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Concept maps

ASimilarconceptmapsin Asthmaand Diabetes
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Whyfocus on Medicatistory?
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How many TAUG uses domain
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What is Medical History?

ADiagnosis
ASymptoms

AMethod of diagnosis
AFamily History



aSRAOIf | Aauz2NEB A

ADiagnosis =  Medical History MH
ASymptoms =  MH or Findings AboutFAMH
AMethod of diagnosis = DI (Device kUse)
AFamilyHistory =  APMH(or FAMH)
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\
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TAUG MH Implementatiddverview

MH FAMH APMH APFAMH?  None
Alzheimer X X
Asthma X X
Cardiovascular X
Diabetes X
Dyslipidemia X X X X
Multiple Sclerosis X X
Pain X X
t I NJAYyazyQa X X X
Polycystic Kidney Disease X X X
Schizophrenia X X X
Tuberculosis X X
Influenza X
Virology X

QT Studies X



MHCAT

MHCAT MHSCAT - |SUPPMH.MHSSCAT - |Related categories -
Alzheimer PRIMARY DIAGNOSIS
GEMERAL
Asthma Asthma Related
Diabetes DIABETES COMPLICATIONMNS OF DIABETES
Dyslipidemia Hypercholesterolemia

Cardiovascular Risk Factors

NMultiple Sclerosis

PRIMARY DIAGNOSIS

OMNSET COURSE

GEMERAL INITIAL SYMPTOMS
Pain PRIMARY DIAGNOSIS
Parkinson's Disease MULL DIAGNOSTIC CRITERIA Ambulatory/Axial Difficulties |Family History of PD (APMH)

PRIMARY DIAGNOSIS

INITIAL MOTOR SYMPTOMS

MEDICAL HISTORY (FACAT)

PARKINSON'S DISEASE (for symptoms)

DEVELOPING MOTOR S¥YMPTOMS

INFECTION HISTORY

Polycystic Kidney Disease

PRIMARY DIAGMOSIS

PRIMARY DIAGNOSIS [APMH)

PKD (for symptoms)

ADPKD Manifestation (APMH])

Schizophrenia

GEMERAL

FAMILY MEDICAL HISTORY (APMH])

SCHIZOPHREMIA

Tuberculosis

STUDY INDICATION

RISK FACTORS

COMORBID COMDITION

GENERAL

TB SYMPTOMS

Cardiovascular

Influenza

QT Studies

Virology




MHCAT

|MHCAT MHSCAT ~ |SUPPMH.MHSS5CAT ~ |Related categories -
Alzheimer |PRIMARY DIAGNQSIS
GEMERAL
Asthma Asthma Related
Diabetes DIABETES COMPLICATIONMNS OF DIABETES
Dyslipidemia Hypercholesterolemia

Cardiovascular Risk Factors

NMultiple Sclerosis

PRIMARY DIAGMNOSIS

OMNSET COURSE

|GENERAL INITIAL SYMPTOMS
Pain |PRIMARY DIAGNOSIS
Parkinson's Disease |NULL DIAGNOSTIC CRITERIA Ambulatory/Axial Difficulties |Family History of PD (APMH)

|PRIMARY DIAGNOSIS
PARKINSON'S DISEASE (for symptoms)

INITIAL MOTOR SYMPTOMS

MEDICAL HISTORY (FACAT)

DEVELOPING MOTOR S¥YMPTOMS

INFECTION HISTORY

Polycystic Kidney Disease

|PRIMARY DIAGNOSIS
PKD (for symptoms)

PRIMARY DIAGNOSIS [APMH)

ADPKD Manifestation (APMH])

Schizophrenia

GEMERAL

FAMILY MEDICAL HISTORY (APMH])

SCHIZOPHREMIA

Tuberculosis

STUDY INDICATION

RISK FACTORS

COMORBID COMDITION

GENERAL

TB SYMPTOMS

Cardiovascular

Influenza

QT Studies

Virology




MHCAT for DiagnosiSummary

AThree variants
AMHCAT = PRIMARY DIAGNOSIS

AMHCAT Disease

AFA approach, FAOBJ = MHCAT/MHTERM



AMHCAT = PRIMARY DIAGNOSIS

Diagnosis Informationl

AMHTERM Pisease

mh.xpt

Row | STUDYID | DOMAIN | USUBJID | MHSEQ MHTERM MHDECOD MHCAT MHSTDTC
1 ABC123 MH ADOT-101 I Mild Cognitive Impairment PRIMARY DIAGNOSIS | 2001-05
2 ABC123 MH ADO1-101 2 Blind Left Eye Blindness unilateral GENERAL 1999-07-07
3 ABC123 MH ADOL-101 3 Traumatic Brain Injury | Traumatic bramm mjury GENERAL 2005-03-28
4 ABCI23 MH ADDT-102 I Alzheimer's Disease PRIMARY DIAGNOSIS | 2003-05




AMHCAT Disease
AMHTERM $Specifidype

Diagnosisnformation- 2

mh.xpt

Row | STUDYID | DOMAIN | USUBJID | MHSEQ MHTERM MHCAT | MHDTC | MHSTDTC

1 XYZ MH AYZ-001-001 | TYPE 1 DIABETES | DIABETES | 2010-089-26 | 2010-03-25

2 XYZ MH | XYZ-001-002 1 TYPE 2 DIABETES | DIABETES | 2010-10-26 | 2010-04-25
suppmh.xpt

Row | STUDYID | RDOMAIN | USUBJID | IDVAR [ IDVARVAL | QNAM QLABEL QVAL | QORIG QEVAL

1 XYZ MH XYZ-001-001 | MHSEQ I MHDXDTC | Date of Diagnosis | 2010-03-25 | CRF | INVESTIGATOR
2 XYZL MH XY Z-001-002 | MHSEQ 1 MHDXDTC | Date of Diagnosis | 2010-04-25 | CRF | INVESTIGATOR




Diagnosis Information3

ASinceMH istoo general put specificin FA

Jamh.xpt
Row | STUDYID | DOMAIN | USUBJID | FASEQ | FATESTCD | FATEST | FAOBJ FACAT FAORRES FAORRESC | FATPT | FADTC
' : - i T Hic MODERATE | ..

1 ABC123 FA 456 1 SEV Severity | Asthma | Asthma History | MODERATE PERSISTENT PERSISTENT Diagnosis | 2013-05-24

Sfamh.xpt

Row | STUDYID | DOMAIN | USUBJID | FASEQ | FATESTCD FATEST FAOBJ FACAT FAORRES FASTRESC FADTC
1 ABC123 FA 456 1 DIAGDTC | Date of Diagnosis | Asthma | Asthma History 1992 1992 2013-05-24
2 ABCI123 FA 456 2 SUBTYPE Subtype Asthma | Asthma History | Exercise induced | Exercise induced | 2013-05-24




Date of Diagnosis vs. Onset of Symptoms

ADifferent approachs in all TAUG

1.6 Known Issues

e Date of Diagnosis: The SDTMIG does not provide advice on how to represent date of diagnosis of an
event. Various solutions have been proposed, but this document treats the date of diagnosis of a medical
history event as the value a supplemental qualifier with QNAM=MHDXDTC. Some users have simply
mapped a collected “date of diagnosis™ to MHSTDTC. Although date of diagnosis can reasonably be
treated as the start of an event, this mapping alone does not provide the information that this particular start

date 1s specifically the date of diagnosis.

| MHOSDTC | Onset of Symptoms Date | MH
Row | STUDYID [ RDOMAIN| USUBJID | IDVAR [IDVARVAL| QNAM QLABEL QVAL |QORIG| QEVAL
I | xvz MH | XYZ-001-001 | MHSEQ | MHDXDTC | Date of Diagnosis | 2010-03-25 | CRF | INVESTIGATOR
Row [ STUDYID | DOMAIN | USUBJID | FASEQ | FATESTCD | FATEST | FAOBJ|  FACAT FAORRES | FASTRESC | FADTC

1 ABCI123 FA 456 1 DIAGDTC | Date of Diagnosis | Asthma | Asthma History 1992 1992 2013-05-24



Schizophrenia TAUG has the final answer?

APeekedat next SDTM version

e MHEVTYP is a draft variable in SDTM v1.5 used to specify the aspect of the medical condition or event

by which its start date is defined, such as the diagnosis and/or onset of symptoms. This variable is expected
to be included in SDTM v1.5.

ASDTM v1.introducesMHEVTYP

mh.xpt

Row | STUDYID | DOMAIN | USUBJID | MHSEQ | MHGRFID MHTERM MHDECOD MHCAT MHEVTYP | MHSTDTC | MHENDTC
1 ABC123 MH 001-001 I APPENDICITIS Appendicitis GENERAL 2006-05-04 | 2006-05-04
2 ABC123 MH 001 -001 2 1 ANXIETY Anxiety SCHIZOPHREENIA | SYMPTOMS 2003

Row | STUDYID | DOMAIN | USUBJID | MHSEQ | MHGRPID MHTERM MHDECOD MHCAT MHEVTYP | MHSTDTC | MHENDTC
3 | ABCI123 MH 001-001 3 I AGITATION Agitation SCHIZOPHRENIA | SYMPTOMS | 2003-11 2004-02-14

. DISORGANIZED Disorganized : .

4 | ABC123 MH 001-001 4 I SCHIZOPHRENIA schizophrenia SCHIZOPHRENIA | DIAGNOSIS | 2004-01
5 | ABC123 MH | 23-456 | CATATONIC SCHIZOPHRENIA | Catatonic schizophrenia | SCHIZOPHRENIA | DIAGNOSIS | 2008-06-06
L] ABC123 MH 0009-T89 l SCHIZOPHRENIA Schizophrenia SCHIZOPHRENIA | DIAGNOSIS | 2014-08-05




Symptoms

mh.xpt
AASth m a RoprTUDY]]] DOMAIN | USUBJID | MHSEQ MHTERM MHI}ECO]) MHCAT MHPRESF | MHOCCUR | MHDTC _MHEV]NTX
1 ABC123 MH 456 1 Sinusitis Sinusitis Asthma Related Y Y 2013-05-24 | Time before query
2 ABCI123 MH 456 2 Atopic dermatitis Dermatitis, atopic | Asthma Related Y N 2013-05-24 | Time before query
3 ABCI123 MH 456 3 Eczema Eczema Asthma Related Y N 2013-05-24 | Time before query
4 | ABCI23 MH 456 4 Seasonal allergic rhinitis | Rhinitis, seasonal | Asthma Related Y Y 2013-05-24 | Time before query
5 ABCI23 MH 456 5 Allergic conjunctivitis | Conjunctivitis, allergic | Asthma Related Y N 2013-05-24 | Time before query
. suppmh.xpt
AA' Z h e I m e rE Row | STUDYID | RDOMAIN | USUBJID | IDVAR | IDVARVAL QNAM QLABEL QVAL | QORIG QEVAL
1 ABCIZ23 MH ADOT-101 | MHSEQ | MHOSDTC | Onset of Symptoms Date | 1999-03 CRF MOTHER
2 ABCI23 MH ADO1-102 | MHSEQ 1 MHOSDTC | Onset of Symptoms Date | 2000-02 CRF FATHER
3 ABCI23 MH ADOI-103 | MHSEQ 1 MHOSDTC | Onsel of Symptoms Date 1998 CRF STUDY SUBJECT
mh.xpt
AM S Row|STUDYID [DOMAIN| USUBJID [MHSEQMHGRPID| MHTERM MHDECOD MHCAT MHSCAT
1 | ABCI123 MH | MS01-101 1 1 RRMS Relapsing Remitting Multiple Sclerosis | PRIMARY DIAGNOSIS ONSET COURSE
2 | ABCI23 MH [ MSO01-101 2 1 Double Vision Diplopia PRIMARY DIAGNOSIS | INITIAL SYMPTOMS
3 | ABCI23 MH | MSO1-101 3 | Tingling Paresthesia PRIMARY DIAGNOSIS | INITIAL SYMPTOMS
4 | ABCI23 MH | MSO1-101 4 SPMS Secondary Progressive Multiple Sclerosis| PRIMARY DIAGNOSIS | CURRENT COURSE
APain  fw
ROW | STUDYID | DOMAIN | USUBJID | FASEQ | FATESTCD FSTEST FAOBJ FAORRES | FASTRESC
1 STUDYO1 FA 2324-po001 1 SYMPDTC | Onset of Symptom Date | FIBROMY ALGIA 2000-05 2000-05
2 STUDY01 FA 2324-P0O002 1 SYMPDTC | Onset of Sympiom Date | FIBROMYALGIA 2001-10 2001-10
3 STUDYO1 Fa 2324-P0O003 1 SYMPDTC | Onset of Symptom Date | FIBROMY ALGIA 2010-07 2010-07




Symptoms
e |8 N T 8 o o S S N M T

1 STUDYOI MH 3331 1 Parkinson’s disease &ilé?q‘d’op‘sfs sz;) - 2001-05
2 | STUDYOI MH SSE};I 2 Blind Left Eye l::l'ﬁ;':::;‘ 1999-07-07
3 STUDYO1 MH [2,;331 3 Traumatic Brain Injury bT:?;ﬁﬂfy 2005-03-28
4 STUDYOI MH 3{::2};1 4 4-6 Hz Rest Tremor PAE;;E‘:’SS b D::’“‘fl’,fg:]zc 200;52:01 )

5 STUDYOI MH 55331 5 Bradykinesia PAE%E??S S D&?,;‘IF?RS]EC 2001%01-

o st | e | | FREESSONS | buiomc s

7 STUDYOI MH 5{2(2};1 7 Asymmetric Onset PAE;(SIEI:;J}]E‘J 'S D{:.ﬂ&%ﬂé);]];(, ZUUIf: ;Jl—
B R T s o PRRKNSONS | Dl oo

9 STUDYOI1 MH 133(2131 9 Tremor (including internal tremaor) PAEE‘EEES‘S TN;{‘(]:II]}}\-:]IOP"{T;]R ?Dﬂlﬁéﬂ] )

10 | STUDYOI MH [2,3&‘}1 10 Stiffness PAEE‘S:SQ S mga%ﬂsm szfl‘

11 STUDYOI MH E,;égi 11 Change in facial expression PAEE‘S:SOS '8 mg;%(:{rg R 2{)016 2'0 1-

12 STUDYOI MH s;g;; 12 Disturbances of dexterity PAE%E‘:?S '8 méﬁaﬁ)ﬂg R ZUU]EJ z'Ul_




