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Standards & Implementations’

Foundational Standards

PLANMNING DATA COLLECTION DATA TABULATIONS AMALYSIS

SEMD MNon-Clinical

CDASH Products Broducts

Frotocol
Products

ADaM Products
SDTM Clinical
— Products

Define-XML

SDM-XML ODM-XML DataSet XML

Solution Kits
CFAST Therapeutic Area Products

Medical Device Products
Pharmacogenomics/ Genetics
Other Specialty Areas
Questionnaires, Ratings and Scales

CDISC-IHE Healthcare Link Products

CDISC Controlled Terminology (powered by NCI-EVS)

CDISC Glossary

BRIDG Biomedical Research Dumain Analysis Model

CDISC SHARE — Shared Health and Research Electronic Metadata Repository 2




» ADaM Documents

» ADaM Basic

» ADaM Examples
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Current ADaM Documents

» ADaM Model Document V2.1 (2009)
» ADaM OCCDS v1 (Provisional, 2015-06-01)
» ADaM IG1.1 (2016-02-12)

» Analysis Results Metadata Specification for Define-XML v2
(2015)

ADaM Validation checks V1.3 (2015)

» Appendices

— Examples in Commonly Used Statistical Methods (2011)
— ADAE (2012)

— ADTTE (2012)
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ADaM documents under development

» ADaM Data Structures for Integration
— Integrated ADSL(IADSL) V1.0 Draft for public review (2015)

» ADaM metadata model and its implementation

» Document to cover multivariate analyses
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Analysis datasets and their
associated metadata must:

— facilitate clear and unambiguous
communication

— provide traceability between the analysis
data and its source data (ultimately SDTM)

— be readily useable by commonly available
software tools

Analysis datasets must:
— be accompanied by metadata
— be analysis-ready

Practical Considerations
— Must include “ADSL”

— Analysis datasets naming convention
“ADXXXXXX.”

— Variable naming conventions

— “same name, same meaning, same
values” principle

— apply naming conventions for datasets
and variables consistently
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e ADSL (Subject-level Analysis Dataset)
Demographics A 1%

Population Indicators A\ #fFr1H

Treatment Variables J&J7 45 &

Baseline Characteristics &£ 1iF

e BDS (ADaM Basic Data Structure)

« Analysis Parameter Variables 57 #75%#{: PARAM, PARAMCD,
AVAL,AVALC ...

e OCCDS (ADaM Occurrence Data Structure)
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ADSL Variables

» Study ldentifiers
— STUDYID, USUBJID, SUBJID, SITEID, SITEGRY, SITEGRyN

» Demographics
— SEX, RACE, RACEGRY, RACEGRyYN

» Population Indicators
— FASFL, SAFFL, ITTFL, PPROTFL, COMPLFL, RANDFL, ENRLFL

» Treatment Variables
— ARM, ACTARM, TRTxxP, TRTxXPN, TRTxxA, TRTxXAN, TRTSEQP

» Trial Dates

— TRTSDT, TRTSTM, TRTSDTM,TRTSDTFTRTSTMFTRTEDT, TRTETM,TRTEDTM,TRTED
TETRTETMFETRXXSDT, TRXXSTM, TRXXSDTM, TRXXSDTF TRXXSTMF TRXXEDT, TRXXET
M, TRXXEDTM, TRXXEDTF, TRXXETMF,

» Baseline Characteristics

— Subgroup Variables
— Covariates
— Others: if to be used in several ADs
B\ eEmsit SHiEemRas :
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BDS Variables

» Study Identifiers
— STUDYID, USUBJID, SUBJID, SITEID

» Treatment Variables

— TRTP,TRTPN,TRTA, TRTAN,TRTPGY,TRTPGYN,TRTAGY,TRTA
GyN

» Timing Variables
— ADT,ATM,ADTM,ADY,ADTF,ATMF,
— ASTDT,ASTTM,ASTDTM,ASTDY,ASTDTF,ASTTMF
— AENDT,AENTM,AENDTM,AENDY,AENDTF,AENTMF

— AVISIT AVISITN,ATPT,ATPTN

Bp )\ dSetmsit Suigemas ; 9
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» Analysis Parameter Variables
PARAM,PARAMCD,PARAMN,PARAMTYP,PARCATY,PARCATYN
AVAL,AVALC,AVALCATyY

BASE,BASEC,BASECATY,BASETYPE
CHG,CHGCATY,PCHG,PCHGCATY

R2BASE, R2AyLO,R2AyHI,SHIFTy,SHIFTyN,

CRITy

» Analysis Descriptor Variables

DTYPE

» Indicator Variables

ABLFL, ABLFN
ANLzzFL, ANLzzFN
ONTRTFL
CRITyFL, CRITYFN

Bp )\ dSetmsit Suigemas .
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Derived Columns Vs Derived-Rows__‘.

» Rule 1. A parameter-invariant function of AVAL and BASE on the same row
that does not involve a transform of BASE should be added as a new
column.

B> Rule 2. A transformation of AVAL that does not meet the conditions of Rule
1 should be added as a new parameter, and AVAL should contain the
transformed value.

» Rule 3. creating an analysis timepoint

» Rule 4. A function of multiple rows within a parameter should be added as a
new parameter.

» Rule5. A function of more than one parameter should be added as a new
parameter.

53 Rule 6. When there is more than one definition of baseline, each additional

\ definition of baseline requires the creation of its own set of rows.
B_B/\ bﬁl%%%ﬂ"—iﬁﬁgﬁﬁnn 11 11
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» Structure: usually one record per each
record in the corresponding SDTM domain.

» Exceptional Examples

— Screening failure

— Topic spans several treatment periods and to be
counted Iin each

— multiple coding paths

B\ dtsemsit Sumemnas .
&



OCCDS Variables

| B |

» |dentifier Variables ¥riRf
» STUDYID, USUBJID, SUBJID, SITEID, --SEQ

B ED|ct||03£r / Coding and Categorization Variables ia] 8L
-l— 28
» MedDRA: --TERM, --DECOD, --BODSYS, --LLT, --HLT, --HLGT, --SOC...
» WHO Drug: CMTRT, CMDEOCD, CMCLAS, ATCy...
» --CAT, --SCAT, ACATy

. . . A\ - =
» Timing Variables B8 &
» --STDTC, ASTDT, ASTTM, ASTDTM, ASTDTF, ASTTMF
» --ENDTC, AENDT, AENTM, AENDTM, AENDTF, AENTMF
» ASTDY, --STDY, AENDY, --ENDY
» ADURN, ADURU, --DUR
» APERIOD, APERIODC, APHASE
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OCCDST =2

» Indicator Variables 7R =
— SDTM: -OCCUR, --PRESP
— ANLzzFL
— AE: TRTEMFL, AETRTEM
— CM: ONTRTFL
— AE/CM: PREFL, FUPFL

— Occurrence Flag: AOCCFL, AOCCPFL, AOCCIFL, AOCCPIFL,
AOCCzzFL

eDescriptive Variables AT =
— Xxx from SDTM: AESEV ...
— numeric version: AESEVN ...
— Imputed version: ASEV, ASEVN ...

—~ Pooled version: SEVGRy, SEVGRYyN...
B dtEnsit SEEEmRas 14
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ADCM - Meta

Dataset | Variable - Variable Codelist / : N
Name Name Variable Label Type Controlled Terms Source / Derivation
ADCM | STUDYID Study Identifier text CM.STUDYID
ADCM |[USUBJID Unique Subject Identifier text CM.USUBJID
ADCM | CMSEQ Sequence Number infeger CM.CMSEQ
ADCM | CMTRT Reported Name of Drug, Med or Therapy | text CM.CMTRT
ADCM |[CMMODIFY | Modified Reported Name text CM.CMMODIFY
ADCM [CMDECOD | Standardized Medication Name text WHODRUG CM.CMDECOD

WHO Drug Dictionary March 2012
ADCM |ATCICD ATC Level 1 Code text WHODRUG ATC Level 1 Code

‘WHO Drug Dictionary March 2012
ADCM |ATC2CD ATC Level 2 Code text WHODRUG ATC Level 2 Code

‘WHO Drmug Dictionary March 2012
ADCM |ATC3CD ATC Level 3 Code text WHODRUG ATC Level 3 Code

WHO Drmug Dictionary March 2012
ADCM [ATC1 ATC Level 1 Text text WHODRUG ATC Level 1 Text

‘WHO Drmug Dictionary March 2012
ADCM |ATC2 ATC Level 2 Text text WHODRUG ATC Level 2 Text

WHO Drmug Dictionary March 2012
ADCM | ATC3 ATC Level 3 Text text WHODRUG ATC Level 3 Text

WHO Drug Dictionary March 2012
ADCM | AOCCFL 1st Occurrence within Subject Flag text Y =Producer will insert derivation here>
ADCM | AOCCOIFL | First Occurrence of ATC Level 1 Flag fext Y =Producer will insert derivation here>
ADCM | AOCCO2FL | First Occurrence of ATC Level 2 Flag text Y <Producer will insert derivation here>
ADCM | AOCCO3FL | First Occurrence of ATC Level 3 Flag text Y <Producer will insert derivation here>
ADCM | AOCCPFL | 1st Occurrence of Preferred Term Flag | text Y <Producer will insert derivation here>
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ADCM - Data

T
[ STUDYID | USUBRJID | CMSEQ CMTET CAMMODIFY CMDECOD ATCICD ATC1 ATCICD

Row
1 ABC ABC001 1 TYLENOL TYLENOL PARACETAMOL N NEEVOUS SYSTEM NO2
2 ABC ABC001 2 TYLENOL TYLENOL PARACETAMOL N NEEVOUS SYSTEM NO2
3 ABC ABC-001 3 TYLENQOL TYLENOL PARACETAMOL N NEEVOUS SYSTEM No2
1 | ABC | ABCO01| & TYLENOL TYLENOL PARACETAMOL N NERVOUS SYSTEM N2
5 ABC ABC001 3 CONTAC MS CONTAC MS CONTAC MS N NERVOUS SYSTEM NO2
[ ABC ABC001 L] FLONASE FLONASE |[FLUTICASONE PROPIOMNATE 24 RESPIEATORY SYSTEM ROl
7 ABC ABC 002 1 ROBITUSSIN COUGH | ROBITUSSIN NOVAHISTINE DAY 24 RESPIEATORY SYSTEM RO3
8 ABC ABC002 2 MOTRIN MOTEIN IBUPEOFEN M MUSCULQO-SEELETAL SYSTEM M1
9 ABC ABC002 3 IBUFROFEN IBUFROFEN IBUPEOFEN M MUSCULQO-SEELETAL SYSTEM M1
10 ABC ABC-003 1 ZOLLOFT ZOLOET SERTRALIN N NEEVOUS SYSTEM NO&
Eow ATC2 ATC3CD ATC3 AQCCFL | AOCCPFL
1 {cont) ANAIGESICS NO2B OTHER ANATLGESICS AND ANTIPYRETICS Y Y
1 (cont) ANATGESICS NO2B OTHEE. ANATGESICS AND ANTIPYRETICS
3 (cont) ANAIGESICS NO2B OTHER ANATLGESICS AND ANTIPYRETICS
4 (cont) ANATGESICS NO2B OTHEE. ANATGESICS AND ANTIPYRETICS
5 (cont) ANATGESICS NO2B OTHEE. ANALGESICS AND ANTIPYRETICS T
6 (cont) NASAT PREPARATIONS R01A | DECONGESTANTS AND OTHER NASAL PREPARATIONS FOR TOP Y
7 (cont) COUGH AND COLD PREPARATIONS ROSFA | COUGH SUPPRESSANTS AND EXPECTORANTS, COMBINATIONS ki
8 (cont) | ANTINFLAMMATORY AND ANTIEHEUMATIC PRODUCTS | MO1A | ANTIINFLAMMATORTY AND ANTIRHEUMATIC PEODUCTS, NON-5 T
9 (cont) | ANTIINFLAMMATORY AND ANTIRHEUMATIC PRODUCTS | MO1A | ANTINFLAMMATORY AND ANTIRHEUMATIC PRODUCTS, NON-5
10 {cont) PSYCHOANATIEPTICS N06A ANTIDEPEESSANTS T
FEow |AOCCOIFL | AOCCOZFL | AOCCOIFL | CMINDC | CMDOSERM | CMDOSE | CMDOSU | CMDOSFRQ | CMROUTE | CMSTDTC= | ASTDT* |CMENDTIC=
1 {cont) T Y ¥ HEADACHE TABIET 100 mg ONCE OFAL 2011-01-02 | 02Jan2011 | 2011-01-02
I (cont) HEADACHE TABIET 100 mg ONCE OFAL 2011-01-04 | 04Jan2011 | 2011-01-04
3 (cont) HEADACHE TABIET 100 mg ONCE OFAL 2011-01-10 | 10Jan2011 | 2011-01-10
4 (cont) HEADACHE TABIET 100 mg ONCE OFAL 2011-01-15 | 15Jan2011 | 2011-01-15
5 (cont) COLD TABIET 200 mg ONCE OFAL 2011-01-17 | 17Jan2011 | 2011-01-17
6 (cont) T Y T COUGH TABIET 30 mg QD OFAL 2009-02-01 | 01Feb2009
7 (cont) Y T INFECTION | SUSPENSION 300 mg QID OFAL 2011-03-01 [ O01Mar2011 | 2011-03-13
8 (cont) b Y K 1EG PAIN TABIET 500 mg PEN ORAL 2011-05-14 | 14May2011 | 2011-06-01
9 (cont) ARTHRITIS TABIET 250 mg QD OFAL 2011-06-10 | 10Jun2011
10 {cont) T Y ki ANXTETY TABIET 30 mg QD OFAL 200103
Bp ) dtseemsit SHiEEmmas .
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Other Points to Consider

» not everything from ADSL needs to be copied
to BDS

» Noted that length can vary between SDTM and
ADaM variable

» Allow y to go from 1-99
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» ADaM Documents

» ADaM Basic

» ADaM Examples
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Examples

» ADSL (ADSL)
» AEAE (OCCDS)

» ADVS (BDS)
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Table 14.2.1
Demographics
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Demographics Display — codes °

Age

— proc means data=ADSL,;
—  where ITTFL="Y,

— class TRTO1P;

— var AGE;

— run;

Age Group
— proc freq data=ADSL,;
—  where ITTFL="Y’;

—  table TRTO1P*AGEGRIN;

— run,

By N dsetntit SREamnas
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t-test:

— Proc ttest data=adsl;
—  where ITTFL="Y";
— class TRTO1P;

—  var AGE;

— run;

Chisq:

— proc freq data=ADSL,;
—  where ITTFL="Y7,
— table TRTO1P*AGEGR1N/chisq;
— run;

21



Example: Demographics

DM:Demngrapm:s
[REICDTC |
Informed Consent Date | L I [ |
Diay Maonth g
Demographics
BRTHDTC

DateofBith [ | [ [ [ [ [ [ [ |

Diay Maonth Year
e ]
SEx ]:| Male |:| Female
IE RACE. when more than one selected,

] RACE=MULTIPLE and individual responses are
Race White RACE1, RACEZ, etc. in SUPFOM

Black or African American

Asian
American Indian or Alaska Mative

Mative Hawaiian or Other Pacific Islander

HiNINnu

Other, specify._|[RACEOTH in SUPFDM

22



Example - ADSL

DOMAIN USUBJID ARM RFICDTC BRTHDTC RFXSTDTC RFXENDTC AGE AGEU SEX RACE

DM 01-701-1015 [Placebo 2013-12-26 |1951-04-03 [2014-01-02 |2014-07-02 63 |YEARS| F WHITE
DM 01-701-1023 Placebo 2012-07-22 [1948-10-26 [2012-08-05 [2012-09-01 64 |YEARS| M WHITE
DM 01-701-1033 |CDE 001 2014-03-10 [1940-08-06 [2014-03-18 [2014-03-31 74 |YEARS| M WHITE
DM 01-701-1047 [Placebo 2013-01-22 |1928-04-03 [2013-02-12 |2013-03-09 85 |YEARS| F WHITE
DM 01-701-1097 |CDE 001 2013-12-23 [1946-01-20 [2014-01-01 (2014-07-09 68 |YEARS| M WHITE

/, ”/ _ -
/
/ P
/ P
ADaM.ADSL
AGEGR AGEGR1

USuBJID TRTO1P TRTSDT TRTEDT AGE 1 \ AGEU SEX RACE RACEN SAFFL ITTFL

01-701-1015 |[Placebo [02-Jan-2014| 02-Jul-2014] 63 <65 1 YEARS | F | WHITE 1 Y Y

01-701-1023 ||Placebo 05-Aug-2012{01-Sep-2012| 64 <65 1 YEARS | M | WHITE 1 Y Y

01-701-1033 ||CDE 001 [18-Mar-2014|31-Mar-2014| 74 65-80 2 YEARS | M | WHITE 1 Y Y

01-701-1047 ||Placebo 12-Feb-2013|09-Mar-2013| 85 >80 3 YEARS F WHITE 1 Y Y

01-701-1097 |[CDE 001 |01-Jan-2014 09-Ju-2014 68 | 65-80 2 YEARS| M [WHITE| 1 Y Y

L
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Examples

» ADSL (ADSL)
» AEAE (OCCDS)

» ADVS (BDS)
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AE Display

ADAE where SAFFL=Y and TRTEMFL=Y

Table 14271
Summoary of Treatment Emergent Adverse Events by System Organ Class and Preferred Term

Amnaly=1is Population: Safety _7
- Treatment A Treatment B
SYSTEM ORGAN CLASS (N = xxx) (N =xxx)
Preferred Term n (%) n (%)
MNumber of subjects reporting at least one adverse event x (xx) x (x.x) _

BLOOD AND LYMPHATIC SYSTEM DISORDERS
At least one event x (x.x) x (x.x)
Anaemia x (x.x) x (xx)

x (x.x) x (xx)

Bp )\ dSetmsit Suigemas .
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AE Display — codes

Bo N\

B/
4

Any AE

Proc freq data=ADAE;

where SAFFL="Y’ and TRTEMFL="Y’ and AOCCFL="Y";
table TRTA,

Run;

By SOC

Proc freq data=ADAE;

where SAFFL="Y’ and TRTEMFL="Y’ and AOCCSFL="Y",
table TRTA*AEBODSYS;

Run;

By Preferred Name:

Proc freq data=ADAE;

where SAFFL="Y’ and TRTEMFL="Y’ and AOCCPFL="Y",
table TRTA*AEDECOD;
By AEBODSYS;

Run;

IERENFRT SBIREERSS
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Example: Adverse Events

Adverse Event

AE=Adverse Events
Have there been any adverse events since signature of infurnm_g.%nt? (O Yes, complete details () No |NGT SUBMITTED |
AESER
- - ] | Y
Adverse Event (diagnosis if known or main sign/symptom)| Serious AE (O MNe () Yes®, complete seriousness criteria below mckantns sesii AESDTH
. B AESHOSP
AETERM D Results in dealh |:| Roguires/prelongs hospitalization |:| Is & congenital anomaly/birth defect| 4 ceconG
Is life-threateni Parsistent/significant disability/i it Other medically important condition [AESLIFE
D S life-tnreaening D arsislentsgmincal isability/imca pacity D S MadIcally Mmporgant concitcn AESDISAB
Toxicity grade! Causality factor{s) other than Action{s) taken | Other action(s) Outcome ek oy ore) AESMIE
Start date [AESTDTC O Grade 1 study treatment (tick al that apply} with TAE A= taI-AEAC”DTH Change in taxicly
AERELNST treat fliz | )
l_I_“ | " | I | I O Grade 2 I:I Mone (fick all that apphy) O grade, severity or
Day Mol Year [] visease under study [ mone sarousness
Q Grade 3 (] Hane/continued (O Resolved
AEENDTC ] Protocol procedure [] Concomitant _
End date O Grade 4 medication Rasolved with
O Grode 5 AETOXGR ] Medical Histary Permanently _ sequelae
I DI I r-|'|-;-1 L \'el [ [[] Concomitant medication discontinued | (] Er"l’:]”';”dm”_: | () Ongoing [AEOUT ]
ay o Aar Relationship with studs cadur
treatment AEREL [] Cencomitant procedurs (] Norapplicabio Led 1o stuay O Fatal
O Retated O Unrelated [] ©ther, specity: termination | () Unknown
B IEREDHRIT SHIREEK SR -
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Example - ADAE

USUBJID AESEQ AETERM AEDECOD AEBODSYS AESTDTC AEENDTC AESEV
IGASTROINTESTINAL
01-701-1015 DIARRHOEA DIARRHOEA _[pisoroERs 2014-01 2014-01-09 |MILD
ISKIN AND SUBCUTANEOUS
01-701-1097 ERYTHEMA ERYTHEMA TISSUE DISORDERS 2014-01-03 | 2014-01-03 [MILD
PRURITUS PRURITUS ISKIN AND SUBCUTANEOUS
01-701-1097 GENERALISED GENERALISED _|TiSSUE DISORDERS 2014-02-20 | 2014-02-20 [MODERATE
APPLICATION SITE [APPLICATION  [SEiiiar DISORDERS AND
01-701-1097 \VESICLES SITE VESICLES |conpiTions 2014-02-20 2014-03
I | |
| | |
1 I |
| | |
| | |
ADaM.ADAE : , ,
\ ‘L W v v v
ASE AOCC AOCC AOCCPF TRTE
AETERM AEDECOD AEBODSYS ASTDT AENDT ASEV VN FL SFL L MFL TRTA
IGASTROINTESTINAL
01-701-1015 DIARRHOEA DIARRHOEA _ |DISORDERS 01-Jan-2014 | 09-Jan-2014 |MILD 1 Y Y Y Placebo
‘ ISKIN AND SUBCUTANEOUS
01-701-1097 ERYTHEMA ERYTHEMA TISSUE DISORDERS 03-Jan-2014 | 03-Jan-2014 |MILD 1 Y Y Y Placebo
PRURITUS PRURITUS ISKIN AND SUBCUTANEQOUS
01-701-1097 GENERALISED GENERALISED_[TiSSUE DISORDERS 20-Feb-2014 | 20-Feb-2014 [MODERATE | 2 Y Placebo
APPLICATION SITE[JAPPLICATION ~ [SSNERALDISORDERS AND
01-701-1097 VESICLES SITE VESICLES |conpimions 20-Feb-2014 | 31-Mar-2014 [SEVERE 3 Y Y |CDE_001
B B :IbaE’PZI%rI"—:TﬁE%Eﬁ Sk o8
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» ADSL (ADSL)

» AEAE (OCCDS)

» ADVS (BDS)
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MMRM - Pulse

Table 14 x.x
M Mixed-effects Model Repeated Measures Analysis of Change from Baseline of Pulse
ITT Population
Difference
Placebo CDE_01 (CDE_01 vs Placeba)
AVISITNG errs IRIPN...
Mean (5D) Lyl . (a)
Median KX KX KX
Min; Max WK, XX HE, EX HE, XX
L5 Mean (SE) . (x) A () . (a)
95% ClI BN BEE B BAE BN, BEE
P value o
Week8
Mean (SD) o (i) o () o ()
Median NN NN NN
Min, Max K K K
LS Mean (5E) o (i) o () o ()
95% CI KK KA KK KHLK KK M
P value W

NG R e

\&
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MMRM — Pulse - codes

» proc mixed data=ADVS;

» where ITTFL="Y’ and PARAMCD='PULSE’ and ANLO1FL="Y' and ABLFL *=;
e class USUBJID AVISITN TRTPN,;
e model PCHG = TRTPN AVISITN TRTPN*AVISITN BASE /
outp=PRED ddfm=KR;
* repeated AVISITN / subject=USUBJID type=UN;
* Ismeans TRTPN / diff cl;
° run;
N .



Example: Vital Signs

Bo N\
=4

VS=Vital Signs
Vital Signs
VSTEST
Blood Pressure: / mmHg VSORRES / VSORRESU when
VSTESTCD =5SYSEPFP, DIABP
Systolic Diastolic
Pulse: ' VSORRES / VSORRESU when
Beats/minute VETESTCD = PULSE
Height om VSORRES / VSORRESU when
VSTESTCD = HEIGHT
Weight ke VSORRES /V50RRESU when
VSTESTCD = WEIGHT
Eﬂdy Mass Index: Hgfrnz VEORRES /VSORRESU when
VETESTCD =B8MI
IS SEIREERAS .
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Example - ADVS

D) | [V

USUBJID VSSEQ VSTESTCD VSTEST VSSTRESC VSSTRESN VSSTRESU VISIT VISITNUM
01-701-1015 1| PULSE Pulse 57 57 BEATS/MIN SCREENING 0
01-701-1015 2| PULSE Pulse 56 56 BEATS/MIN BASELINE 2
01-701-1015 3] PULSE Pulse 58 58 BEATS/MIN WEEK 2 4
01-701-1015 4 PULSE Pulse 59 59 BEATS/MIN WEEK 4 6
01-701-1015 5| PULSE Pulse 55 55 BEATS/MIN \WEEK 6 8
| P
| Phe
P d
| g
| -7
1 -~
ADaM.ADVS : .-
- -
-
USUBJID VSSEQ PARAMCD RPARAM AVAL BASE CHG AVISIT AVISITN ANLO1IFL ABLFL TRTP ITTFL
Pulse
01-701-1015 1] PULSE (BEATS/MIN) 56 56 0 Baseline 0 Y Y Placebo Y
Pulse
01-701-1015 2| PULSE (BEATS/MIN) 58 56 2 |[|Week 2 2 Y Placebo Y
Pulse
01-701-1015 3] PULSE (BEATS/MIN) 59 56 3 ||Week 4 4 Y Placebo Y
Pulse
01-701-1015 4] PULSE (BEATS/MIN) 55 56 -1 |Week 6 6 Y Placebo Y
Pulse
01-701-1015 5| PULSE (BEATS/MIN) 57 56 1 |[Week38 8 Y Placebo Y

By ) fsecmsit SREsmRas »
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Strength through collaboration.
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