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Time and Events Schedule For Study Design: sdGUIDEIT

Element System

Assessment CRF System | System |Randomization| DCRI | Cross |Hospitalizations | Baseline | Baseline | 2 Week | 2 Week |6Week | 6 Wweek 3 3 month 6 6 month 9 9 month 12 12 month 15 15 month 18 18 month 21 21 month 24 | 2amonth |Termination|  DCRI | Investigator

Screening| Enroliment|  (RANDO) only | active 0SP) (BLN) | follow- follow-up | vi follow-up | month | follow-up | month | follow-up | month | follow-up | month | follow-up | month | follow-up | month | follow-up | month | follow-up | month | follow-up |  (EOS) Imaging | Signature
(SYSSCR) | (SYSENR) 1s1 (DCRI) | study [S/R] sl up | (WKS2) | (WKS2FU) | (WKS6) | (WKS6FU) | (MON3) | (MONSFU) | (MONG) | (MONGFU) | (MONS) | (MONSFU) | (MON12) | (MON12FU) | (MON15) | (MONLSFU) | (MON18) | (MONL8FU) | (MON21) | (MON21FU) | (MON24) | (MON24FU) [5] (DCRIECHO) | (INVSIG)
[s1 s1 (cAs) (BLNFU) | [S] [s/R1 s1 [s/R] s1 [s/R1 s1 [s/R] s1 [s/R1 s1 s1 [s/R1 s1
5] [S/R]

Visit Start Hours o o o 1 2 3 a 5 6 7 8 9 10 1 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28
1 | system Screening SYSSCR 1
2 | system Enroliment SYSENR 1
3 |RAND RAND 1
4| Clinical Operations review cLINOPS 1
5 | Clinical Operations review of withdrawn | CLINOPSWD. 2
6 | CEC manual triggers CECMT 3-RF
7 | CAS Trigger form CASTRIG 1
8 | Adverse events e 2:0F

RF
9 | Extended care EXTCARE SoF
10/ Date of evaluation DOE 1 1 1 1 1 1 1 1 1 1 1 1 1
11| Hospitalizations/Emergency Dept visits |  HOSP 2
12| Acute coronary syndrome ACS 3-DF
13 for heart failure HE 4-DF
14| Subject Demographics DEM 1
15| Medical History MEDHX 2
16| Baseline Assessments BASE 3
17| Recent Ejection Fraction EF a
18| Examination EXAM 5 2 2-DF 2 2-DF 2 2-DF 2 2-DF 2 2-DF 2 2-DF 2 2-DF 2 2-DF 2 2-DF 2 2-DF 2
19| concomitant medications MEDS 6 a-DF 4-DF 4-DF a-DF 4-DF a-DF 4-DF a-DF 4-DF 4-DF
20 Local NT-pro-BNP PROBNP 7 aDF | 5DF a-DF 5-DF 4-DF 5-DF 4-DF 5-DF 4-DF 5-DF a-DF 5-DF a-DF 5-DF 4-DF 5-DF a-DF 5-DF 4-DF 5-DF a-DF
21| Local Labs LABS 8DF | 5DF | 6DF 5-DF 6-DF 5-DF 6-DF 5-DF 6-DF 5-DF 6-DF 5-DF 6-DF 5-DF 6-DF 5-DF 6-DF 5-DF 6-DF 5-DF 6-DF 5-DF
22| Biobank BIOBANK 9-DF-RF | 7-DF-RF | 8-DF-RF | 7-DF-RF | 8-DF-RF| 7-DF-RF |8-DF-RF| 7-DF-RF |8-DF-RF | 7-DF-RF | 8-DF-RF | 7-DF-RF | 8-DF-RF | 7-DF-RF | 8-DF-RF | 7-DF-RF | 8-DF-RF | 7-DF-RF | 8-DF-RF | 7-DF-RF | 8-DF-RF | 7-DF-RF
23| specimen consent SPECCONS 10
24| Therapy Adjustment ADJUST H0F | 6DF-RF | 7-DF-RF| G-DF-RF |7-DF-RF| 6-DFRF |7-DF-RF| 6-DF-RF | 7-DFRF| 6-DF-RF | 7-DFRF| G-DFRF | 7-DF-RF | 6-DFRF | 7-DF-RF | 6DFRF | 7-DFRF | G-DFRF | 7-DFRF | G6.DFRF | 7-DFRF | 6-DF-RF
25| Adherence Case Review ACR 120 | 8DF | 9-DF 8-DF 9-DF 8-DF 9-DF 8-DF 9-DF 8-DF 9-DF 8-DF 9-DF 8-DF 9-DF 8-DF 9-DF 8-DF 9-DF 8-DF 9-DF 8-DF
26/ Adherence Review Findings ARF 13-0F | 9-DF | 10-0F | 9OF [ 10-0F | 9-DF | 10-F | 9OF | 10OF | 9-DF 10-0F | 9-DF 10-DF 9-DF 10-DF 9-DF 10-DF 9-DF 10-DF 9-DF 10-DF 9-DF
27| Assessments ASMT 3 3-OF 3 3-DF 3 3-DF 3 3-DF 3 3-0F 3 3-DF 3 3-DF 3 3-DF 3 3-0F 3 3-DF 3
28| Method of Contact CoNTACT 1 1 1 1 1 1 1 1 1 1
29| End of study E0S 1
30| Death DEATH 2-0F
31| Echo trigger form ECHOTRG 2
32| FINDINGS FNDGS 3-DF
33| 2-D MEASUREMENTS MEASZD a-DF
34 M-MODE and DOPPLER MEASUREMENTS | MMDOP 5-DF
35| Tomtec TOMTEC 6-DF
36 | signature Completion SIGN 1
Key: [S] = Scheduled Visit _[D] = Dynamic Visit _[U] = Unscheduled Visit _[R] = Repeating Visit
C = Common Form _ DF = Dynamic Form _ RF = Repeating Form
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sdGUIDEIT: System Screening (SYSSCR) [frSYSSCR1]
System Screening [frSYSSCR1]
1.*| Check box to screen subject into InForm system. [SCRSUBJ]

[Check to screen subject] [N:1] [ Screen Subject
2. | System generated initials [hidden] [suBIINIT]

[System generated initials] A3

Key: [*] = Item is required
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sdGUIDEIT: System Enrollment (SYSENR) [frENRSYS2]
System Enroliment [frENRSYS2]

1.*| Check the box to enroll the subject into the InForm system [ENRSUBJ]
[Check to enroll subject] [N:1] [JEnroll Subject

Key: [*] = Item s required
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sdGUIDEIT: RAND (RAND) [frSIRERAND]

Randomization [StRAND1]

1. | Patient Number [read-only] [ rsuBa10)
[Patient Number] |[a200
Randomization Information [StRAND2]
2.* | Does subject qualify for study? [RNDQUAL]
v | [Does subject qualify for study?] m:1) OYes
m:o] GNo
3. | Arm [read-only] 1ARM]
[Arm] [A200
4. | site Randomization date/time [read-only] [SITEDTM]
[Site Randomization date/time] Rea ] /|Rea ¥] /| Rea [¥] 2011-2020)
Req[V] | Req ¥ 24-hour clock
5. | Check this box if a randomization error message appears in Arm question above and the form needs to be resubmitted to populate Arm with randomization information [RESUBMIT]
[Re-submit] i1 []Resubmit
6. | Cohort [hidden] [COHORT]
N10
STRATA [StRAND3]
7. | STRATA 1 [hidden] [STRATAL]
[STRATA 1] [a200 ]
8. | STRATA 2 [hidden] ISTRATA2]
[STRATA 2] [a200 |
9. | STRATA 3 [hidden] [STRATAG]
[STRATA 3] [A200 ]
10.| STRATA 4 [nidden] [STRATA4]
[STRATA 4] [az00 |

Key: [*] = Item is required [ ¥ ] = Source verification required
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sdGUIDEIT: Clinical Operations review (CLINOPS) [frCLINOPS]

Note: Entered by CRA only. Hidden to sites
Eligil criteria [StCLINOPS1]

1.| Per eCRF eligibility review, was subject found to be eligible?
[was subject found to be eligible?]

| Criteria |

[INCMET]
IN:1] O Yes
n:0] ONo

nal comments

Was a waiver granted

| Who granted waiver |

Narrative

2. | |

Ineligible criteria Entry [rSCLINOPS2]
2.1 Criteria

[Criteria]

[CRITTYPE]
[N:1] C[INCLNOT]
Inclusion not met
N:1] O)Age > 18 years.

ker or revasc)

[N:5] ()Willing to provide informed consent
:2] O [EXCLMET]

Exclusion met

[N:1) ()Acute coronary syndrome (based on cl

©yActive obstructive
(©Severe stenotic valvular disease

(O Anticipated heart transplantation or ventricular assist device within 12 month
(©¥Chronic inotropic therapy

(©)Complex congenital heart disease

()End stage renal disease with renal replacement therapy

()Non cardiac terminal illness with expected survival less than 12 months
[N:10] ()Women who are pregnant or planning to become pregnant

[N:11) () Inability to comply with planned study procedures.

[n:12) ) Enroliment or planned enrollment in another clinical trial

al judgment) or cardiac revascularization procedure
[N:2] € Cardiac resynchronization therapy (CRT) within prior 3 months or current plan to implant CRT device
: pericarditis, or restrictive cardiomyopathy

[N:a] (ONT-Pro BNP > 2000 pg/mL or BNP > 400 pg/ml any time during the 30 days prior to randomization

[N:2] () Hospitalization for acute decompensated HF, manifested by dyspnea at rest or on minimal exertion plus at least one sign of volume overload
[N:3] ()Most recent documented LVEF to be <= 40% by any method within 12 months of randomization. This assessment must occur at least 12 weeks after any intervention likely to improve EF (CRT, Beta-
bloc

in 30 days

N
»

Additional comments about eligibility criteria
[Additional comments]

[ADDELIGC]

A200

2.3| Was a waiver granted?
[Was a waiver granted]

IWAIVER]
[N:1) O [WAIVRDT]
Yes

Date
Req|v] / |Req|v] /| Rea ] (2012-2025)

[ICF review]

m:o) ONo
2.4 | Who granted waiver? [WHOGRTWV]
[Who granted waiver]
2.5 | Reason for waiver narrative [ELIGNRT]
[Narrative] a200
2.6 | Reason for waiver narrative continued [ELIGNRTL]
[Narrative continued] 200
ICF review
3.
Informed consent Entry [rsCLINOPS3]
3.1 ICF review TICFREVWI

[N:1] O [ICFREVOT]
Yes

ICF review complete date
Rea[¥] / |Rea[¥] /| Rea ¥] (2012-2025)

[N:] O [SDVREVW]
2

es
Verification review done after which visit?

[ICFREVWV]
ICF version
A200
m:0] ONo
Review date | Data surveillance type Main Topic Visit reviewed | Forms reviewed | Findings | Resolution Date
- \ \ \ \
Data Surveillance Review Entry [rsCLINOPS4]
4.1 Verification review done [hidden] [SDVDONE]
[Verification review done]

(yBaseline
€2 week
€6 week
€3 month
€36 month
€9 month
(€12 month
()15 month
(€318 month
[N:10] ()21 month
1 ()24 month
[N:12] () Participation ended
o) ONo
4.2/ Date of Review [corvwDT]
[Review date] Rea|v] /|Rea v]/ Rea v (2012-2025)
4.3| What type of Data Surveillance was conducted? [COSURVLC]

[Data surveillance type]

[N:1] 5 Data Review
IN:2] () Source Document Verifcation

4.4 Main Topic
[Main Topic]

[COMNTPC]
[GtCOMNTPC] (V]

4.5 | Was visit(s) reviewed?
[Visit reviewed]
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[covsTRw]
i) G [opvSTRW]
Yes

[coBSLN]
[N:1] [IBaseline
[co2wK)

N:1] []2 Weeks

[co2WKFU]
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[n:1] []2 Weeks Follow-up
[CO6WK]
v:1] []6 Weeks
[COBWKFU]
[n:1] []6 Weeks Follow-up
[coamo]
[n:1) []3 Months
[coamoru]
[n:1] 33 Months Follow-up
[coemo]
[N:1] [16 Months
[cosMOFU]
[N:1] 6 Months Follow-up
[cosmo]
N:1] ]9 Months
[COSMOFU]
[N:1] []9 Months Follow-up
[co12mol
[N:1] []12 Months
[CO12MOFU]
[N:1] []12 Months Follow-up
[co1smol
[N:1] []15 Months
[co15MOFU]
[N:1] 315 Months Follow-up
[co18mo]
[v:1] 318 Months
[CO18MOFU]
[N:1] []18 Months Follow-up
[co21mo]
n:1] []21 Months
[CO21MOFU]
v:1] []21 Months Follow-up
[cozamo]
[N:1] 524 Months
[co24MoFUT
[N:1] 24 Months Follow-up
m:o) GNo
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4.6 | Was form(s) re
[Forms reviewed]

wed?

[COFRMRW]
:1) O [epFRMRW]
Yes
[CODEM]
[N:1] []Demographics
[COMEDHX]
[v:1) [Medical History
[coBASE]
[N:1] [Baseline
[CoExAM]
[v:1] [JExamination
[COMED]
[n:1] [JMedications
[CONTPRO]
[N:1] [CINT-proBNP.
[coLaBs]
1) [Jtabs
[COBIOBNKI
[v:1] []Biobank
[COCSNT]
[v:1] [JConsenting to Biorepository
[COADIUST]
-1 [JAdjustment
[coconTeT]
:1] [JContact
[coAssMT]
[n:1] [JAssessment
[cocas]
[v:1] [JCross Active Study Trigger Form
[coAEl
[N:1] [JAES/SAES
[COEXTND]
[n:1) [JExtended Care
[cobov]
[n:1) []Date of Event
[coHoSP]
[N:1] [JHospitalization
[coacs]
[n:1] [JAcute Coronary Syndrome
[COHF]
[JHeart Failure
[coEos]
[N:1] [JEnd of Study
[CODEAD]
[N:1) [JDeath
N:0] ONo

=

7 | Findings/Trends Discovered
[Findings]

[COFINDND]
[N:1] O [COFINDNS]

es
Findings/Trends Description

A200

n:o) ONo

4.8 | Resolution Date
[Resolution Date]

[CORESLDT]
|Req ¥] 7 Req V] (2012-2025)

Main Category

IRB Reportable

IRB. Date

Date

5.

Deviation Tracking Entry [rsCLINOPSS]

5.1 | Main Category
[Main Category]
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[MAINCAT]
N:1] & Inclusion/Exclusion

[N:2] 3 Informed Consent Form
N3] Claboratory Assessments
[N:4]  CStudy Procedures

[N:5] O Visit Schedule

[N:6] CRandomization Procedures
N:7] CIAES/SAES

[N:98] ©3 IMANCATOT]

Other
Other specify
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[Resolution Date]

A200
5.2| Sub Category [SUBCAT]

[Sub Category] A200
5.3 IRB Reportable [REPORTBL]

[IRB Reportable] 1 QYes

0] GNo

5.4 IRB Acknowledgement Date [IREEKDT]

[IRB Acknowledgement Date] Rea|] /|Rea v1|/ Rea [¥] (2012-2025)
5.5 | Resolution [RESOLTN]

[Resolution] A200
5.6 | Resolution Date [RESLTNDT

T
Rea|v] /|rea v]|/ Rea v (2012-2025)

Key: [*] = Item is required [ ¥ ] = Source verification required

Codelist Values and Tables: Clinical Operations review
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Codelist RefName | Codelist Data Type | Label Code | Codelist Item RefName | Data Variable RefName
CtCOMNTPC Integer CEC Follow-Up 1 EC_FU COMNTPC
CRF Question/Issues 2 RF_Question
Clinical Question 3
Core Lab a
Data Quality 5 |ciData_Quality
GCP/ICH 6 |ciecricH
ICF-Major 7 |cilCF_Major
Inc/Exc Criteria 8 |ciCriteria
InForm eCRF Access 9 |cilnformAccess
Other Study/Site Issues 10 |ciOthissues
P1 Oversight 1 oversight
Patient Follow-Up 12 |ciPatFu
Protocol Deviation 13
Query Resolution 14
Safety Follow-up 15
site performance 16
Source Documentation Verification | 17
Sub-Study 18 | cisub_study
Training 19 |ciTraining
€CRF Completion 20 |cieCRF_Comp

7/15/2015


file:///C:/PF/Central%20Designer%20Client/1.4.312.0/HtmlResources/AnnotatedStudybook.html

Annotated Study Book - sdGUIDEIT

sdGUIDEIT: Clinical Operations review of withdrawn (CLINOPSWD) [frCLINOPSWD]
Entered by CRA only. Hidden to sites.
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Withdrawal status [StCLINOPSWD1]

1.|Did the subject withdraw?
[Subject status]

[COWTHDR]

[N:1] Q [CoWTHDT]
Y

os
Date of Withdrawal

|Req ] 7| Rea v] /|Rea v]] (2012-2025)
[N:0] ) [COWTHRK]
No

At Risk for withdrawal
n:1] O Yes
[n:0] S:No
2.| Subject Agreed to Limited Participation? [coLTopcT]
[Limited Participation]

1] O [epLTOPCT]
Yes

[COMEDREC]

[n:1] []Medical Records Follow-up
[coMDFU]

[v:1] [JPhysician Follow-up
[COALTFU]

[v:1] [JAlternate Contact Follow-up
[CONOEQOLT

[v:1] [JNo EQol Follow-up
[COEQOL]

[v:11 [JOnly EQoL Follow-up.
[COOTHPCT]

[N:1] [JFCOOTHPTST
Othe

ther
Other Specify:

200

o] HNo
3.| Will allow for contact to determine alive at end of study? [COEOSFU]
[Contact at EOS] 1] O Yes
o] ONo
| Date Updated Current Update IRB date
o]
Withdrawal Entry [rsCLINOPSWDZ2]
4.1 Date of Current Update [COWTHUDT]
[Date Updated] Rea|v] /|Req | /| Req [¥] (2012-2025)
4.2| Current Update [COWTHCDT]
[Current Update]
4.3 IRB Acknowledgement Date

[IRB date]

Req[V] /|Rea v] 7 Rea [] (2012-2025)

[COIRBWDT]

Rea|v] /|Req ¥ /| Rea V] (2012-2025)
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sdGUIDEIT: CEC manual triggers (CECMT) - Repeating Form [frCECMT]
# | Date of the unreported event

]

Type of event

Trigger number

CEC manual triggers [StCECMT1]

1.| Date of the unreported event [MNEVNTDT] =
[Date of the unreported event] [Rea[] 7 |rea ] 7 |Rea ¥] (2012-2025)
2. | Type of event [EVNTTYPE]
[Type of event] [N:1] 5 Hospitalization
[n:2] (O)Death
3.| Trigger number IMANTRIG]
[Trigger number] AL00
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SAGUIDEIT: CAS Trigger form (CASTRIG) [frCASTRIG]

CAS Trigger form [frCASTRIG]

1.+ | Did subject have any Serious Adverse Events or Safety Events of Interest? [CASAEL

v |1hE e Oves
n:0] O No

2.*| Did the subject have any extended care admissions? [CASECF]

" | [Extended care admission?] ey O ves
n:o] ONo

Key: [*] = Item is required [ ¥ ] = Source verification required
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sdGUIDEIT: Adverse events (AE) - Repeating Form [frAE]

© | [Adverse event of interest]

[Nv:1] O Symptomatic hypotension
v:2] () Symptomatic bradycardia
N3] O Hyperkalemia
[N:4] (O Worsening renal function
[n:08] & [AETERM]
Other Adverse event
Specify Adverse event:

A100

# | Adverse event of interest | Onset Date and Time | End Date | Final Outcome | Severity [ Serious?| Primary cause of the event | _Are there any tests? | Lz test | Was the patient taking any relevant i icati [ c icati | SAE NARRATIVES | Form accurately displays the results of the Date and Time
L \ \ \ \ \ \ \ \ \ \ \

Adverse event [StAE1]

1. |Adverse event of interest: [AESTAT]

2. |Onset Date and Time
v | [Onset Date and Time]

[AESTOTM]
|Rearunk v] /|Rearunk ] /| Req|v] 2012-2025)

| Requnk ] : |Rea/unk V] 24-hour clock

3. |End Date
© |[End Date]

[AEONGO]
[n:1] O Continuing
[N:21 O [AEENDT]
Req/Unk E /| Reqrunk E / ‘Req ¥ (2012-2025)

4% | Final Outcome [AEOUT]
v | [Final Outcome] N:1] (O Resolved
[v:2] O Resolved with sequelae
n:3] O Ongoing
[N:4] ) Death
[N:09] O Unknown
5 | Severity [AESEV]
v |Iseverity] ] O Mild

[N:2] ) Moderate
[n:3] O Severe

6. |Was this adverse event serious?
v |[serious?]

[AESER]
1 OAESLIFE]

Serious criteia:
1) [ Life threatening
[SAEPRO]
[N:1] [JRequired prolongation of existing hospitalization
[AESDISAB]
[N:1) [JPersistent or significant disability
[AESCONG:
[n:1] []Congenital anomaly/birth defect
[AESMIE]
[N:1] [ Important medical event
o] ONo

7. | Please specify a primary cause of the event:
v |[Primary cause of the event]

[SAEDTLS]
m:1] (QISTOYPRC]

Study procedure

Specify study proceuure
A200

[N:2] () Primary disease under study
N8l QISPECILLY

Intercurrent illness
Specify illness

A200

n:4)
NT proBNP machine
[N:1] ()Due to malfunction
[N:2] ()Due to failure
[N:3] (O)Due to user error
[N:5] (O CONMEDAE]
Concomitant medication (f checked, piease answer question below)
Specify edica

A200

[MEDACTN]
What was the action taken with the concomitant medication?
[N:1] (Dose not changed
[N:2] ()Dose reduced
[N:3] ()Drug discontinued
[N:41 O [EVNTDIM]
Drug interrupted
If interrupted or discontinued, did the event diminish?
N:1] OrYes
o ONo
[MEDRESTR]
Was the drug restarted?
[N:1] () Yes - event reappeared
[N:2] ()Yes - event did NOT reappear
o ONo
[N:98] () TSAEDTLOTT
Other

Other specify
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A200
8.* | Are there any laboratory/diagnostic tests? (Ifyes, complete add entry laboratory/diagnostic tests) [SAELAB]
v |[Are there any laboratory/diagnostic tests?] 1] O Yes
m:o] (No
| Name of ic test | Date of test | Result Uni | Lower limit of normal
o | \ \ \
Lab/diagnostic test Entry [rSAEZ]
9.1 Name of lab/diagnostic test (one per entry) [LABNAME]
v | IName of lab/diagnostic test] A200
9.2 | Date/time of test [LABTSTDT]
v |[Date of test] Req|v] /|req v/ Req|v]| (2012-2025)
Req/Unk [V ¢ |Rea/Unk [¥] 2a-hour clock
9.3 Result [LABRSLTD]
v | [Result] N:1] O [LABRSLT]

‘AZUD
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[LABNRM]
Was the result normal?
[n:1) G Normal

[N:2) Q) Abnormal

[n:se] (3 Unknown

Page 13 of 52

[LABUNITD]
(] O [LABUNIT]
|as0

Lower limit of normal
[Lower limit of normal]

<@
n

[:96] (3 Not applicable

Upper limit of normal
[Upper limit of normal]

<@
>

[uLNo]
el OTULNT

Concomitant medication [StAE3]

al
‘Reqlunk E 1] Reasunk &/ [req [ (2012-2025)
IN:2] ©Ongoing

10.% | Was the patient taking any refevant concomitant medication from 30 days prior to onset of the event (If yes, complete add entry concomitant medications) [SAEMEDS]
v |[Was the patient taking any relevant concomitant medication] 1] OYes
o] SiNo
| icatic | Total Daily Dose Units | Route | Start date Stop date Indication for use
1 | | \
Concomitant medications Entry [rSAE4]
11.1| Concomitant medication (one drug per entry) [AEDRUG]
v | [Concomitant medication] A200
11.2| Total Daily Dose [Too]
v | Total Daily Dose] [oocmox. |
11.3 | units [DRUGUNIT]
v | tunits) [aso
11.4Route [DRUGRTE]
v [[Route] [as0
115 start date [DRGSTRDT] o
v |[start date] ‘Rawunk@ / ‘R!q/unk E /7 \ Req ] (1995-2025)
11.6| Stop date [DRUGSTP]
v |[stop date] IN:1] ()TORGSTPD

11.7| Indication for use
v | Dindication for use]

[DRGUSE]

A200

SAE NARRATIVES

|

SAE NARRATIVES Entry [rSAES]

[Evaluation Date and Time]

12.1| SAE NARRATIVES [SAENAR]
v | [SAE NARRATIVES] 200
Primary Investigator SAE Electronic Verification [StAE6]
13. |1 verify that this SAE report form accurately displays the results of the examination, tests, evaluations and treatments noted within. [MDRVW]
[Form accurately displays the results of the examination] N:1] O Yes
:0] ONo
14. | Evaluation Date and Time (Electronic Verification non-enterable system generated) [MDRVDTM]

Jreaié] e

24-hour clock

Key: [*] = Item is required [ ¥ ] = Source verification required
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# | Admission date

sdGUIDEIT: Extended care (EXTCARE) - Repeating Form [frEXTCARE]
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1

Type of extended stay facility

Extended care [frEXTCARE]

Was the subject di

1.*| Admission date [EXTADMDT]
& | [Admission date] [Rea|v] /|Rea ]/ |Reav] z012-2025)
2.*| Type of extended stay facility [TveFAC]

[Type of extended stay facility]

w

Was the subject discharged?
[Was the subject discharged?]

[N:1] & Skilled nursing

[N:2] O Rehabilitation

[N:3] £2End of life facility

[N:4] O Nursing home (non-skilled)
[EXTDIS]

[N:1] O [EXTDSGDT]

Date of discharge

[Rea[] 7 |Rea[w] /| Rea v (2012-2025)

TEXTDSCHG]

Discharge disposition

N:1] (DAcute care, please complete a HOSP form

N:2]  ()Extended care, please complete an additional EXTCARE form
N3] (Home

[N:4] O Sublect died, please complete EOS and DEATH forms

N:99] ) Unknown

file://IC:/PF/Central%20Designer%20Client/1.4.312.0/HtmIResources/AnnotatedStudybook.html

:0] ONo
Key: [*] = Item is required [&;] = Key item
Keys (navigation)/Uniqueness: Extended care
ttem [Unique [order #
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sdGUIDEIT: Date of evaluation (DOE) [frDOE]
Date of evaluation [frDOE]

1.*| Date of evaluation [EVALUDT] B

s |rea[v] /|Rea[v] /| Rea [v] (2012-2025)
2.%| Type of visit VISTTYP]

v | CType of visit]

[N:1] O Telephone visit

[N:21 Q) In person visit
3. | Delete visit - site created the visit by accident [hidden] [DELETVIS]
[Delete visit] [n:1) [Jves
Key: [*]= ltem s required [ ] = Source verification required
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sdGUIDEIT: Hospitalizations/Emergency Dept visits (HOSP) [frHOSP]

Hospitalization/Facility encounter [StHOSP1]

[Type of encounter]

1.* | Admission or encounter date [HSPADMDT]

v | [Admission date] |Rea[] /|Rea[¥]
2> | Type of encounter [ENCOUNTR]

v

[n:1] ) Emergency Department only
[n:2] ) Outpatient procedure without an overnight stay
[N:3] © [cPINPATIENT]
Inpatient with an overnight stay
Specify the number of nights spent in these locations
[1cuHOSP]
[N:1] []DICUHSPX]
Intensive Care Unit (ICU)
N3

[ccurosP]

[N:1] £ [CCUHSPX]
Cardiac Care Unit (CCU)
N3

[STEPHOSP1

[N:1] [ [STEPHSPX]
Step-down care

[INPTHOSP]

[N:1) [JDINPTHSPX]
Inpatient ward
N3

[0BSVHOSP]

[N:1] [ [0BSVHSPX]
Observation unit
N3

Primary reason for hospitalization
[Primary reason for hospitalization]

[HSPREAS]
[N:1] O Heart failure
[n:2) Acute Coronary Syndrome/ MI
[N:3] 3 HSPRSOCV]

Other cardiovascular

Other cardiovascular specify

A200

[N:4] O [HSPRSNCV]
Nor i

n-cardiovascular
Non-cardiovascular specify
A200
4. |Were any cardiac markers drawn? [l [CMDRAWN]
[Cardiac markers drawn?] 1] 3 [cPCMDRAWNT
Yes
[CKDON:

N:] ] IPEAKCK]

Peak CK
XHOKXXX.
[CKULN]
CK ULN

XHOKXXX.

[CKMBDONE]
[N:1) [][PEAKCKME]
CKMB.

Peak CKMB
X000,
[CKMBULN]
CKMB ULN

[ro000000c

[TROPIDONT

n:1) [][PKTROPI]
Troponin |
Peak Troponin |
XXX
[TROPIULNT
Troponin 1 ULN

[TROPTI

DoN1

1] [IPKTROPTI
Troponin T
Peak Troponin T

Troponin T ULN
[ 000000k,

IPROBNPONT

[N:1] [][PRBNPVALL
NTproBNP
ProBNP value
[roo00000c.
[PRENPULN]
ProBNP ULN

[BNPDONE]

[N:1] []TeNPVALY
BNP
BNP value
rovoooene.

[BNPULN]
BNP ULN

[ro000000c.
ol ONo
[n:99) (O Unknown

Were any cardiac markers drawn?
[Cardiac markers drawn]

file://IC:/PF/Central%20Designer%20Client/1.4.312.0/HtmIResources/AnnotatedStudybook.html
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n:1) [lepckmsz)
CKMB

[PEAKCKM2]

Peak CKMB | xxxxxxxx.
[PKCKMBUZ]

Peak CKMB units.

1] I/

N:2] Quat/L

[n:3] Cxnkat/L

[N:4] yng/mL or g/l
n:s] D%
[cKmBuL2)

CKMB ULN xxxxxxx.
[TROP1DO2]
[n:1) [][epTROPIDOZ]
Troponin 1 (ng/mL)
[PKTROP12]

Peak Troponin I xo000000. |

[TROPIUL2]

Troponin T (ng/mL)
[PKTROPT2]

[TROPTUL2]
[N:1) [][cpPROBNPD2]

[PRENPVAZ]
NTProBNP value [xoocoooex. |
[PENPUNT2]

NTproBNP units
N:1] Chpa/mL
N:2] C3pmol/L

[PRBNPUL2]
NTproBNP ULN ‘xxxxxxxx_
[BNPDON2]

[N:1] [][cPBNPDONZ]
BN

[BNPVAL2]

BNP value | xoo00000x
[BNPUNIT2]

BNP units

N:1] Opg/mL
N:21 (pmol/L
[BNPULNZ]

BNP ULN xo000ccx.

Page 17 of 52

Revascularization?

o] ONo
IN:09] O Unknown
| Narrative
6. |
Narrative Entry [rsHOSP2]
6.1% | Please provide a description of the symptoms, treatment, tests/procedures, and outcome of the hospitalization [HOSPDESC]
[Narrative]
Procedures performed [StHOSP3]
7. | Was a heart catheterization performed? [PROCATH]
[Catheterization performed?]

[N:1] O [LCATH]
Yes

e [Jteft
[RCATH]

:11 [JRight
N:0] (O No

[Revascularization?]

[REVASC]
N1 O [cABG]
Yes

11 [ [cABGDTM]
CABG

e
[n:1) [JISTENT]
pCl
[N:1] © With stents

[N:2] O Without stents
[PCIDTM]

o] ONo

Date and time of most recent CABG during this hospital stay

[Rea [ /|Rea %] / req ] z012-2025)

|Rearunk [¥] | Rearunk [¥] 24-hour clock

Date and time of most recent PCI during this hospital stay | Req E /| Re Q 1|Rea|¥] (2012-2025)

Rearunk V]

Req/unk ]| 24-hour clock

Other cardiac surgery?
[Other cardiac surgery?]

[CARDSURG]
[N:1] (O [CARDSURT]
Yes

Type of other cardiac surgery

A100
n:0) ONo
10.” | Pacemaker/ICD? [HosPICD]
[Pacemaker?]

11.* | Heart Transplant?

[N:1] O [PACTYPE]
Yes

[N:1] () Pacemaker (single/dual)

[N:2) ) Biventricular Pacemaker with ICD
[N:3) ) Biventricular Pacemaker without 1CD
[N:4] O ICD only (single/dual)

o) ONo

[Heart Transplant?]

[PROHTRAN]
[N:1] € [PRHTRODT]
Yes

Date of Transplant
Req 1/ rea v| / |Rea V] 2012-2029)
m:0] SNo

VAD?
[vVAD?]

vap]
[N:1] € [VADREAS]

Yes
Reasons for implanting VAD
[N:1] O Bridge to Transplant
[N:2]  CDestination Therapy
[N:99] C2Unknown
n:0] ONo
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[Hospital name]

13.* | Mitral valve repair/replacement? IMITRLVLV]
[Mitral valve repair/replacement?] N:1] O Yes
[n:0] ©No
14." | Ablation? [ABLATION]
[Ablation?] N:1] O IABLT)
Yes
Reason
1] O A-fib/futter/SVT
21 OVT
[N:99] 3 Unknown
0] ONo
15." | PVD interventions? Pvol
[PVD interventions?] 1] OYes
o] S3No
16." | Mechanical ventillation [MECHVENT]
[Mechanical ventillation] [n:1] O Yes
[n:0) ONo
17.* | Ultrafiltration [ULTFILT
[Uttrafittration] ] O Yes
[n:0) ONo
18." | Dialysis (acute) [DIALS]
[Dialysis (acute)] N:1] O Yes
[n:0] ONo
10." | IV Inotropes [INOTRP]
[IV Inotropes] N:1] O Yes
n:0] ©No
20. | CardioMEMS HF System [cMEMS]
[CardioMEMS HF System] N:1] O Yes
n:0] ©No
Facility details [stHOSP4]
21.* | Hospital name [HSPNAMED]

v:11 O Enrolling facility
:2] O [HSPNAME]
Other facility

A200

[n:99] O Unknown

* | Hospital location
[Hospital location]

N
N

[HSPLOCAT
] O [HSPLOCAS]
City, State

A200

[n:99) () Unknown

Was the subject discharged?
[Subject discharged?]

TsuBIDIS
[N:1] (O [HSPDSGDT]
Yes

Date of discharge
Req v /|Rea|v] /| Rea v (2012-2025)
[HSPDSCHGT
Discharge disposition
N:1]  (HAcute care, complete an additional HOSP form
[n:2]  ()Extended care, complete EXTCARE form
[N:3] () Subject died, complete DEATH and EOS forms
N:4]  (3Home
[N:99] (3Unknown

n:0] ONo

N
R

Trigger number
[Trigger number]

[HSPTRIG]

AL00

Key: [*] = Item is required [ ¥ ] = Source verification required

file://IC:/PF/Central%20Designer%20Client/1.4.312.0/HtmIResources/AnnotatedStudybook.html

7/15/2015


file:///C:/PF/Central%20Designer%20Client/1.4.312.0/HtmlResources/AnnotatedStudybook.html

Annotated Study Book - sdGUIDEIT Page 19 of 52

sdGUIDEIT: Acute coronary syndrome (ACS) [frACS]

ACS DETAILS [StACS1]
1.* | Date and time of onset of ischemic symptoms that caused the subject to seek medical attention (day and time may be estimated) [ACSDTM:

1
[Date and time of onset of ischemic symptoms] Req [v] /‘Req ﬂ 7 Req V] (2012-2025)

Req/unk v ¢ |Rea/unk [¥] 24-hour clock

Please indicate characteristics of the ischemic symptoms MIscsYM]
[Please indicate characteristics of the ischemic symptoms] 1] O [MICHESPN]
Select all that apply
n: New onset chest pain
[MIANGISC]
[N:1] []Symptoms typical of angina/ischemia
[MIACCPAT]
[n:1] [JAccelerating pattern or frequent episodes
MILOWACT]
[n:1) []Chest pain that occurs with a lower activity threshold
IMISYMPTM]
[v:1] []Symptoms at rest
:0] (O None
* | Type of event IMITYPEEV]
[Type of event] [N:1] O Spontaneous Myocardial Infarction
[N:2] () Myocardial Infarction following a procedure
[N:3] O Unstable angina

Longest duration of ischemic symptoms [LONGDUR]

[Longest duration of ischemic symptoms] 0] CNone

1] ©<= 10 minutes
2] ()11-19 minutes
N3] O>= 20 minutes
[N:99] () Unknown

Did the participant have a cath lab visit during this event? [MICATVIS]
[Did the participant have a cath lab visit during this event?] 1) OYes

0] ONo

Were ECGs performed for ischemic episode or in follow up? (If yes, submit the ECG.) [ECGISCEP]
[Were ECGs performed for ischemic episode or in follow up?] na O

[ECGISCCH]
Yes
Were there new ischemic changes?
1] O Yes
0] ONo
TECGOWAVET
Were new Q waves identified?
N:1] O Yes
0] ONo
:0] QNo
[n:99] () Unknown

Was there hemodynamic instability related to this event? [EVHEMOIN]

[Was there hemodynamic instability related to this event?] e OYes

0] ONo
[N:99] () Unknown

8.* | Was there heart failure complicating this event? MIHF]
[Was there heart failure complicating this event7] N1l QYes

o ONo

[N:99] ) Unknown

Imaging evidence of new loss of viable myocardium? [NEWLOSS]
[Imaging evidence of new loss of viable myocardium?] N:1] () TIMPERTYP]
Y

es
Type of imaging performed
[N:1] ECHO
[N:2] ()SPECT/PET
:3] OCMR

ol ONo

[N:97] C3Not Done

CRA confirmation of missing ACS data (DCRI use only) [StACS2]

10. | This record was intentionally left blank. Please delete. [MIUNDCON]
[This record was intentionally left blank.] :1] O Confirm

CEC patient profile print date [StACS3]

11. | Date/Time Patient Profile printed [cecacs]
[Date/Time Patient Profile printed] Rea ] /|Req v] /| Rea [v] (2012-2025)

Req|v] : |Rea v] 24-hour clock

Key: [*] = Item is required
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sdGUIDEIT: Hospitalization for heart failure (HF) [frHF]

HEART FAILURE [stHF1]

Indicate clinical symptoms of heart failure (Select all that apply)
[Indicate clinical symptoms of heart failure]

HFNWSX]
[N:1] © [HFDYSP
[N:1] [JNew or worsening dyspnea
THFORTH]
[N:1] []New or worsening orthopnea
[HFPND]
[N:1] []New or worsening paroxysmal nocturnal dyspnea
THFEDEM]
[N:1] {JNew or worsening edema
[HFOTHNW]
:1) [][HFOTRNWS]
" Other, specify
A200

[HFUNKNW]
[N:1] [JUnknown
[v:0] O None

*| Indicate physical signs or objective signs of heart failure (Select all that apply)
[Signs of heart failure]

[HFSIGNS]
[N:1] ) [HFEDESGN]
[N:1) []Edema (> 2+ lower extremity)

THFPULSGNT

[N:1] [JPulmonary crackles greater than basilar
[HFIVSSGN]

[N:1] [JEstimated jugular venous distension > 10 cm
HETACSGN

[N:1] [Tachypnea (respiratory rate > 20 breaths/minute)
[HFWGTSGN]

[N:1] [JRapid weight gain

[HFS3SGN]

[n:1] []S3 gallop

THFABDGNT

[N:1] [ Increasing abdominal distention or ascites
[HFHEPSGN]

[N:1] [JHepatojugular reflux

[HFRADSGN1

[n:1] [JRadiological evidence of worsening of HF
[HFRHCSGN]

[N:1] [JA right heart catheterization within 24 hours of admission showing an elevated pulmonary capillary wedge pressure
THFBNPSGNI

[N:1] [JElevated BNP or NTproBNP

[HFOTRSGN]

[v:] []THFOTSGNOT
Other,
Other, specify
A200

[HFUKNSGN]
[N:1] [jUnknown
[N:0] 5 None

Initiation of, or an increase in, treatment directed of heart failure (Select all that apply)
[Initiation of, or an increase in, treatment directed of heart failure]

[HFINCTHX]
[N:1] € [HFDIUTHX]
[N:1] [ initiation of IV diuretic, inotrope, or vasodilator therapy or significant augmentation of therapy
[HEUPTTHX]
[N:1] []Uptitration of IV therapy, if already on therapy
THFMECTHXT
[N:1] [ Initiation of mechanical or surgical intervention
[HFOTRTHX]
[n:1] []THFOTTHXST
Other,
Other, specify
A200

[HFUKNTHX]
[n:1] [JUnknown
[N:0] O None

CRA confirmation of missing HF data (DCRI use only) [stHF2]

&

This record was intentionally left blank. Please delete.
[Please delete.]

[HFNDCON]
[N:1) O Confirm

CEC patient profile print date [StHF3]

5. | Date/Time Patient Profile printed
[Time profile printed]

[cECHFDTI]
Req|v] /|Req|v] /| Rea v (2012-2025)
Req[v] : |Req [¥] 24-hour clock

Key: [*] = Item is required
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sdGUIDEIT: Subject Demographics (DEM) [frDEM]

Subject Demographics [frDEM]

1. |Update Workflow [hidden] [UPDTWKFL
[Update Workflow] el [ves

2. |Update subject number [suB3ID]
[Update subject number] =

Date of birth
[Date of birth]

[ooeoT] _
|Rea[¥] 7 |Rea v /| Req ¥] (1900-2008)

4. |Gender
[Gender]

[GENDER]
N:1] O Male
[n:2] O Female

Ethnicity [ETHNIC]
[Ethnicity] [N:1] Hispanic or Latino
[N:2] CNot Hispanic or Latino
[n:99] (O Unknown
6.4 |Race [RACE]
N:1] O FePRACET
Select all the races that apply in the list
[AMERIND]
[v:1] [JAmerican Indian or Alaska Native
[ASIANT
v:1] [Asian
TBLACKT
[N:1) []Black or African American
INATHWN]
[N:1] []Native Hawaiian or other Pacific Islander
[WHITE]
[N:1) [JWhite/Caucasian
[OTHRACE]
[N:1] [TRACESPT
Other Race
Specify Other
ASO
[N:99] & Unknown
7. |Height [HTDONE]
[Height N:1] (O THEIGHTT

o JON MG

[n:07] O Not Done

8. | Weight [hidden]
[Weight]

[WGHTDN]
i1l QIWGHTT
o000 Olbs I Gk

[n:97] ) Not Done

Informed Consent [StDEM2]

9. | Date and time of consent
v | [Date and time of consent]

[CNSNTDTM]
[Rea ¥] / |rea ] / |Req ] 2012-2025)
| Reauni ¥]

|Rearunk ¥ 24-hour clock

10." | Qualifying NT-proBNP or BNP value:
v | [Qualifying NT-proBNP or BNP value:]

[INDXMRKR]
:1] O [epeNe]
BNP
[NDXBNPDT]
Req v] /|rea|v] /| Rea v (2000-2025)
[INDXBNP]
[30000000x.
[N:2] () [cPNTPROBNP]
BNP
[NDXPENDT]
Req v| / |Rea ] /|Rea ¥] (2000-2025)
[INDXPENP]

XHO0OXKK..

Key: [*] = Item is required [ ¥ ] = Source verification required [b] = Base Unit
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sdGUIDEIT: Medical History (MEDHX) [frMEDHX]

Medical History [frMEDHX]

1.* | Whatis the primary etiology of the heart failure?
v

[HFETIOL
[N:1] © Ischemic
[N:2] O INISETIOL]
Non-ischemic
[N:1] () Dilated/ Idiopathic
N:21 OHypertensive
N:3] O Valvular
[N:98] O INISETIO]
Other

A200

Duration of heart failure (number of months)
[Duration of heart failure]

[HFDURKNW]
N1 O THFDUR

[n:99] O Unknown

Has the subject had any hospitalizations for heart failure?
[Has the subject had any hospitalizations for heart failure]

[HFHOSP]
[N:1] ) [LSTHOSDT]

Yes,

Date of the last hospitalization for heart failure

Req/unk ||/ |Req/uni [v] / \ Req |v] (1980-2025)

[HSPHEMXD]

Number of hospitalizations with a primary diagnosis of heart failure in the past 12 months
[N:1) O [HSPHEMX]

[n:99] O Unknown

[Prior revascularization]

o] ONo
Indicate if the subject has had a history of the following [StMEDHX2]
* | Coronary artery disease (CAD) [cap]
[Coronary artery disease (CAD)] 1] O Yes
o] ONo
Prior revascularization (If yes, check all that apply) [cABGS]

[N:1] £ [6PCABGS]
Y

tPren]
:1) [JPCH
[PcasG]
e [JCABG
m:o] (No

Valve surgery (If yes, check all that apply)
[Valve surgery]

[HRTSURG]
[N:1] () [CPHRTSURG]

[AORVLY]

es

[n:1] [JAortic valve replacement

MITRVLY]

[N:1) [ Mitral valve replacement/repair

[oTHVLVSG]

[N:1] [][OTVLVSRG]

ther valve su
Specify other valve sugery

A200

o] ONo

mplantable cardioverter defibrillator (ICD)/ Pacemaker implantation
v | [Prior implantable cardioverter defibrillator (1CD)]

[1CDDONE]
1] QTieol
Yes
[N:1] £31CD Only
[N:2] € Pacemaker only
[N:3) () Biventricular pacer only
[N:4] O Biventricular pacer and ICD

:0) No
* | Myocardial infarction (M1) i
[Myocardial infarction (M1)] 1 O MIoT

es,
Year of most recent
e OMMIYRL
|Req v 980-2025)
[n:99] OUnknown
0] ONo

g

9. |Prior left heart catheterization
» | [Prior left heart catheterization]

[LHel
[N:1] () [LHCSTENO]
Yes

Did any vessel have >70% stenosis?

1] OYes
o] ONo
[N:99] () Unknown
o) ONo
10.* | Atrial fibrillation/flutter [AF18]
v | [Atrial fibrillation] n:1] O Yes
[n:0) ONo
11." | Ventricular tachycardia/fibrillation Bl
v | ventricular tachycardia] N:1] O Yes
[n:0) ONo
12.* | Peripheral arterial vascular disease PAVD]
[Peripheral arterial vascular disease] 1] O Yes
[n:0] ONo
13." | Stroke [STROKE]
[Stroke] N:1] O Yes
n:0] ©No
14.* | Hypertension [HIPRESSR]
v | [Hypertension] N:1] O Yes
n:0] ©No
15.* | Diabetes mellitus [DIABETES]
1] OYes
o] ONo
16." | Chronic respiratory disease (e.g. COPD) [copp]
v | IChronic respiratory disease] N:1] D Yes
0] ONo
17." | Chronic liver disease [LIVER]
[Chronic liver disease] [N:1] O Yes
[n:0] C:No
18." | Cancer within past 5 years, excluding skin cancer [CANCER]
[Cancer within past 5 years] N:1] S Yes
[n:0) SiNo
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19.*| Cigarette smoking TSMOKEHXT
v | [Cigarette smoking] 1) Oy Yes
N:0] ONo
20.* | Alcohol abuse [ALCOHOL]
[Alcohol abuse] 1] O Yes
N:0] OINo
21.” | Depression treated with medications [DPRSNMED]
v |[Depression] ] O Yes
o] SiNo
22.*| Drug abuse [DRUG]
[Drug abuse] 1] SYes
N:0] O3No
23.* | Hyperlipidemia [FAT]
[Hyperlipidemia] N:1] O Yes
N:0] O3No
24.* | Sleep apnea [APNEA]
v |[Sleep apneal 1] COYes
:0] ONo
25.%| Renal disease [KIDNEY]
v |[Renal disease] N:1] ) Yes
ol ONo
26. | CardioMEMS HF System [CMEMSMHX]
[CardioMEMS HF System] N:1] O Yes
o) ONo
Key: [*] = Item is required [¥ ] = Source verification required
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sdGUIDEIT: Baseline Assessments (BASE) [frBASE]

«®

[Type of qualifying event]

Index it discharge [StBASE1]

1.*| Date of qualitying event [NDXDSCDT]

+ | [Date of discharge | [Real] | rea[¥] /| Rea[¥] 2012-2008)
*| Type of qualifying event [QLFYNTYP]

1
[N:1] (O Hospitalization for HF
[N:2] ) Treatment in the emergency department of equivalent
[N:3] QIOUTPTIVE
Outpatient treatment with 1V diuretics
) M OTPTIVDT]
Date of outpatient treatment with IV diuretics
Rea|v] /|Req ¥] /| Req [¥] (2012-2025)
[N:98] £ Unknown

Assessments [StBASEZ]

3.*| Date of baseline assessment [BASASCOT]
« | [Date of baseline assessment] |Rea[v] /|Req ] /|rea V] (2012-2025)
4.* | Were local Iabs performed? (If yes, please complete LABS form) [STOYLAB1]
'~ | [Were local labs performed?] N:1] O Yes

:o ONo
[N:2] ) Subject refused

5.*| Were protocol required biological samples collected? (If yes, please complete BIOBANK form) [B10LOG1]
v N:1] O Yes
o) ONo
[N:2] O Subject refused
6.*| Was 6-minute walk performed? [WALKDONE]
v

[N:11 O TWALKKNT

Distance walked (meters)
N:1] () [WALKDIST]
X000000K..
[N:99] () Unknown
[N:0] () TWLKNDRSNT
No

Reason test was not performed

IN:1] () Too sick to perform

N:2] ) Unwilling to perform but subjectively able

N:3] ()Not done due to oversight

[N:4] ) Cannot walk for technical reasons (e.g., amputee, orthopedic)
N:5] O Neurological reasons

[n:99] ) Unknown

Were baseline QOL forms administered?

[QOLFORMS]
[Were baseline QOL forms administered?] N:1] O Yes
n:0] ONo
8.*| Did the subject have an echo performed? [ECHODN]
v | (Applicable for Echo Sub-Study Participating Sites ONLY. Expected answer of No, if not participating.) [N:1] (O [ECHOSUBM]
[Did the subject have an echo performed? ] Yes
Date submitted to DCRI
[n:97] ()Not Done
1) ([ECHSUBDT]
ea ] /|Req ]/ Rea V] (2012-2025)
:0) ONo
9.* | Was therapy adjusted? (If yes, please complete ADJUST form) [PBNPADI1]
v | [Was therapy adjusted?] n:1] O Yes

[N:0] O INOBNPADIT
N

o

Why was therapy not adjusted?

[N:1] ()NTProBNP already at target range

N:2] (O Already at maximally tolerated therapy

[N:3] () Already at guideline recommended target doses

[N:4] € [MDDCSNO1]
Other clinician deci
Other specify

A100

s (O IPTPREFOLT
Patient preference
Other specify

A100

In:o8] () TNOBNADOLT
Other

Other specify

A100

Key: [*] = Item is required [ ¥ ] = Source verification required

file://IC:/PF/Central%20Designer%20Client/1.4.312.0/HtmIResources/AnnotatedStudybook.html

7/15/2015


file:///C:/PF/Central%20Designer%20Client/1.4.312.0/HtmlResources/AnnotatedStudybook.html

Annotated Study Book - sdGUIDEIT

sdGUIDEIT: Recent Ejection Fraction (EF) [frEF]

Page 25 of 52

Recent Ejection Fraction [frEF]

1.*| Most recent ejection fraction date
| [ejection fraction date]

2.*| Value of most recent LVEF (Enter description only if EF value unavailable) [LVEF]
v | [Value of most recent LVEF] [N:1] O [LVEFVALT
F 0000000

[n:21 O Normal
[N:3] QMild dysfunction
[N:4] O Moderate dysfunction
[N:5] © Severe dysfunction

3.%| Method of assessment of LV function [METHLV]

[Method of assessment of LV function]

Key: [*] = Item is required [ ¥ ] = Source verification required

N1 () Radionuclide ventriculogram
[N:2] ) Left ventriculogram by cardiac catheterization
[N:3] ) Echocardiogram
4] OMRI
[N:98) () [OMETHLV]
Other specify | Aso
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sdGUIDEIT: Examination (EXAM) [frEXAM]

Update to historical findings [StEXAM1]

1.* | New York Heart Association Class
[New York Heart Association Class]

INYHACD]

[ el

w2 On

ma) S

a1 OV
[n:97] 3 Not Done

2. |Orthopnea (Number of pillows at 10 cm/pillow)
[Orthopnea (Number of pillows at 10 cm/pillow)]

[ORTHODN]
o) 50

my O

w2 G2

na O>=2
[n:97) 3 Not Done

Physician Findings [StEXAM2]

3. |Weight
[Weight]

IWEIGHTD]
1] (O IWEIGHT]

r— L

[n:97] ) Not Done

4% |Heart Rate (sitting or resting) (beats/min)
[Heart Rate]

[HRDONE]

[N:1] O [HRVALUE]
XHXKXX.

[n:97) () Not Done

5. |Respiratory Rate (sitting or resting) (breaths per min)
[Respiratory Rate]

[RSDONE]

[N:1] O3 [RSVALUEL
XX00000K.

[N:97) () Not Done

6. |Blood Pressure (sitting or resting) (mmHg)
[Blood Pressure ]

[BPDONE]
el (fepePl
[BPSYS] [BPDIA]

o7 O
7. |Is the patient currently in atrial fibrillation or atrial flutter? [CRHYTM]
[Is the patient currently in atrial fibrillation or atrial flutter?] N:1] O Yes
[n:0] CiNo
8. |SpO2 (%) [SPO2DONE]
[SPO2 (%)] ey OIsPoz)
X000

[n:97) (O Not Done

9. |Jugular venous pressure (cm) [IVPDONET
[ugular venous pressure (cm)] n QDVel
Yes
1 ©O<8
21 812
n:3] $13-1€
4] > 16
[n:97] 3 Not Done
10." | Rales [RALE:

[Rales]

son)
1) O [RALES]
Yes

Ny O<1/3
N:2) O1/2-2/3
3 O>2/3
o] ONo
[n:97) O Not Done

11." |83 auscultation
[S3 auscultation]

[s3AusC]
1 QYes
o1 ONo
[N:97] 3 Not Done

* | Hepatomegaly
[Hepatomegaly]

m
S

[HEPAT]
a1 OYes
ol ONo
N:97] () Not Done

Ascites
[Ascites]

m
o

[ASCITES]
i1l OYes
ol ONo
[N:97] () Not Done

14." | Peripheral edema
[Peripheral edema]

TEDEMADN]
1) O [EDEMAT
Yes

N:1) O Trace
[N:2] ()Moderate
[N:3] (O Severe
0] ONo
[n:97] O Not Done

Key: [*] = Item is required [ ¥ ] = Source verification required [b] = Base Unit
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sdGUIDEIT: Concomitant medications (MEDS) [frMEDS]

Medications [STMEDS1]

1. | ACE inhibitor
v |IACE inhibitor]

[AcE]
[N:1] O [ACEAGENT]
Yes

Specify agent
-1 O Benazepril
N:2] O Captopril
[N:3] C:Enalap
[N:4] O Fosinoy
[n:s] O Lisinopril
v:6] O Quinapril
=71 CRamipril
[n:8] O Trandolapril
[N:98] 3 [ACEOTHR]

Other
Other specify

A100

[ACEDOSED]
Total daily dose (mg)
[N:1] (O [ACEDOSE]
00000
[nN:99) () Unknown
ol ONo
[N:99] (3 Unknown

Aldosterone antagonist
v | [Aldosterone antagonist]

N

[ALDOST
[N:1] (O [ALDAGENT]
Yes

Specify agent
N:1] OEpleronone
N:21 OSpironolactone
[N:98] QALDOTHR]
Other
Other specifiy
A100

[ALDDOSED]
Total daily dose (mg)
[N:1) €3 [ALDODOSE]
XXX
[n:09] O Unknown
m:o] ONo
[n:909] O Unknown

ensin receptor blocker
[Angiotensin receptor blocker]

[ARE]
[N:1] () TARBAGENT]
Yes
Specify agent
[N:1] (O)Candesartan
N:2] Olrbesartan
[N:3] Olosartan
[N:4] O Valsartan
[N:98] ) [ANGOTHR]
Other

Other specifiy

A100

[ARBDOSED]
1) (IARBDOSE]
Total daily dose (mg)

XO00000K

[n:99] () Unknown
o1 N
[N:99] 3 Unknown

4. |Beta Blocker
» | [Beta Blocker]

[BETAB]
1] [BBAGENT]

Yes

Specify agent

N:1] - QAtenolol

N:2] ) Bisoprolol

N:3] O Carvedilol

[N:4]  )Metoprolol immediate release

[N:5] () Metoprolol XL

[N:98] () [BEOTHR]

oth

er
Other specifiy

A100

[8BDOSED]
N:1] () [BBDOSE]
Total daily dose (MA) [xoo0000x.
[n:99] ) Unknown
o] ONo
[n:99] O Unknown

Loop diuretic

[LooPDIU]
1] O [epAGENT]
Yes

IFUROS
[n:1) [][FUROSND]
Furosemide
Total daily dose (mg)
[N:1] (O)[FUROSE]
N2 OPRN
[N:99] (Unknown
[BUMETAT
[N:1] [][BUMETAND]
Bumetanide
Total daily dose (mg)
[N:1] ([BUMETDD]
N2 CHPRN
[N:99] CUnknown
rTorsel
[N:1) []LTORSEND]
Torsemide
Total daily dose (mg)
[N:1] ITORSEDD]
XXX
N:2] CHPRN
[N:99] CUnknown
0] ONo
[n:98) ) Unknown

6. | Other loop diuretic
[Other loop diuretic ]
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a1 [JILPOTHRSPT
Other

Other Specify

A100

[LPDOSED]

Total daily dose (mg)

] OILPDOSET
[ro000000c.

2] CPRN

[N:99] (O Unknown

Page 28 of 52

PDES Inhibitors.
[PDES Inhibitors]

[PoEST]
N:1] () IPDESIAT
Ye

Specify agent
=1 OSildenafil
N:2) O Tadalafil
N:3] - O Vardenafil
[n:08] () [PDESIO]
Other
Other specify

A100

o] ONo
[n:99] 5 Unknown

Metolazone
[Metolazone]

METAZI
N1 O METZAFRQL
Yes

[N:1] ©Chronic (>=1x/week)
[N:2] OPRN (<1x/week)

ol ONo

[n:09] O Unknown

9. |HCTZ HeTz]
v |tz [N:1] O [HCCTZFRQ]
Yes
[N:1] €3 Chronic (>=1x/week)
[N:2] CIPRN (<1x/week)
o) CiNo
[N:909] () Unknown
10." | Ambulatory IV Inotropes. [IVINOTRP]
v |[Ambulatory IV Inotropes] 1] OYes
o] ONo
[n:99] (3 Unknown
11." | Hydralazine [HYDR]
[Hydralazine] 1] OYes
o] ONo
[n:99] (O Unknown
12.* | Nitrates (long lasting) INTR]
[Nitrates (long lasting)] 1] OYes
o] ONo
[n:98] O Unknown
13.* | Calcium channel blocker [cce]
[Calcium channel blocker] 1] OYes
o] ONo

[n:99] O Unknown

" | Antiplatelets
[Antiplatelets]

=

[ANTIPLT]
[N:1] O [ANTPASPR]
Yes

[n:1) [JAspirin (taken daily)

TANTPTHIE]
[n:1] []Thienopyridines (e.g., ticlopi
[ANTP2Y12]

[n:1] [3P2Y12 inhibiitors (e.g., ticagrelor)
[ANTPOTHR]

[n:1) [JIANTIPLSP]
Other

Other (specify)
AS0

ine, clopidogrel, prasugrel)

ol ONo
[N:99] ) Unknown

* | Anticoagulants
[Anticoagulants]

&

[ANTICAG]
(N:1] O [CPANTICAG]
TANTIWARF]
Yes
[n:1) [JWarfarin
TANTIFXA]
[n:1) [JFactor Xa Inhibitor
[ANTITI
[n:1) []Direct Thrombin Inhibitor
TANTIOTH]
[N:1] [JEANTICASP]

Other (specify)
|aso

o) ONo
[N:99] ) Unknown

16. | Digoxin

[o1ex1
w1 OYes
o1 ONo
[N:99] O Unknown

17.* | Amiodarone

[AMI0D]
1) OYes
o] ONo
[N:99] () Unknown

18." | Other antiarrhythmic
v | [Other antiarrhythmic]

[OARRH]

1] QYes
0] ONo
[N:09] () Unknown

19." |Statin
[Statin]

[STATIND

1] O Yes
0] ONo
[N:99] CUnknown

20.* | Lipid lowering agent (other than statin)
[Lipid lowering agent (other than statin)]

[LLPio]
) GYes
o1 CNo
[N:09] 3 Unknown

21.* | Insulin
[insulin]

[INSULIND
may GYes
o1 Gho
[N:99] C3Unknown
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22.*| Oral anti-diabetic agent TODIAGT]
[Oral anti-diabetic agent] ) OYes
o] ONo
[N:99] () Unknown
23.” | Antidepressant [DEPRES]
[Antidepressant] 1] O Yes
o] ONo
[N:9] () Unknown
24." | Allopurinol [ALLOPUR]
[Allopurinol] N:1] OYes
N:0] No
[N:99] Ounknmm
25.” | Bronchodilator (long lasting) [BRONCHDR]
[Bronchodilator (long lasting)] N:1] (O [B2AGNT]
Yes
Type of Bronchodilator
N:1) [  Beta2 agonist
[ACH]
N:1] [JAnticholinergic
[BRONCDRO]
[N:1] [J[BRNCDROS]
.
Other (specify)
A100
N:0] No
[N:99] Ounknmm
26. | Valsartan/sacubitril [LCZ696YN]
[Valsartan/sacubitril] ] OYes
m:o] ONo
[N:99] () Unknown
27. |Ivabradine [IVABRDYN]
[Ivabradine] OYes
ONo
[N:99] () Unknown
Key: [+] = ttom I required [ v ] = Source verification required
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sdGUIDEIT: Local NT-pro-BNP (PROBNP) [frPROBNP]

NT-proBNP result [StPROBNP1]

1.*| NT-proBNP testing date [PBNPDT]

« | [INT-proBNP testing date] |rea[v] /|Rea[¥] /| Rea [v] (2012-2025)

2.*| NT-proBNP result (pg/mL) [PENPRSTD]

v | INT-proBNP resuit (pg/mi)] [N:1] O [PBNPRSLT]

XOOXKHKK.

[N:99] 3 Unknown

3. | Clinops discussed results with site [CLNOPADI]

v | [ClinOps discussed results with site] [n:1] O Yes
o1 ONo

4. | Adherence Committee discussed results with site [ACADI]

v | [Adherence Committee discussed results with site] N1 OYes
N:0] ONo

Key: [*]= ltem s required [ ] = Source verification required
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SAGUIDEIT: Local Labs (LABS) [frLABS]

Chemistry [stLABS1]

1. |Date of Chemistry Labs
~ | [Date of Chemistry Labs]

[cLABDT]
‘Rm/unk@ ’ ‘Req/unk

7 Req v| (2012-2025)

2. |Sodium
v | [sodium]

Value:

[N:1] Cymmol/L

[N:2) GmEa/L
[n:97] (3 Not Done

Potassium
[Potassium]

[POTASS]
N:a] O POTVALY
Value:

X0000000K.
[POTASUNT
N:11 Cmmol/L
N:2] QmEa/L
[n:97] () Not Done

4% |BUN/Urea
v |[BUN]

[BUNUR]
1] O TBUNVALL
Value:

[N:1] Ommol/L
N:3] mo/dL
[n:97] () Not Done

Creatinine
[Creatinine]

[creAT]
Nl () ICREATVALL
Value:

X00000KX..

[CREAUNIT]
N3] Omo/dl
[N:4] Qumol/L
[n:97] 3 Not Done

* | Total Cholesterol
[Total Cholesterol]

P

[rcHoL]

N:1) (O [TCHOLVAL]
Value:
[TCHOLUNITI
n:1] Cymmol/L
n:3] (ma/dL

[N:97] (3 Not Done

acid
[Uric acid]

twric]
a1 OTURICVALL
Value:

XH000KXX.
[URICUNIT]
N:1] Qmmol/L
[N:3] Qma/dL
[N:4] Qumol/L
[n:97] (O Not Done

Hematology [StLABS2]

Date of Hematology Labs.
[Date of Hematology Labs]

[HLABDT]
|Rearunk ] /| Reaun 7]/ rea 7] 2o12-2025)

9. |Hemoglobin
v | [Hemoglobin]

HEMOT
[N:1] O [HEMOVAL]
Value:

3000000

[HEMOUNIT]
7] Qo/dL
i8] Qo
[N:1] Qmmol/L

[N:97) () Not Done

Hematocrit
[Hematocrit]

[HEMAT]

N:A] O THEMATVALL
Value:
[HEMUNIT]
N:12] QUL
N:11] O%

[N:97] () Not Done

11" | Platelets
v |[Platelets]

[PLATELET]
1] OIPLATVALY
Value:

m:o) O10%L or 10%/mm?
:10) O/mm?
[N:97] () Not Done

12.%|wWBC
v |wec)

wecl
] O IWBCVALL
Valug

m:9l O10%L or 10%/mm?
:101 O /mm?
[N:97] () Not Done

*|Lymphocytes ()
[Lymphocytes]

[LYMPH]
] O [LYMPVALY
Value:

XO000XKX..

[n:97] O Not Done

Key: [*] = Item is required [ ¥ ] = Source verification required
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sdGUIDEIT: Biobank (BIOBANK) - Repeating Form [frBIOBANK]

# | Sample Collection Date/Time | Was subject fasting? | Sample Collected | Date/Time Processing Initiated | Date/Time Frozen | Date sent to core lab
L \ \ \ \ \

Biobank [frBIOBANK]

1.*| Sample Collection Date/Time [SMPLDTM]
+ | [sample Collection Date/Time] |Rea[¥] /|Rea[V] /| Rea v 2012-2025)

| Rea/unk ¥ : |Rea/unk v 24-hour clock

~

Was subject fasting? [FASTING]
w | Was subject fasting?] [N:1) O [FASTSTAT]
Yes
Last time subject had anything to eat/drink cont:
|Rea/unk ¥] / | Reasuni v] / | earunk [¥] (2012-2025)
|Reqsunk ¥ : |Rea/unk ¥] 24-hour clock
n:o] ONo

3. | sample Collected (Record the number of cryovials) [hidden] [cpSAMPCOL]

[Sample Collected] TONABLDT

(-1} [ [DNABLOV]
DNA - whole blood
[ns

[sErRUM]

n:1) []ISERUMV]
Serum

N3
[PLsme]
[:1] [C]IPLSM6V]
Plasma - 6 mi
3
trLswms]
ey [IPLSMSV]
Plasma - 0.5 mi
N3
[PROBNP]
ey [ [PROBNPVI
NT-pro-BNP
N3
Sample Collected (Record the number of cryovials) [epSAMPCOL2]
[Sample Collected] [DNABLD2]
[N:1) [ [DNABLOVZ]
Whole blood, EDTA
[ns
[SERUMZ]
[Ny [ISERUMV2]
erum, Gold Top (cryovials)
N3

<&

[PrOBNP2]
[N:11 [JIPROBNPV2]
NT-pro-BNP (2 mL Plasma) (cryovials)
N3
[PLSM102]
(-1 [JIPLSMLov2]
lasma, EDTA - 10 mL (cryovials)
[ns
[PLsmaz
[n:1) [JIPLsMav2l
Plasma, Lithium Heparin - 3 ml (cryovials)
N3

*| Date/Time Processing Initiated [PRCSDTM]
[Date/Time Processing Initiated] |Rea[)  |rea 9] / |Req 5] z012-2025)

| Rearunkc ] 24-hour clock
6.*| Date/Time Frozen [FRZDTM]
v | [Date/Time Frozen] |Req[ ] /|Req[w] /| rea [v] (2012-2025)

|Rearunk [¥] ¢ [Rea/Unk [¥] 24-hour clock
7.*| Date sent to core lab [CORELDT]
| [Date sent to core lab] |Real] /|Rea[v] /|rea ¥] 2012-2025)

Key: [*] = Item is required [ ¥ ] = Source verification required

file://IC:/PF/Central%20Designer%20Client/1.4.312.0/HtmIResources/AnnotatedStudybook.html 7/15/2015


file:///C:/PF/Central%20Designer%20Client/1.4.312.0/HtmlResources/AnnotatedStudybook.html

Annotated Study Book - sdGUIDEIT

Page 33 of 52

sdGUIDEIT: Specimen consent (SPECCONS) [frSPECCONS]

Specimen consent [frSPECCONS]

| Biorepository sample consented
| [Biorepository Sample consented]

[G85CONT
[N-1) O [GBSCNDT]

ves

Consent Date

|Rea(v] 7 |rea [¥] / |Rea[ ] c2012-2025)
:0) ONo

2. | Biorepository Sample consent withdrawn
[Biorepository Sample consent withdrawn]

[6BSCWTD]
[N:1] []1GBSWTDT]
Y

es
‘Withdrawal Date
|Reavunk ] | Reavunk 9] / | rea 3] z012-2028)

*| DNA consented
[DNA consented]

<@

IDNACONT
[N:1] () [DNACNDT]

Yes

Consent Date

|Reasunk v/ |Reasunk ] /|Rea|v] 2012-2025)
ol ONo

4. | DNA consent withdrawn
[DNA consent withdrawn]

TONACWTDT
[N:1] [ [ONAWTOT]
Y

es
‘Withdrawal Date
|Reavunk ] |Reavunk 9] / | req 3] cao2-2025)

5. | RNA consented [hidden]
[RNA consented]

[RNACON]
[N:1] O [RNACNDT]

Yes

Consent Date

|Rea ] /|rea [¥] / [Req ] (2012-2025)
n:o] ONo

6. | RNA consent withdrawn [hidden]
[RNA consent withdrawn]

[RNACWTD]
[N:1] [JIRNAWTOT]
Yes

Withdrawal Date
‘Raq E 7 Req E /] Req E (2012-2025)

Key: [*] = Item is required [ ¥ ] = Source verification required
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sSdGUIDEIT: Therapy Adjustment (ADJUST) - Repeating Form [frADJUST]
# ‘ Date of therapy ‘Hnspitallzatinn ACE- ‘ARB‘ Beta- ‘Digaxln Hydralazine- ‘Ivabradine‘ Loop ‘ Mineralocorticoid receptor ‘ Oral thiazide ‘Valsanan/;acubltnl Ccardioversion or rate control for | Referral for or optimization of cardiac exercise training or cardiac Provide additional HF ‘ Any other therapy ‘ Other
ji inhibitor blocker nitrates diuretic i diuretic b therapy rehab Education hanges? ji
L | | \ [ [ \ \ \ \ \ \ \ \
Therapy Adjustment [frADJUST]
1.* | Date of therapy adjustment [ADIMNTDT]
« | [Date of therapy adjustment] |req 7] 7 |Realw] / wqu(zmz.zum
Indicate the therapy adjustment(s) on this date [StADJUST2]
2. | Hospitalization (Complete a HOSP form) [HOSADJ]
v |[Hospitalization] 1) [ves
3. ensin Converting Enzyme (ACE)-inhibitor [ACEADJ]
v inhibitor] [N:1) [JIACECHG]
Yes
How was the therapy adjusted?
[N:1] © Added
[N:2] € Stopped
[n:3] O Increased
[N:4] ) Decreased
[N:5] () Switched to another agent in class
[ACEADIR]
Rationale for the adjustment
[n:1] O Decompensated HF
[N:21 ) Clinical indication without decompensated HF
[n:3] (O Decrease in NT-ProBNP
[N:4] O Increase in NT-ProBNP
[N:s] (O [ACEADROT]
Other investigator decision
Other specify’
A100 ‘
6] (O Side effects o
[N:98] O [ACEADIRO]
Other
Other specify
A100 ‘
4. |ArB [ARBADI
v |[are] [N:1] [JIARBCHG]
Yes
How was the therapy adjusted?
[N:1] (O Added
[N:21 € Stopped
[v:3] O Increased
[N:4] ) Decreased
[N:5] () Switched to another agent in class
[ARBADIR]
Rationale for the adjustment
[n:1] O Decompensated HF
[N:2] O Clinical indication without decompensated HF
[N:3] (O Decrease in NT-ProBNP.
[N:4] O Increase in NT-ProBNP
5] O [ARBADIRO]
Other investigator decision
Other specify
A100 ‘
[n:6] (O Side effects o
[N:98] () [OARBADRO]
Other
Other specify
‘Alﬂo ‘
5. | Beta-blocker [88ADI]
v |[Beta-biocker] 1) []IBBCHG]
Yes
How was the therapy adjusted?
[v:1] O Added
[v:2] O Stopped
[N:3] O Increased
[N:4] O Decreased
[N:5] ) Switched to another agent in class
[BBADIR]
Rationale for the adjustment
[n:1] ) Decompensated HF
[N:2] O Clinical indication without decompensated HF
[N:3] O Decrease in NT-ProBNP.
[N:4] O Increase in NT-ProBNP
[:s] O IBBADIRO]
Other investigator decision
Other specify
A100 ‘
[n:6] (O Side effects o
[N:98] () TOBBADIROT
Other
Other specify
‘Alﬂo ‘
6. | Digoxin [D1GADI]
v | [Digoxin] [N:1] [JIPIGEHGT
s
How was the therapy adjusted?
[N:1] O Added
IN:2) O Stopped
[N:3] O Increased
[N:4] (O Decreased
[N:5] () Switched to another agent in class
IDIGADIRT
Rationale for the adjustment
[N:1] () Decompensated HF
[N:2] ) Clinical indication without decompensated HF
[N:3] 5 Decrease in NT-ProBNP
[N:4] S Increase in NT-ProBNP
5] O [DIGADIRO]
Other investigator decision
Other specify
A100 ‘
[n:6] O Side effects or intolerance
[N:98] 3 [ODIGADRO]
Other
Other specify
A100 ‘
7. | Hydralazine-nitrates [HNADI]
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v | Hydralazine-nitrates]

[n:1] [THNCHGT
Yes

How was the therapy adjusted?

[N:1] O Added

[N:2] © Stopped

[N:3] O Increased

[N:4] € Decreased

[n:5] (O Switched to another agent in class
THNADIRT

Rationale for the adjustment

1] () Decompensated HF

[v:2] O Clinical indication without decompensated HF
[N:3] () Decrease in NT-ProBNP.

[N:4] & Increase in NT-ProBNP

6] () Side effects or intolerance
[N:98] () [OHNADIRO]
Other

Other specify

A100

Page 35 of 52

8. Ivabradine
v | [ivabradine]

[vBADI]
N:1] CnvecHel
Yes
How was the therapy adjusted?
[N:1] O Added
[n:2) () Stopped
[n:3) O Increased
[N:4] O Decreased
[n:5] (O Switched to another agent in class
TIVBADIRI
Rationale for the adjustment
[v:1] O Decompensated HF
[v:2] O Clinical indication without decompensated HF
[N:3] O Decrease in NT-ProBNP
[N:4] G Increase in NT-ProBNP
[n:s) G [IVBADIRO]
Other investigator decision
Other specify

A100

6] () Side effects or intolerance
[N:98] (3 [OIVADIRO]

Other

Other specify

A100

Loop diuretic
[Loop diuretic]

<@

IDIVADIT
[N:1) EIDIUCHG]
Yes

How was the therapy adjusted?
[N:1] (O Added
[N:21 ) Stopped
[n:3] O Increased
[N:4] O Decreased
[N:5] (O Switched to another agent in class
[DIVADIR]
Rationale for the adjustment
[n:1] () Decompensated HF
[n:2] Q) Clinical indication without decompensated HF
[N:3] ) Decrease in NT-ProBNP.
[N:4] O Increase in NT-ProBNP
N:s1 O [PIVADIRO]
Other investigator decision
Other speci
A100

6] (O Side effects o
[N:98] ) [OPIUADRO]
Other

Other specify

‘ A100

m
5

Mineralocorticoid receptor antagonist (spironolactone or eplerenone)
v | [Mineralocorticoid receptor antagonist]

[MRAADI]
[n:1] [JIMRACHG]
Yes

How was the therapy adjusted?
[N:1] O Added
[v:2] () Stopped
[N:3] O Increased
[N:4] ) Decreased
[N:5] (O Switched to another agent in class
[MRAADIR]
Rationale for the adjustment
[N:1] () Decompensated HF
[N:2] () Clinical indication without decompensated HF
[N:3] () Decrease in NT-ProBNP
[N:4] O Increase in NT-ProBNP
:s] ©[MRAADIRO]
Other investigator decision
Other specify’

A100

[n:6] (O Side effects or i
:98] () [OMRAADRO]

z

ther
Other specify

‘ A100

11. | Oral thiazide diuretic
v |[Oral thiazide diuretic]

file://IC:/PF/Central%20Designer%20Client/1.4.312.0/HtmIResources/AnnotatedStudybook.html

[THzAD]
[N:1] EITHZCHGL
Yes

e
How was the therapy adjusted?
[v:1] © Added

[n:2] © Stopped

[n:3] O Increased

[N:4] © Decreased

[N:5] © Switched to another agent in class

[THZADIR]

Rationale for the adjustment

[n:1] O Decompensated HF

[n:2] O Clinical indication without decompensated HF
[n:3] O Decrease in NT-ProBNP.
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[v:41 O Increase in NT-ProBNP
[N:s] O ITHZADIROT
Other investigator decision
Other specify

A100

[n:6] ()Side effects or intolerance
[N:98] () TOTHZADROT

"
Other specify

‘ A100

Page 36 of 52

12. | Valsartan/sacubitril
v |[valsartan/sacubitril]

[Lczapa)
[n:1] [31LCZCHGT
Yes
How was the therapy adjusted?
[v:1] O Added
[n:2] (O Stopped
[n:3] O Increased
[N:4] () Decreased
[n:5] (O Switched to another agent in class
[LCZADIR]
Rationale for the adjustment
[n:1] () Decompensated HF
[n:2) O Clinical indication without decompensated HF
[n:3] O Decrease in NT-ProBNP
[N:41 $Increase in NT-ProBNP
5] ILCZADIRO]
Other investigator decision
Other specify

A100

[n:6] (O Side effects or intolerance
[N:98] () [OLCZADRO]
Other

T
Other specify

‘ A100

13. | Cardioversion or rate control for a-fib
v | [cardioversion or rate control for a-fib]

[RCADI]
[N:1] [TRCADIRT

Yes
Rationale for the adjustment
[N:1] O Decompensated HF
[v:2] - O Clinical indication without decompensated HF
[N:3] () Decrease in NT-ProBNP.
[N:4] (O Increase in NT-ProBNP
[n:s] Q) [RCADIRO]
Other investigator decision
Other specify

A100

[n:6]  CSide effects o intolerance
[N:98] ) [ORCADRO]
ther
Other specify

A100

14. | Referral for or optimization of cardiac resynchronization therapy
v | [Referral for or optimization of cardiac resynchronization therapy]

[CRTADI]
[N:1] [JICRTADIR]

Yes
Rationale for the adjustment
[n:1] () Decompensated HF
[n:2) O Clinical indication without decompensated HF
[n:3] (O Decrease in NT-ProBNP.
[n:4] O Increase in NT-ProBNP
[N:5] O [CRTADIROT
Other investigator decision
Other specify

A100

6] (O Side effects or intolerance
[N:98] () [OCRTADRO]
Other

Other specify

‘ A100

15. | Recommend exercise training or cardiac rehab
v |[Recommend exercise training or cardiac rehab]

[ExERrCZ]
[N:1] [JTEXERCZRI

Yes

Rationale for the adjustment

[N:1] () Decompensated HF

[v:2] O Clinical indication without decompensated HF
[N:3] O Decrease in NT-ProBNP

[N:41 O Increase in NT-ProBNP

[n:6] (O Side effects or intolerance
[N:98] () [OEXERCRO]
Other

Other specify

A100

m
5

Provide additional HF Education
v | [Provide additional HF Education]

[HFED]
[v:1] [JTHFEDRT
Yes
Rationale for the adjustment
[N:1] (O Decompensated HF
[v:2] O Clinical indication without decompensated HF
[N:3] () Decrease in NT-ProBNP
[N:4] O Increase in NT-ProBNP
5] O [HFEDRO]
Other investigator decision
Other specify

A100

[n:6]  CSide effects o intolerance
[N:98] O [OHFERO]
of

Other specify

A100

17." | Did the subject have any other therapy changes?
» | TAny other therapy changes?]

[OTRTHRP1
N:1] O Yes
N:0] ©3No

| Other

How was the therapy adjusted?

Rationale for the
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18.

Other adjustment Entry [rSADJUST3]

18.1| Other adjustment [0THADI]
[Other adjustment] A100

18.2| How was the therapy adjusted? [oTHCHG]

[How was the therapy adjusted?]

O Added

[N:2] 3 Stopped

[N:3] O Increased

[N:4] O Decreased

[N:5] O Switched to another agent in class
[N:96] 3 Not applicable

18.3| Rationale for the adjustment
[Rationale for the adjustment]

[OTHADIR]
[N:1]  ©Decompensated HF
[N:2] O Clinical indication without decompensated HF

[N:3] () Decrease in NT-ProBNP.

O Increase in NT-ProBNP

© [OTHADIRO]
Other investigator decision
Other specify

A100

[N:6] () Side effects or intolerance
[N:98] () [OOTHADRO]
Other

Other specify
A100

Key: [*] = Item is required [ ¥ ] = Source verification required
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sdGUIDEIT: Adherence Case Review (ACR) [frACR]

Adherence Case Review [StACR1]
1.*| Did the Adherence Committee Reviewer adjudicate this case? [ACRDONE]
[Did the Adherence Committee Reviewer adjudicate this case? ] N:1] O Yes
0] ONo
Key: [*]= ltem s required
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sdGUIDEIT: Adherence Review Findings (ARF) [frARF]

Adherence Review Findings [StARF1]

Reviewer identifier
[Reviewer identifier]

[AHCRVWR]
o1

*| Were the adjustment efforts approved?

[Were the adjustment efforts approved?]

TARFDONET
[N:1] Q) [ARFAPPVD]
Yes

n:1] CSubject died

n:2] ()Subject is non compliant with medications

n:3] (O Very sick patient with little room for adjustments

IN:98] () TOARFAPVD]

Other:

Other specify
A200

[N:0] € [ARFINDNG]
No
What were the findings of the reviewer of the case? For this case, the site should have
IN:1] () Committee recognizes dosing efforts, but have concerns with compliance (reducing NTproBNP <1000) and using appropriate doses of evidence based medications
N:2] () Committee suggested consider decreasing diuretic to allow for use of evidence based medications
[N:3] () Contact the site and stress they must review and follow the protocol specifically, using evidence based medications to lower NTproBNP value < 1000
[N:4] O)Site needs to consider increasing doses of evidence based medications
[N:5] () Committee felt this patient needs to be reviewed by the PI. Patient is not on evidence based medications. No adjustments are being made.
[N:6] () Committee felt there was room for adjustment. FU with site to make adjustments per guidelines.
[N:7] () Committee felt already at max tolerated therapy was not a valid reason for no adjustment
[n:8] () Committee felt doses not at max and could increase beta blocker and/or ACE/ARB
[n:e] ()OK with rationale since patient is non-compliant with medications; continue to work on compliance
[N:10] ()On low dose of evidence-based medicine including BB or ACE/ARB and should be increasing medications and not decreasing them
[N:98] () [OARFINDNT

Other specify
A200

Clinical Operations contacted site to discuss issue
[Clinical Operations contacted site to discuss issue]

[COTALKD]
[N:1] © [epContactQueryl
Ye

es
Contact method

ITALKWPPL]
[n:1) []Contacted/ emailed the PI about concerns
[TALKQRY]
IN:1] [Jissued a query
[N:0] O No
Adherence Committee contacted site to discuss issue [AHCTALKD]
[Adherence Committee contacted site to discuss issue] N:a] O Yes
N:0] ONo
Would the reviewer like to discuss on an Adherence Committee Call? [ACFOLOUP]
[Would the reviewer like to discuss on an Adherence Committee Cal] 1] O Yes
ol ONo
o |
Comments from Adherence Review Entry [rSARF2]
6.1| Comments [AccomMmT]
[Comments] 200

Key: [*] = Item is required [ ¥ ] = Source verification required
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sdGUIDEIT: Assessments (ASMT) [frASMT]

Note: If subject had an AE, SAE or extended care facility admission, complete the appropriate form in the CAS visit. [StASMT1]

1.*| were local labs performed> (u yes, please complete LABS form)
| Were local labs performed?

[STOYLAB2]
N:1] O Yes
I No
[N:2) & Subject refused

Were protocol required biological samples collected? (If yes, please complete BIOBANK form)
[Were protocol required biological samples collected?]

[B10LOG2]

N:1] O Yes

o] ONo

[N:2) O Subject refused

Was local NT-proBNP measured? (If yes, please complete PROBNP form) [Question only expected for biomarker guided arm]
[Was local NT-proBNP measured?]

[NTPROMS]

1] O Yes

o ONo

[N:2] O Subject refused

(Applicable for Echo Sub-Study Participating Sites ONLY. Expected answer of No, if not participating.)
[Subject have an echo performed since the last visit]

4.*| Has the subject had an inpatient hospitalization, outpatient procedure or emergency department visit? (If yes, complete new HOSP visit) [HOSPADMT]
+ | [Has the subject had an inpatient hospitalization, outpatient procedure or emergency department visit? | ) O Yes
[N:0] ONo

Did the subject have an echo performed? [ECHODONE]

e Off [ECHQSHlP]

[N:97] ) Not Done
1] O ECHOSPDTI
Req (] /|Req ¥] /| Req [¥] (2012-2025)

o] ONo
Was therapy adjusted? (If yes, please complete ADJUST form) [PBNPADI]
[Was therapy adjusted?] N:1] Q) Yes

[N:0] O INOPBNPAD]
No

N:1] (NTProBNP already at target range
N:2] (O Already at maximally tolerated therapy
N:3] (OAlready at guideline recommended target doses
[N:4] 3 [MDDCSNO]
Other clinician decision
Other specify

A200

n:s) O PTPREFO]
Patient preference
Other specify

A200

[CEONe)
Other
Other specify

A200

[Has the subject been seen as an outpatient by a clinician?]

7. | Specify reason already at maximally tolerated therapy [MAXTLDS]
[Specify reason already at maximally tolerated therapy] A200

Resource use [StASMT2]

8.*| Has the subject been seen as an outpatient by a clinician since the last visit? [oPTVST]

) OLorrvsTen

snemfy the number of cardiovascular visits

o) ONo

ey: [*] = Item is required [ v ] = Source verification required
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sdGUIDEIT: Method of Contact (CONTACT) [frCONTACT]
Method of Contact [frCONTACT]

1.*| was this visit performed?

Page 41 of 52

v | [vsit performed?]

visT]

~

Delete visit - site created the visit by accident [hidden]
[Delete visit]

Key: [*] = Item is required [ ¥ ] = Source verification required

ey O IVSITOT]
Yes, Date of visit

]/ |[Req ] otz 2025

[N:0] () INOVISRSN]
No

Reason visit not performed

[N:2] (Q)Missed visit, continuing in study

[N:3] ) Suspected lost to follow-up

[N:1] (O Subject no longer participating in study (died, permanently withdrew consent, LT
[DELETVST]
:1 [Jves

 please complete EOS form)
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SAGUIDEIT: End of study (EOS) [frEOS]
End of study [frEOS]
1.*| Date of last study contact [LSTTLKDT]
| Date of ast stuy contact] Rearunk (o12-2025)
2.*| Status at end of contact [EMPLTD]
v | [Status at end of contact] [N:1] () Died, please complete DEATH form

Key: [*] = Item is required [ ¥ ] = Source verification required

[N:21 ) Completed protocol

[N:3] © Subject lost to follow-up.

[n:4] ) Subject withdrew consent for study participation
[N:5] © Subject withdrawn from the study by site investigator

[N:6] (O Received a procedure with effect on NT-Pro-BNP (e.g. LVAD, Dialysis, Heart Transplant)
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SAGUIDEIT: Death (DEATH) [frDEATH]

Death [frDEATH]

1.*| Date and time of death
| [Date and time of death]

oesooTi]
|Req/unk v /| Reqsunk |v]

/|Req v] (2012-2025)
|Rearunk [v] | Reasunk ¥ 24-hour clock

Was the subject hospitalized or was at an extended care facility at the time of death. (If yes, complete a HOSP or EXTCARE form) [DEADLOC]
[Hospitalized at time of death] N:1] O Yes
ONo
© Unknown
Was the death witnessed? IWITNESST
[Was the death witnessed] N:1] O Yes
o] SN
[N:99] () Unknown
Was an autopsy perlcrmed” [hidden] [AUTOPSY]
[Was an autopsy performed] 1] OYes
ol ONo

[N:99] ) Unknown

5. | Primary cause of death [hidden]
[Primary cause of death]

[DEATHCAU]
N:1] () Heart failure

[N:21 () Sudden cardiac death
[N:3] ) Other cardiovascular
[N:4] ) Non-cardiovascular
[N:99] ) Unknown

*| Was an autopsy performed?
[Autopsy performed]

<o

[AUTOPSY2]
N:1] O [AUTPSDTLY
Yes

Record relevant findings from the autopsy

200

ol ONo
[N:99] (O Unknown

Primary cause of death
[Primary cause of death]

[DEATHCAZ]
[N:1] () Heart Failure/Cardiogenic Shock
[N:2] (O Acute Coronary Syndrome/ MI
a1 O [PTHRSOC2]

Other cardiovascular

Other cardiovascular specify
A200

N:a1 O[DYHRchZ]
Non-cardiovascular
Non-cardiovascular specify

200

[N:5] ) Sudden Cardiac Death
[N:99] O Unknown/ Undetermined

8. | Trigger number [DTTRIG]

[Trigger number] A100

| What were the relevant medical events leading up to the death
o |

NARRATIVE Entry [rsDEATH2]

9.1% | What were the relevant medical events leading up to the death (e 9., hospitalized, at home, palliative care, contributing co-morbidities, witness account)?
v | [What were the relevant medical events leading up to the death

[DEATNARR]

A200

ey: [*] = Item is required [ v ] = Source verification required
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sdGUIDEIT: Echo trigger form (ECHOTRG) [frECHOTRG]

Echo trigger form [StECHOTRG1]

1.*| Tracking Number

[Tracking Number]

250

2| visit
[Visit]

fecHovisT]
[N:1] O Baseline
[n:2] O 12-Month
[N:3] ) TECHOWGTD]
Unscheduled
1] 3 TECHOWGTI
Weight 30000000

[r:o7] ©3Not Done

3.7 Was a 2D Echo Digiview Protocol completed for this visit? [TRG2DECO]
[Was a 2D Echo Digiview Protocol completed for this visit?] ] O Yes
:0) SNo
4. Was a Tomtec Echo eCRF completed for this visit? [TomTEC]
[Was a Tomtec Echo eCRF completed for this visit?] Nl O Yes
m:0] ONo
Key: [¥] = Item is required
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SdGUIDEIT: FINDINGS (FNDGS) [frFNDGS]

Hemodynamic Findings: [stFNDGS1]

1. | Systolic 8P
[Systolic BP]

[5YSBP20D]
] O ISYSBP2OR]

X000
[N:08] NA

Diastolic BP
[Diastolic BP]

[01ABD20D]
[N:1] O [DIABP2OR]

[N:96] (3NA
3.* |Heart Rate [HRT2DD]
[Heart Rate] [N:1] O [HRT20R]

N:96] GNA
Machine Settings: [StFNDGS2]
4 | Nyquist Limit INYQLMTD]
[Nyquist Limit] N:1] O TNYOLMTR]

X0000000K.
[v:06] NA
5 |Depth [DEPTHD]
[Depth] N1 O TDEPTHRT
X000000K.
[v:06] CINA
Color Gain [COLORGD]
[Color Gain] [N:1] (3 [COLORGRT
X0000000K.
[v:06] ONA
7% |Frame Rate [FRMRTD]
[Frame Rate] N:1] O FRMRTRI
X0000000(
961 ONA
8. | AV Regurg [AVREGURG]
[AV Regurg] m:11 O None
2] O Trivial
n:E] QMild

i) O Severe

[N:08] ONA

9.* |MV Regurg [MVREGURG]
[MV Regurg] n:1] ()None
21 O Trivial

31 QMild

[n:4] O Moderate
s O Severe

N:06] ONA
10." | TV Regurg [TVREGURG]
[TV Regurg] 1] ONone
2] O Trivial
3] OMild

[N:4] O Moderate
n:s] O Severe

N:96] (ONA
11.* | Visual LVEF [VISLEFD]
[Visual LVEF] N:11 O IVISLEFDR]
X0000000¢
[N:96] ONA
12.*| Diastolic Fxn Score [DIAFXSCR]
[Diastolic Fxn Score] So
m O1
m:z1 O2
m:3] O3ora
N:4] - () Indeterminate
N:e8] (INA
13.*| Pulm Vein Dom TPULVNDOM1
[Pulm Vein Dom] i1l (O Systole

[N:2] O Diastole
n:3) O Equivocal
[n:08] ONA

14." | Qual RV Fxn
[Qual RV Fxn]

=

[QLTRVFX]
:a] O Normal

[n:2] O Mildly Impaired
[n:3] (O Moderately Impaired
[n:4] O Severely Impaired
[n:08] ONA

15.* | Thrombus
[Thrombus]

[THROMASS]
[N:08] ONA
2] () Absent
1] O [THRMRSLT]
ent
If present, thrombus type
N:96] ONA
w1 OLA
w21 O
m:3] ORA
] ORV
[N:99] () [THRMRSSP]
o

ther
‘ThrombusOther (specify)

A200

2D Echo

16|

2D Echo Digiview comments Entry [rsFNDGS3]

16.1*| 2D Echo Digiview comments
[2D Echo Digiview comments]

[DIGCOMTD]
:1) G IDIGCOMTS]
Yes

A200

0] ONo

2D Echo Digiview additional findings

17|
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2D Echo Digiview additional findings Entry [rsSFNDGS4]
17.1" | 2D Echo Digiview additional findings [DIGFNDGD]
[2D Echo Digiview additional findings] [N:1] () [DIGFNDGS]
A200
m:0] ONo
Key: [*] = Item is required
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sSdGUIDEIT: 2-D MEASUREMENTS (MEAS2D) [frMEAS2D]
| LVID Dias Diam | LVPW Dias Thick | 1VS Dias Thick LV Mass
L | \ \
LV Mass ASE Entry [rsMEAS2D1]
1.1%| LVID Dias Diam [LvioooD]
[LVID Dias Diam] [N:1] () FLVIDDDRT
[so000000c. |
n:96] CINA
1.2% | LVPW Dias Thick [LvPwpTD]
[LVPW Dias Thick] N:1] O ILVPWOTRI
x0000000K.
n:96] ONA
1.3%|IVS Dias Thick [vsoTD)
[IVS Dias Thick] N:1] O TIVSDTRI
N:96] ONA
1.4%| LV Mass [Lvmo)
[LV Mass] 1] O ILVMR
X000
[:9s] ONA
| LVID sys dimen
2. |
Left Ventricle: Sys Dimen Entry [rSMEAS2D2]
2.1* | LVID sys dimen [LVIDsoD]
[LVID sys dimen] [N:1] O [LVIDSDDR]
X000000K.
N:96] ONA
| LVOT sys dimen
s |
LVOT Dimen Entry [rsMEAS2D3]
3.1* | LVOT sys dimen [LvoTspo]
[LVOT sys dimen ] [N:1] ILVOTSDDR]
X000000X
[N:08] INA
| 4ch LV Length
a |
4ch LV Length Entry [rsMEAS2D4]
4.1% | 4ch LV Length [LV4EDDDD]
[4ch LV Length] [N:1] () [LVAEDDDRT
X0000000K.
N:96] ONA
| 2ch LV Length
s
2¢h LV Length Entry [rsMEAS2D5]
5.1*| 2¢ch LV Length [Lv2EDDDD]
[2ch LV Length] [N:1] () [LV2EDDDR]
XXX
[:9s] ONA
| LV Dias volume LV Sys volume | 2D Stroke vol | Ejection Fraction Heart Rate card Out
o | \ \
LV EF Biplane Entry [rSMEAS2D6]
6.1*| LV Dias volume [LVEDVD]
[LV Dias volume] 1] O [LVEDVR]
X00000K.
[N:08] ONA
6.2" | LV Sys volume [LVESVD]
[LV Sys volume] N:1] O FLVESVRT
X000000K.
[N:08] ONA
6.3"| 2D Stroke vol [sv2o0]
[2D Stroke vol] N1 OFSV20R1
[N:08] ONA
6.4" | Ejection Fraction [LveErD]
[Ejection Fraction] N:1] O [LVBEFR]
[N:08] ONA
6.5" | Heart Rate [HRON]
[Heart Rate] 1] OTHRRY
X3000000x
[N:08] ONA
6.6" | Card out [c020D]
[Card Out] N:1] (O)[CO20R1
X3000000(
N:96] ONA
| LA Sys Area 4ch
2
Left Atrium: LA Sys Area 4ch Entry [rSMEAS2D7]
7.1*|LA Sys Area 4ch [LASYSAD]
[LA Sys Area 4ch] 1] O [LASYSAR]
XX0000XK.
N:96] ONA
T LAvolume
8. |
LA vol Biplane: LA vol Entry [rsMEAS2D8]
8.1"| LA volume [LASYSVD]
[LA volume] N:1] O [LASYSVR]
X000
[N:os] OINA
[ RA Sys Area ach
o |
Right Atrium: RA Sys Area 4ch Entry [rsMEAS2D9]
9.1*| RA Sys Area 4ch [RAAREAD]
[RA Sys Area 4ch ] N:1] O TRAAREART
X000
[N:08] INA
| RV Basal Width
10|
RV Basal Width Entry [rsMEAS2D10]
T
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RV Basal Width
[RV Basal Width]

Page 48 of 52
[RVIDBDD]
(N:1] O [RVIDBDR]
XXXKKKK .
™:96] (INA
| RV Mid Width
oy
RV Mid Width Entry [rSMEAS2D11]
11.1% | RV Mid Width IRVIDMDDT
[RV Mid Width] (:a) O [RVIDMDR]
N:o6] INA
| RV Long Length
12.]
RV Long Length Entry [rSMEAS2D12]
12.1* |RV Long Length [RVIDLDD]
[RV Long Length] (A1 (3[RVIDLOR]
O0KK .
[N:96] (INA
Key: [*]= ltem s required
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sdGUIDEIT: M-MODE and DOPPLER MEASUREMENTS (MMDOP) [frMMDOP]

TAPSE
1|
RV TAPSE Entry [rSMMDOP1]
1.1%| TAPSE (em) [TAPSED]
[TAPSE] N:1] O TAPSERT
[so000000c.
N:96] CINA
| T1Jet Vel Sys Press TV.
2]
RA PA Sys Press Entry [rsMMDOP2]
2.1%| T1 et vel [PKTRVELD1

[Sys Press TV]

[T1 Jet Vel] [N:1] O [PKTRVELR]
[N:06] ONA
2.2%| Sys Press TV [RVSPD:

1
1) O IRVSPRI

[N:06] ONA
| Pk E Vel
s |
Mitral Valve: Peak E Vel Entry [rsMMDOP3]
3.1%|PKE Vel [PEAKED]
[Pk E Vel] N1 O [PEAKERT
[N:08] ONA
| Pk A Vel
a |
Mitral Valve: Peak A Vel Entry [rsSMMDOPA4]
417 |PkA Vel [PEAKAD]
[Pk A Vel ] 1] O [PEAKAR]
X0000000x
N:96] ONA
| Decel Time
s |
MV Decel Time Entry [rSMMDOP5]
5.1" | Decel Time mvoTD]
[Decel Time] N:1] O TMVDTRI
XXX
[n:96] ONA

Septal

6 |

Septal TDI é Entry [rsSMMDOP6]

6.1% | Septal TDI &

[SEPTDIPD]

[Septal TOI ] (1) O [SEPTDIRR]

[ioe ONA
I Tor i

7. |

LVOT Forward Flow Entry [rsMMDOP7]

77| tvor vt rviol

[LvoT Vi) te OITVIRY

[noe] ONA

Key: [*] = Item is required
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sdGUIDEIT: Tomtec (TOMTEC) [frTOMTEC]

Tomtec [frTOMTEC]

[Mid 4-Ch Long RV]

1.*| Apical a-ch Frame Rate [A4CFRD]
[Apical 4-Ch Frame Rate] [N:1] O [A4CFR]
0000000
[n:06] ONA
Apical 2-Ch Frame Rate [A2CFRD]
[Apical 2-Ch Frame Rate] N:1] O [AZCFR]
0000000
[n:06] ONA
3.*| Apical 3-Ch Frame Rate [ASCFRD]
[Apical 3-Ch Frame Rate] N:1] O [ASCFR]
0000000
[N:96] ONA
Global Longitudinal LV strain [StTOMTEC1]
4.*| Apical 4-Ch Global Long LV [A4CGLLVD]
[Apical 4-Ch Global Long LV] [N:1] ) [AGCGLLVR]
000000
[N:96] (INA
5.*| Apical 2-Ch Global Long LV [A2CGLLVD]
[Apical 2-Ch Global Long LV] [N:1] {3 FA2COLLVRI
X0000000K.
[N:96] CINA
Apical 3-Ch Global Long LV [ASCGLLVD]
[Apical 3-Ch Global Long LV] [N:1] {3 FASCOLLVRI
0000000
N:96] ONA
Longitudinal RV strain [StTOMTEC2]
7.*| Basal a-ch Long RV [B4LRVSD]
[Basal 4-Ch Long RV] N1 O[BALRVSR]
X0000000.
[N:96] (ONA
8.7 | Mid 4-Ch Long RV [MALRVSD]

N:1] ) [MALRVSR]
X000000K.

[N:96] (ONA

*| Apical 4-ch Long RV
[Apical 4-Ch Long RV]

©

[A4LRVSD]
IN:1] O [A4LRVSR]

X000000K.

[ Tomtec comments?]

[N:96] ONA
| Tomtec
10.]
Tomtec comments Entry [rsTOMTEC3]
10.1* | Tomtec comments? [TTCOMTND]

1
[N:1) O FTTCOMTNST
Yes

A200

m:01 ONo

Key: [*] = Item is required
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SAGUIDEIT: frSIGN (SIGN) [frSIGN]
frSIGN [frSIGN]

1.*| casebook Ready for Signature [PISIGN]
« | [Casebook Ready for Signature] N:1] [ Yes

Key: [*] = Item is required [ ¥ ] = Source verification required
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InForm Special Properties For Study Design: sdGUIDEIT

InForm Special Property Property Type | Data Object RefName | Data Object Path RefName

Screening Visit evSYSSCR evSYSSCR

Enroliment Visi eVSYSENR eVSYSENR

Screening Form frSYSSCRL eVSYSSCR.frSYSSCRL

Enroliment Form FENRSYS2 eVSYSENR fENRSYS2

Patient Identification Form frDEM VBLN.frDEM

Study Completion Form Unassigned Unassigned

Reg Docs Form Unassigned Unassigned

Visit Report Form Unassigned Unassigned

Initials (Screening) Item SUBJINIT €VSYSSCR.rSYSSCR1.SUBJINIT

DOB (Screening) Item Unassigned Unassigned

Screening date (Screening) tem Unassigned Unassigned

Patient No. (Enrolliment) tem suBJID eVBLN.frDEM.SUBJID

Initials (Patient Identification) tem Unassigned Unassigned

Completion status (Study Completion) | Item Unassigned Unassigned

Drop out reason (Study Completion) | Item Unassigned Unassigned

DOV (Date of Visit) tem EVALUDT eVBLNFU.rDOE.EVALUDT
€VWKS2FU.frDOE.EVALUDT
eVDCRIECHO. frDOE. EVALUDT
€VMON18FU.frDOE EVALUDT
€VWKS6FU.frDOE.EVALUDT
eVMON24FU.frDOE EVALUDT
VMON21FU. frDOE. EVALUDT
€VMON15FU.frDOE.EVALUDT
eVHOSP.frDOE.EVALUDT
eVMONSFU.frDOE.EVALUDT
eVMONGFU.fDOE.EVALUDT
eVMONFU.fDOE. EVALUDT
eVMON12FU.frDOE EVALUDT

Randomization field (Randomization) | Item Unassigned Unassigned
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