic
events

Extrapyramidal syndrome

Haematopoietic cytopenias

To T  To To  To I»

© 2007 Northrop Grumman Corporation. All Rights Reserved.

A Haemolytic disorders
A Haemorrhages
A Hepatic disorders

A Hyperglycaemia/new onset
diabetes mellitus

A Interstitial lung disease
A Ischaemic heart disease

41



SMQ Topics for Future Development

A Accidents and injuries A Ischaemic colitis
A ARDS A Pulmonary hypertension
A Drug-induced A Renal disorders (incl

A
A
A

%
%

%

y
y
y

eosinophilic pneumonia nephropathy and
A Ear disorders

nephrotic syndrome)
sertension A Thrombophlebitis

nonatraemia/SIADH A Vasculitis
potension

© 2007 Northrop Grumman Corporation. All Rights Reserved.
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SMQ Resources

A Refer to MSSO Web site for current status
of SMQs In production and development

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

© 2007 Northrop Grumman Corporation. All Rights Reserved.
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SMQs: From Concept to
Appl i cationé



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




Learning Objectives

A Provide some examples of how SMQs
have been used at Pfizer Inc.

46



How Are SMQs Used At Pfizer?

A To generate safety tables from clinical
trial databases.

ATo identify cases for
marketing safety database:
I For inclusion in PSURS,

I For inclusion in cumulative case series
reviews.

© 2007 Northrop Grumman Corporation. All Rights Reserved. 47



For Clinical Trial Safety Tables

A Run SAS program containing SMQ
terms against clinical trial database.

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

A Currently developing more standard
programs for more routine use.

48



For Post-marketing Safety
Database

A Several SMQs used regularly or semiregularly
Include:

Rhabdomyolysis/myopathy

I Torsade de pointes/QT prolongation
:
| Hepatic failure, fibrosis and cirrhosis and other

Neuroleptic malignant syndrome

liver damage-related conditions
Suicide/self-injury

Severe cutaneous adverse reactions
Lack of efficacy/effect (for PSURS)

© 2007 Northrop Grumman Corporation. All Rights Reserved.
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\How |s the Post-marketing Safety
Database Searched Using SMQs?

A Searches are conducted against the
safety database using a datamart
known as the Pfizer Analytical and
Statistical Tool (PfAST).

A PfAST is a Business Objectg
application.

A PfAST was developed before SMQs
existed and Is not currently set up to
run SMQs as Is in MedDRA.

50



2y
How is the Post-marketing Safety

Database Searched Using SMQs?

(cont)

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

A Can run an SMQbased search by entering
MedDRA PTs contained in an SMQ.

I Select PTs from a pick list, or
i Copy from Microsoft® ExceP spreadsheet.

© 2007 Northrop Grumman Corporation. All Rights Reserved.
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SMQ DeS|gn Concepts

A Three (3) Main Designs

I Narrow and Broad
I Algorithm
I Hierarchy

© 2007 Northrop Grumman Corporation. All Rights Reserved.
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Using SMQs in PfAST

Enter or Select Yalues KI
1. Drug MMamel=] [Iin Al CSASFS] SkD
| o |
2. Initial Recesivaed Date Stark [DD-FOR S]] SO :I:.ar-u:el:l
[05-JUM-Z007 Help I
3. Initial Received Date End (DD -FAOR S ] AR D
Walues I

||35uum-2|jn?

A Susztem Organ Class[es] ASRD
Y

5 High Lewsel Group T erml=] S O
.

E High Lewvwel Terml=] ARD
Y

¥. Preferred T aermils] SO
Y

S As-of Date DD -k O -]
IIIIE—JI_IH—EIIIEI?

Bvyvpasz= Ca=s== List=s
|HOME

© 2007 Northrop Grumman Corporation. All Rights Reserved.
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Using SMQs in PFAST From Pick

List

Lisk of Yalues of PT Decode (Evyenkt) (e

=

' 7 Hierarchical Wisewvas

FT Decode [Ewent] [FHesulks]

¥ ketoszteroids
¥ ketoszteroids
¥ ketoszteroids
¥ ketoszteroids
¥ ketoszteroids
¥ ketoszteroids
I
F-

—l ol ] )l )l —h -]

139 svrndrome

LIrine
LIfiFeE
LIfiFeE
LIfiFeE
LIfiFeE
LIfiFeE

abrnoarmal
abrnormmal KOS
decreaszed
mcreazed
normal

Z0-dezmolaze deficiency

alpha-bhydro=plaze deficierncy
F-hodro<pprogesterones decreaszed
17 -huedro<pprogesterons increased

2 B-aligoadenylate =pnthetasese test

2 B-aligoadenvlate =pnthetase tezt decreaszed
2 B-aligoadenylate =pnthetase test ncreased
20 22 -dezmolaze deficiency

I Show Selected Onily

Hefreszh I

K I Cancel

Help

...................................................................................................................................................... =]

11 -beta-hpdroxplaze deficiency

© 2007 Northrop Grumman Corporation. All Rights Reserved.
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Using SMQs in PfAST From
Excel Spreadsheet

] Ele  Edit  wiew Insert  Format  Tools  Data  window  Help
AEHS| S A S 6 & 5 @ =2 = - 4] %] b 100w - @ MS Sans Serif - - | B I U %
i S Bm @ T Ea Z g2
cz - A& ‘Electrocardiogram QT corrected interval prolonged
A B [ (] E F G H 1 ] | K | L | kA [ =1
Version |Wersion =
1 SMQ Code |SMQ PT/isub-SkMQO Scope |Category |WWeight |Status modified
Torgade de pointes/OT Electrocardiogram QT corrected intersal
2 20000001 |prolongation (SkA0) prolonged MNarrow [ ol 7.1 7.1
Torsade de pointes/OT
3 20000001 |prolongation (SO Electrocardiogram QT intersal abnormal MNarrow |4 o] 7.1 7.1
Torsade de pointes/Q T
4 20000001 |prolongation (SO Electrocardiogram OT prolonged MNaorrowe |4 0] 7.1 7.1
Torsade de pointes/Q T
5 20000001 [prolongation (Sk4C) Long QT swhndrome Mlarrowe 2 Ofa 7.1 7.1
Torsade de pointes/0T
5 20000001 |prolongation (SkAc) Long T syndrome congenital Marrow |4 [EN 7.1 7.1
Torsade de pointes/O T
7 20000001 |prolongation (SkAC Torsade de pointes Marrow |4 [1EN 7.1 7.1
Torsade de pointes/OT
&8 20000001 [prolongation (SkA00 *entricular tachycardia Mlarrowe [ A O, r| r|
Torsade de pointes/CQT
g 20000001 [prolongation (SkA00 Cardiac arrest Broad A O, ra| ra|
Torsade de pointes/Q T
10 20000001 [prolongation (Sk4C) Cardiac death Broad  [A Ofa 7.1 7.1
Torsade de pointes/0T
11 20000001 [prolongation (SkdCny Cardiac fibrillation Broad A Ofa 7 7
Torsade de pointes;/ 0T
12 20000001 |prolongation (SkAo) Cardio-respiratory arrest Broad [a IEN 7.1 7.1
Torsode de pointes/O T
13 20000001 |prolongation (SkAC Electrocardiogram repolarisation abnormality Broad [a [1EN 7.1 7.1
Torsade de pointes/OT
14 20000001 |prolongation (SO Electrocardiogram U-wawe abnarmality Broad |4 o] 7.1 7.1
Torsade de pointes/QT
15 20000001 |prolongation (SO Electrocardiogram U-wave biphasic Broad [& ol 7.1 7.1
Torsade de pointes/Q T
16 20000001 [prolongation (Sk4C) Loss of consciousness Broad  [A Ofa 7.1 7.1
Torsade de pointes/0T
17 20000001 [prolongation (Ski4Cn Sudden cardiac death Broad A OfA 71 71
Torsade de pointes/0 T
18 20000001 [prolongation (ShdCn Sudden death Broad A OfA 1 1
Torsade de pointes/OT
19 20000001 |prolongation (SkA0) Syncope Broad [ ol 7.1 7.1
Torsade de pointes/QOT
20 20000001 |prolongation (SO Syncope wasowvagal Broad |4 o] 7.1 7.1
Torsade de pointes/Q T
21 20000001 |prolongation (SO “entricular arrhythmio Broad [A 0] 7.1 7.1
Torsade de pointes/Q T
22 20000001 [prolongation (Sk4C) “entricular filarillation Broad  [A Ofa 7.1 7.1
Torsade de pointes/0T
23 20000001 [prolongation (Skd4Cny “entricular flutter Eroad A OfA 71 71
Torsade de pointes/O T
24 20000001 |prolongation (SkAC “entricular tachyarrhythmia Broad [a [1EN 9.0 10.0
14 4 » w5 SMO Lisk 3 SMQ Content 1«1 | (3
Read:y

diseart| @& (O] @ 3 (2] = = =] @

5] Inbox - Microsoft Sutlook | & Micrasoft PowerPaint - [... | 4 Coders - Microsoft Inter... II €| Microsoft Excel - Livel...
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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

© 2007 Northrop Grumman Corporation. All Rights Reserved.

56



s 9 ,, " ‘
o dikd 4\ \ < s{g

Usmg 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

© 2007 Northrop Grumman Corporation. All Rights Reserved.
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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 pointesVentricular
tachycardia
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Using SMQs in PfAST From Excel
Spreadsheet (cont)

3. Initial Receivaed Date End [DD-FAOR S5 Sr™"] SO

Enter or Seleckt Yalues KI
1. Drag FMames[=] [Iin AL CAFS] AR
| ok |
= Imtial Heceirved Date Stark [DD-FAOR ™1 Al D Cancel I
[O5-JUM-2007 Help I

Walue=. .

[O5-1U M -2007
g Swusztermnm Organ Class[e=s] Ak

.
5 High Lewvel Group T ermil=] Al D

Y
E. High Lewel Termil=]l SkD

Y
. Preferred Term=] &0

IIJT zyndrome congenital: T orsade de pointes 2 entricular

2. As-of Date [DD-FOR S]]

tachycardia

II:IE—JI_IH—EDD?

Bypass Cas=e=s List=s

IHDNE
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Algorithm SMQs in PfAST

A Not something that the average PfAST
user can easily do.

A Requires some programming.

A Can create a screen that will accept
algorithm criteria.
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Enter or Seleckt Yalues

1. Drug Flame[=] Iin ALL CAPS] ARD

|ZIPRASIDOMNE ':Z:Z::::::i?‘:ﬁ:::::ﬁl
2. Initial FBeceivwaed Date Stark [DD-FACOR Sy r™™'] SO Cancel I
|01 -MaR-1930 Help |
3. Initial Heceived Date End [CDD-FAOR -] LD

wWalles I

|Z0-Jur-2004
4. FPleasze Select PT fraom S et A

IHypE:rthE:rmia malgrnant:MHNeuroleptic mahgnant svndrome:S erctonin =

5. Fleazse Select PT Ffrom Set B

I Eody temperature increaszed: Hyperpyrexia:Purexia

G. Fleasze Select PT from Set

IBIDDd creatine phoszphokinase A increased:Blood creatine phosp

Y. Pleaz=e Select PT from St [

I.-ﬁ-.utn:-ncirni-: nervous sys=kem imbalanceBlood press=ure abrnormalBloo

2. As-of Dats [DD-FAOM -]

|2III—.¢-.LIG—2IIIIII£I-

Bupass CTaszes Lists

|HDNE
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Summary of Presentation

A SMQs are used at Pfizer to generate safety
tables from clinical study databases and to
identify cases from the post-marketing safety
database.

A Run SAS program containing SMQ terms
against clinical trial database on an ad fioc
basis, with standard tables being developed.

A Postmarketing safety database searches are
conducted using PfAST datamart.

A Method for entering search terms into PfAST
depends on nature of SMQ being used.
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Friend of MedDRA
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