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Time and Events Schedule For Study: cabana_pivdevl

Assessment CRF Baseline | Month 3 [ Month 6 [ Month Month Month Month Month Month Month Month Month CAS Signature Conflict Month Month Month Month Month Month
(BASE) |(MTHO3) | (MTHO6) 12 18 24 30 36 42 48 54 60 (CAS)| Completion |(Conflict) 66 72 78 84 20 926
[s] [s] [S]1 |@TH12)|(MTH18) | (MTH24) [ (MTH30) | (MTH36) | (MTH42) | (MTH48) | (MTH54) | (MTH6E0) | [S] (SIGN) [U/R/D ] | (MTH66) | (MTH72) | (MTH78) | (MTH84) | (MTH90) | (MTH96)
[S] [S] [s] [S] [S] [S] [S] [s] [s] [S] [U/D] [U/D] [U/D] [U/D] [U/D] [U/D]
1 |Randomization and RND 1
Demographics
2_ Inclusion / Exclusion EXIN 2
3_ Subject Status STATUS 3 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1
4_ Subject Assessment at ASSESSBL 4
Baseline
5_ Medical History MDH 5
6_ Medication History MED 6
7_ Arrhythmia History ARH 7
8_ Laboratory Values LAB 8
9_ Subject Assessment at ASSESSFU 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2 2
Follow-up
10| Long-term Follow-up LNGTFU 3
Z EQ5D Questionnaire EQ5D 1-DF
E Transthoracic TTE 2-DF
Echocardiogram
E Transesophageal TEE 3-DF
Echocardiogram
14| CT or MRI Scan CTSCAN 4-DF
1_5 ECG Assessment ECG 5-DF
E Unscheduled 24 Hour Holter HOLT 6-DF
? Implantable Device DEVICE 7-DF
E Medication Log MEDLOG 8-DF
1_9 PVI Ablation 1 PVIABL1 9-DF
; PVI Ablation 2 PVIABL2 10-DF
Z PVI Ablation 3 PVIABL3 11-DF
Z Atrial Flutter Ablation FLUTR 12-DF
Z Hospitalization HOSP 13-DF
Z Extended Care EXTCARE 14-DF
E Lung (V/Q Scan) VQSCAN 15-DF
z CARDIOVERSION CVERSION 16-DF
; Bleeding BLEED 17-DF
28 | Neurological Event NEURO 18-DF
; Cardiac Arrest Survival CARREST 19-DF
30 | Death DEATH 20-DF
Z Adverse and Serious AESAE 21-DF
Adverse Event Details
; Study Completion COMPLT 22
; Signature Completion SIGN 1

Key: [S] = Scheduled Visit [O] = Optional Visit [D] = Dynamic Visit  [U] = Unscheduled Visit  [R] = Repeating Visit
C = Common Form DF = Dynamic Form  RF = Repeating Form
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\cabana_pivdevl : Trial Screening (SCR)

Page 3 of 164

1. | IVRS ID

Date of Birth

| ‘As ‘ (cabana_pivcdd:SCR.IVRSINTL)

‘Reqz / ‘Rqu / ‘Reqz (1909-1997) (cabana_pivedd:SCR.SCRDOB)

CDD: cabana_pivcdd Table: SCR  Key Type: PATIENTVISIT

Column Name

SCRDOB

Column Data Type
DATE - DDMONYYYY

Design Note

IVRSINTL

http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0

STRING(3) - A3
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\cabana_pivdevl : Enrollment (ENR)

Patient Number
| ‘ A10 ‘ (cabana_pivedd:ENR.SUBJID)

1. | Subject ID

Item Design Notes:

Item No. | Design Note

1. mapped from Enrollment form to Pl form

Table: ENR  Key Type: PATIENTVISIT
Design Note

CDD: cabana_pivcdd
Column Name Column Data Type
SuUBJID STRING(10) - A10
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cabana_pivdevl : Randomization and Demographics (RND)

Randomization Details

1. |Subject ID

2.*[IVRS ID

3. |Date of Birth

4. |Please Confirm Date of Birth

5. |Gender

6. |Please Confirm Gender

7.~ | Randomization Arm & Stratification

8.* | Randomization Arm & Stratification

9. |Date and time of randomization

10. | Eligibility Criteria

A10 (cabana_pivcdd:RAND.SUBJID)

A3/ (cabana_pivedd:RAND.IVRSID)

Req *| / |Req|v| / |Req *| (1909-1997) (cabana_pivcdd:RAND.DOBIXR)

(cabana_pivcdd:RAND.DOBCONF)
[1] C Confirmed correct

(cabana_pivcdd:RAND.GENDER)
[1] ©Male
[2] € Female

(cabana_pivcdd:RAND.GENDCONF)
[1] © Confirmed correct

(cabana_pivcdd:RAND.RNDARM)
[11 () Catheter ablation therapy

[21 () Drug therapy rate control
31 (0 Drug therapy rhythm control

(cabana_pivcdd:RAND.HRNDARM)
[11 () Catheter ablation therapy

21 () (cabana_pivcdd:RAND.HDRGTHER)
Drug Therapy
[1] Rate Control
[2] ©Rhythm Control

Req v | / |Req || / |Req *| (2009-2020) (cabana_pivcdd:RAND.RNDTMIXR)
Req|+| - |Req|¥| 24-hour clock

(cabana_pivcdd:RAND.ELIGIXR)

Has the subject satisfied all inclusion and exclusion criteria, as outlined and documented on the subject eligibility worksheet?
[o1 3 No

11 O Yes

* Item is not required

Item Design Notes:

Item No. | Design Note

1. mapped from Enroliment form to PI form

CDD: cabana_pivedd Table: RAND

Key Type: PATIENTVISIT

Column Name

Column Data Type

Design Note

HRNDARM NUMERIC
HDRGTHER NUMERIC

IVRSID STRING(3) - A3
GENDCONF NUMERIC
RNDTMIXR DATE - DDMONYYYY HHMM
DOBIXR DATE - DDMONYYYY
SUBJID STRING(10) - A10
GENDER NUMERIC
DOBCONF NUMERIC

RNDARM NUMERIC

ELIGIXR NUMERIC
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cabana_pivdevl : Inclusion / Exclusion (EXIN)
Qualifying Event Details
1. |Consent date and time Req v |/ |Req|~| / |Req|+| (2009-2020) (cabana_pivcdd:EXIN.CONSTDTM)
Req/Unk |+ Req/Unk % | 24-hour clock
Inclusion Criteria - All criteria must be checked "Yes" for subject to qualify for the study.
2. |Over the preceding 6 months have: (cabana_pivcdd:EXIN.INCAFEPS)
o1 (O No
a) >= 2 paroxysmal (electrocardiographic documentation of at least 1) AF episodes lasting >= 1 hour in duration: (that terminate spontaneously within 7 days or cardioversion is performed within 48h 1] O Yes
of AF onset)
or
b) electrocardiographic documentation of 1 persistent AF episode: (sustained for >= 7 days or cardioversion is performed more than 48h after AF onset)
or
c) electrocardiographic documentation of 1 longstanding persistent AF episode: (continuous AF of duration > 1 year)
3. | Warrant active therapy (within the past 3 months) beyond simple ongoing observation (cabana_pivcdd:EXIN.INCUATH)
o1 (O No
[1] OYes
4. |Eligible for catheter ablation and >= 2 sequential rhythm control and/or >= 3 rate control drugs (cabana_pivcdd:EXIN.INCUCATH)
[0] ©ONo
[1] OYes
5. [>=65 yrs of age, or <65 yrs with one or more of the following risk factors for stroke: (cabana_pivcdd:EXIN.INCUAGE)
. Hypertension, treated and/or defined as a BP >140/90 mmHg [o] ©ONo
. Diabetes, treated and/or defined as a fasting glucose >= 126 mg/dl 1] OvYes
. CHF(including systolic or diastolic heart failure)
. Prior stroke, TIA or systemic emboli, atherosclerotic vascular disease (previous MI, peripheral arterial disease or aortic plaque)
. LA size >5.0 cm (or volume index >= 40 cc/m2)
. EF =<35
Subjects < 65 yrs of age whose only risk factor is hypertension must have a second risk factor or LV hypertrophy to qualify
Exclusion Criteria, All criteria must be checked "No" for the subject to qualify for the study
6. [Lone AF in the absence of risk factors for stroke in subject <65 years of age (cabana_pivcdd:EXIN.EXCLAF)
[o] ©ONo
[1] OYes
7. |In the opinion of the managing clinician, subject should not yet receive any therapy for AF (cabana_pivedd:EXIN.EXCNOAF)
o1 () No
[1] OYes
8. |Failed >= 2 membrane active anti-arrhythmic drugs at a therapeutic dose due to inefficacy or side effects (cabana_pivcdd:EXIN.EXCARRHY)
o1 () No
[1] OYes
9.* | RETIRED: More than one week of amiodarone treatment in the past 3 months [hidden] [o1 (O No
[1] OYes
10. [ Experienced an efficacy failure of full dose amiodarone treatment >= 8 weeks duration at any time (cabana_pivcdd:EXIN.EXCEFAIL)
[0] ONo
[1] OYes
11. | Reversible causes of AF including thyroid disorders, acute alcohol intoxication, recent major surgical procedures, or trauma (cabana_pivcdd:EXIN.EXCTHRO)
o1 (O No
[1] OYes
12. | Recent cardiac events including MI, PCI, or valve or bypass surgery in the preceding 3 months (cabana_pivedd:EXIN.EXCMI)
o1 (O No
[1] OYes
13. [ Hypertrophic obstructive cardiomyopathy (outflow tract) (cabana_pivcdd:EXIN.EXCHYPER)
o1 () No
11 O Yes
14. [ Class IV angina or Class IV CHF (including past or planned heart transplantation) (cabana_pivcdd:EXIN.EXCANG)
o1 () No
[1] OYes
15. | Taking other mandated anti-arrhythmic drug therapy (i.e. VT, VF) (cabana_pivcdd:EXIN.EXCOTH)
[0] ©ONo
[1] OYes
16. | Heritable arrhythmias or increased risk for torsade de pointes with class I or 111 drugs (cabana_pivcdd:EXIN.EXCHERIT)
[o] ©ONo
[1] OYes
17. | Prior LA catheter ablation with the intention of treating AF (cabana_pivcdd:EXIN.EXCACATH)
[o] ©ONo
[1] OYes
18. | Prior surgical interventions for AF such as the MAZE procedure (cabana_pivedd:EXIN.EXCMAZE)
o1 () No
[1] OYes
19. [ Prior AV nodal ablation (cabana_pivcdd:EXIN.EXCMODAL)
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o1 (O No
[1] OYes

20. | Subject with other arrhythmias requiring ablative therapy (cabana_pivcdd:EXIN.EXCOTABL)
[0] ©ONo
[1] OYes

21. | Contraindication to appropriate anti-coagulation therapy (cabana_pivcdd:EXIN.EXCWARF)
o1 (O No
11 ) Yes

22. | Renal failure requiring dialysis (cabana_pivedd:EXIN.EXCRNFAL)
[o] ONo
[11 O Yes

23. | Medical conditions limiting expected survival to < 1 year (cabana_pivcdd:EXIN.EXCMDCON)
o1 () No
[1] OYes

24.| A woman of childbearing potential (unless post-menopausal or surgically sterile) (cabana_pivcdd:EXIN.EXCCHILD)
o1 () No
[1] OYes

25. | Participation in any other clinical mortality trial (cabana_pivcdd:EXIN.EXCOTMOR)
o1 (O No
[1] OYes

26. | Unable to give informed consent (cabana_pivcdd:EXIN.EXCINFRM)
[o] ©ONo
[1] OYes

* Item is not required

CDD: cabana_pivcdd Table: EXIN Key Type: PATIENTVISIT

Column Name Column Data Type Design Note

EXCRNFAL NUMERIC

EXCOTABL NUMERIC

CONSTDTM DATE - DDMONYYYY HHMM

EXCOTH NUMERIC

INCUCATH NUMERIC

EXCWARF NUMERIC

EXCCHILD NUMERIC

EXCOTMOR NUMERIC

EXCMI NUMERIC

EXCACATH NUMERIC

EXCHYPER NUMERIC

INCUAGE NUMERIC

EXCARRHY NUMERIC

EXCMAZE NUMERIC

EXCNOAF NUMERIC

INCAFEPS NUMERIC

EXCMDCON NUMERIC

EXCHERIT NUMERIC

EXCANG NUMERIC

EXCTHRO NUMERIC

EXCEFAIL NUMERIC

INCUATH NUMERIC

EXCMODAL NUMERIC

EXCLAF NUMERIC

EXCINFRM NUMERIC
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cabana_pivdevl : Subject Status (STATUS)
Subject Status

ALL FOLLOWING QUESTIONS IN THIS FORM PERTAIN TO SUBJECT STATUS SINCE LAST FOLLOW-UP VISIT

1. |Visit Date Req v / |Req[v] / |Req %] (2009-2020) (cabana_pivedd:STATUS.STVISDT)

2. |Visit Status (cabana_pivcdd:STATUS.STATUS)
[1] CBaseline Visit

[2] Follow-up Visit

3. |Was Visit Performed? (cabana_pivcdd:STATUS.STATVIST)
[1] < ves
(cabana_pivcdd:STATUS.STVISTYP)
[1] © Office / Clinic
[2] CPhone
[3] Medical record follow-up
o1 () (cabana_pivedd:STATUS.CONSTNO)
No

[1] © Alive but Missed Visit

Date of last contact

Reg/Unk || / |Req/Unk | / |NReq |+ (2009-2020) (cabana_pivedd:STATUS.MSDVTDT)
[21 () Dead (Complete AE and Death Form)

[3] © Lost to follow-up
Last known alive Date

NReq |+ / |NReq | / |[NReq|v| (2009-2020) (cabana_pivedd:STATUS.LOSTDT)
[4] () Change in Consent Status
Date consent status changed
NReq|~| / |NReq |+ | / |NReq |+ (2009-2020) (cabana_pivcdd:STATUS.WDCONDT)
(cabana_pivcdd:STATUS.STWDCONS)
[1] © Total consent withdrawn (enter reason below)
[21 () Partial withdrawn / medical record follow-up permitted (enter reason below)

4.” | For subject withdrawal: Withdrawal Reason

Pulldown List 1 |+ (cabana_pivcdd:STATUS.STWDRNX)
(cabana_pivcdd:STATUS.STWDREQL)

EQOL follow-up

[1] ©Allowed

[2] ©Not allowed

Major Endpoint Met -The response to the questions below will trigger the remaining pages needed to complete this visit. Please complete the pages in the CAS visit.

5. |Has the subject met any of these end points since last study follow-up visit? (cabana_pivcdd:STATUS.ENDPTMET)

[21 () Baseline visit (does not apply)

[o1 ) No

[1] © Yes, Check all that apply
(cabana_pivcdd:STATUS.ENDPBLD)
[1] []Bleeding
(cabana_pivcdd:STATUS.ENDPNEV)
[1] [INeurological Event
(cabana_pivedd:STATUS.ENDPCAR)
[1] [JCardiac Arrest
(cabana_pivcdd:STATUS.ENDPCV)
[1] [JCV Hospitalization

T

=

e response to the questions below will trigger the remaining pages needed to complete this visit. Please complete the pages in the CAS visit.

6. |Were any ECGs performed? (cabana_pivcdd:STATUS.ECG)
[o1 () No
[1] O Yes (please complete ECG form)

7. | Were any Non-CABANA Box 24 Hour Holter monitorings done? (cabana_pivcdd:STATUS . HOLTER)
[0] &No
[1] ©Yes (please complete HOLT form)

8. |Were any implantable devices implanted or interrogations performed? (cabana_pivcdd:STATUS.IMPLAN)
[o] No
[11 () Yes (please complete DEVICE form)

9. |Were any echocardiograms performed? (cabana_pivedd:STATUS.ECHO)
[o] 3No
[1] © Yes, check all that apply
(cabana_pivcdd:STATUS.ECHOTTE)
[1] []Transthoracic Echocardiogram (please complete TTE form)
(cabana_pivcdd:STATUS.ECHOTEE)
[1] [JTransesophageal Echocardiogram (please complete TEE form)

10. | Were any CTs or MRIs performed? (cabana_pivcdd:STATUS.CTSCAN)
[o1 ) No
[1] ©Yes (please complete CTSCAN form)
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11. | Were there any V/Q Scans performed? (cabana_pivcdd:STATUS.VQSCAN)
[o1 ) No
[1] () Yes (please complete VQSCAN form)
12. [ Did the subject complete the EQ5D Questionnaire? (cabana_pivcdd:STATUS.EQ5D)
[0] &No
[1] © Yes (please complete EQSD form)
13. | Has a CABANA related medication been started, changed, continued or stopped? (cabana_pivcdd:STATUS.MEDCHNG)
[o1 ) No
[11 {1 Yes (please complete MEDLOG form)
14. | Has the subject had any ablations? (cabana_pivcdd:STATUS.ABLATION)
[0] & No
[1] © Yes, check all that apply
(cabana_pivedd:STATUS.ABLATPVI)
[1] [JPulmonary Vein Isolation (please complete PVI Ablation forms)
(cabana_pivcdd:STATUS.ABLATIAF)
[1] []!solated Atrial Flutter (please complete Flutter form)
(cabana_pivcdd:STATUS.ABLANODE)
[1] [JAV Node Ablation
15. | Has the subject been Hospitalized or admitted to an Extended Care facility? (cabana_pivedd:STATUS.HOSPYES)
[0] &No
[1] © Yes, check all that apply
(cabana_pivedd:STATUS.HOSPAC)
[1] [JHospitalized (please complete Hospitalization form)
(cabana_pivedd:STATUS.HOSPNA)
[2] []Extended Care facility (please complete Extended care form)
16. | Were any Cardioversions (DC or Pharmacologic) performed? (Post Randomization) (cabana_pivcdd:STATUS.CRDV)
[o1 ) No
[1] ©Yes (please complete CVERSION form)
17. |Has the subject experienced any Adverse Events? (cabana_pivcdd:STATUS.AESAE)
[0] &No
[1] © Yes (please complete AESAE form)
18. | Is the subject using CABANA BOX? (cabana_pivcdd:STATUS.STCABOX)
[0] &No
[1] CYes
19. | Has the subject received assigned treatment? (cabana_pivedd:STATUS.FTREATDLY)
[1] ©Yes
o1 () No
Reason
Pulldown List 2 |+ | (cabana_pivcdd:STATUS.FTRETDL5)
* Item is not required
Pulldown List 1:
RefName Display Text Value | Design Note
ieSTWDRNX_10 Alternative Treatment (Patient Preference) 10
ieSTWDRNX_11 Blood clot related issues 11
ieSTWDRNX_01 CABANA Box 1
ieSTWDRNX_12 Change in medical care provider 12
ieSTWDRNX_13 Concurrent lliness 13
ieSTWDRNX_14 Conflict with site personnel or institution 14
ieSTWDRNX_15_Fix_15 | Decision influenced by third party other than family and insurance 15
ieSTWDRNX_16 Family issues 16
ieSTWDRNX_02 Insurance Issue (Commercial and Government provider) 2
ieSTWDRNX_17 Insurance Issue - Commercial provider 17
ieSTWDRNX_18 Insurance Issue - Government provider 18
ieSTWDRNX_03 Investigator Decision 3
ieSTWDRNX_19 Lack of Transportation 19
ieSTWDRNX_04 Logistical issues 4
ieSTWDRNX_20 Maze Procedure 20
ieSTWDRNX_21 New contraindication discovered 21
ieSTWDRNX_22 Patient changed their mind 22
ieSTWDRNX_05 Patient disagrees with randomization assignment 5
ieSTWDRNX_23 Patient discouraged 23
ieSTWDRNX_24 Patient feels better 24
T
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ieSTWDRNX_06 Patient Misinformed 6
ieSTWDRNX_07 Patient Overwhelmed 7
ieSTWDRNX_26 Personal finances 26
ieSTWDRNX_27 Relocating from Area 27
ieSTWDRNX_08 Surgery 8
ieSTWDRNX_09 Terminal lliness 9
Pulldown List 2:

RefName Display Text Value | Design Note
ieSTWDRNX_10 Alternative Treatment (Patient Preference) 10
ieSTWDRNX_11 Blood clot related issues 11
ieSTWDRNX_01 CABANA Box 1
ieSTWDRNX_12 Change in medical care provider 12
ieSTWDRNX_13 Concurrent lliness 13
ieSTWDRNX_14 Conflict with site personnel or institution 14
ieSTWDRNX_15_Fix_15 | Decision influenced by third party other than family and insurance 15
ieSTWDRNX_16 Family issues 16
ieSTWDRNX_02 Insurance Issue (Commercial and Government provider) 2
ieSTWDRNX_17 Insurance Issue - Commercial provider 17
ieSTWDRNX_18 Insurance Issue - Government provider 18
ieSTWDRNX_03 Investigator Decision 3
ieSTWDRNX_19 Lack of Transportation 19
ieSTWDRNX_04 Logistical issues 4
ieSTWDRNX_20 Maze Procedure 20
ieSTWDRNX_21 New contraindication discovered 21
ieSTWDRNX_22 Patient changed their mind 22
ieSTWDRNX_05 Patient disagrees with randomization assignment 5
ieSTWDRNX_23 Patient discouraged 23
ieSTWDRNX_24 Patient feels better 24
ieSTWDRNX_06 Patient Misinformed 6
ieSTWDRNX_07 Patient Overwhelmed 7
ieSTWDRNX_26 Personal finances 26
ieSTWDRNX_27 Relocating from Area 27
ieSTWDRNX_08 Surgery 8
ieSTWDRNX_09 Terminal lliness 9

CDD: cabana_pivcdd

Table: STATUS  Key Type: PATIENTVISIT

Column Name [ Column Data Type

HOLTER NUMERIC

MSDVTDT DATE - DDMONYYYY

ENDPBLD NUMERIC

ECHO NUMERIC

STWDREQL NUMERIC

ABLANODE NUMERIC

ECHOTTE NUMERIC

ABLATPVI NUMERIC

MEDCHNG NUMERIC

STATVIST NUMERIC

FTRETDLS NUMERIC - 10, 11, 1, 12, 13, 14, 15, 16, 2, 17, 18, 3, 19, 4, 20, 21, 22, 5, 23, 24, 6, 7, 26, 27, 8, 9
STCABOX NUMERIC

HOSPYES NUMERIC

AESAE NUMERIC

STWDRNX NUMERIC - 10, 11, 1, 12, 13, 14, 15, 16, 2, 17, 18, 3, 19, 4, 20, 21, 22, 5, 23, 24, 6, 7, 26, 27, 8,9
CTSCAN NUMERIC

ABLATION NUMERIC

HOSPAC NUMERIC

Design Note
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ENDPCV NUMERIC
ENDPCAR NUMERIC
LOSTDT DATE - DDMONYYYY
ENDPTMET NUMERIC
HOSPNA NUMERIC
EQ5D NUMERIC
WDCONDT DATE - DDMONYYYY
FTREATDLY NUMERIC
STVISTYP NUMERIC
STWDCONS NUMERIC
VQSCAN NUMERIC
STATUS NUMERIC
ECHOTEE NUMERIC
STVISDT DATE - DDMONYYYY
ECG NUMERIC
IMPLAN NUMERIC
CRDV NUMERIC
ABLATIAF NUMERIC
ENDPNEV NUMERIC
CONSTNO NUMERIC
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cabana_pivdevl : Subject Assessment at Baseline (ASSESSBL)

Demographics

1.

Ethnicity

Race

(cabana_pivcdd:ASSESSBL.ETHNICTY)
[1] © Not Hispanic nor Latino or Latina Origin

21 (7 (cabana_pivedd:ASSESSBL.ETHHLLO)
Hispanic, Latino, or Latina Origin
[1] © Brazilian
[2] Cuban
[3] O Mexican
[4] O Puerto Rican
[98] C Other, Specify | A30 (cabana_pivedd:ASSESSBL.ETHHLLOO)

Check all that apply
(cabana_pivcdd:ASSESSBL.RACEAIAN)
[1] [[JAmerican Indian/ Alaska Native
(cabana_pivcdd:ASSESSBL.RACEASIA)
[1] [Asian
(cabana_pivcdd:ASSESSBL.RACENHOP)
[1]1 D Native Hawaiian or Other Pacific Islander
(cabana_pivcdd:ASSESSBL.RACEBAA)
[1] [[Black or African American
(cabana_pivcdd:ASSESSBL.RACEWHIT)
[1]1 [JWhite

Physical Examination at the time of enrollment

Date
Weight
Height

Blood pressure

Pulse

Req|¥| / |Req ¥| / |Req|v| (2009-2020) (cabana_pivcdd:ASSESSBL.BPEXDT)

XXXXXXXX. | Kg (cabana_pivcdd:ASSESSBL.BWEIGHT)

xxxxxxxx. | cm (cabana_pivedd:ASSESSBL.BHEIGHT)

xxx|/ (cabana_pivcdd:ASSESSBL.BBPSYS) xxx | mmHg (cabana_pivcdd:ASSESSBL.BBPDIAS)
Systolic / Diastolic

xxx | bpm (cabana_pivedd:ASSESSBL.BPULSE)

Canadian Cardiovascular Society (CCS) Severity of Atrial Fibrillation (SAF)

8.

Indicate the subject's current CCS severity of atrial fibrillation

(cabana_pivcdd:ASSESSBL.BCCSCLAS)

[01 () Class 0 - Asymptomatic with respect to AF

[1] (O Class 1 - Symptoms have a minimal effect - minimal and /or infrequent symptoms, or single episode of AF without syncope or heart
failure

[21 () Class 2 - Symptoms have a minor effect - mild awareness of symptoms in subjects with persistent/permanent AF, or rare episodes (<
few per year) in subjects with paroxysmal or intermittent AF

31 () Class 3 - Symptoms have a moderate effect - moderate awareness of symptoms on most days in subjects with persistent/permanent
AF, or more common episodes (> every few months) or more severe symptoms, or both, in subjects with paroxysmal or intermittent
AF

[4] Class 4 - Symptoms have a severe effect - unpleasant symptoms in subjects w/ persistent/paroxysmal AF and/or frequent & highly
symptomatic episodes in subjects w/ paroxysmal or intermittent AF and/or syncope due to AF and/or CHF due to AF

NYHA CHF Class

9. Indicate the subject's current NYHA CHF Class (cabana_pivcdd:ASSESSBL.BNYHCLAS)
[0] ©No CHF
[1] ({1 - Subjects are without resulting limitation of physical activity. Ordinary physical activity does not cause undue fatigue or dyspnea.
[21 (311 - Subjects are comfortable at rest. Ordinary physical activity causes fatigue or dyspnea with slight limitation of physical activity.
[3] (11 - Subjects are comfortable at rest. Less than ordinary physical activity causes fatigue or dyspnea with marked limitation of
physical activity.
[41 () 1V - Symptoms of heart failure may be present even at rest. If any physical activity is undertaken, symptoms are increased, resulting
in inability to carry on physical activity without discomfort.
CHF, CT/MRI & Drug Treatment Start Date
10.” | If the subject has class I-1V Heart Failure indicated above; in the judgment of the treating physician, is the Heart Failure due to being in (cabana_pivcdd:ASSESSBL.CHFNYHBL)
Atrial Fibrillation? (Applicable if reported NYHA CHF class I, I, IlI, or 1V) [1] ) Yes
[o1 3 No
11. |Is the Subject participating in CT/MRI substudy? (cabana_pivcdd:ASSESSBL.PARCTMRI)
[0] &No
[1] CYes
12. |Provide drug name and Treatment Start Date for subjects randomized to Drug Therapy

(cabana_pivcdd:ASSESSBL.TREATST)
[1]1 © |Rreq|+| 7 |Req|v] / |Req v (2009-2020) Drug Therapy Initiation Date (cabana_pivcdd:ASSESSBL.TREATSTDT)

(cabana_pivcdd:ASSESSBL. TRTMED1)
[1] ©|Pulldown List 1|+ | (cabana_pivedd: ASSESSBL. TREATMED)

[981 () Other, Specify (cabana_pivcdd:ASSESSBL.TREATOTH)
A30

[97] (& Not Applicable

13.

*| Has the subject been hospitalized in order to receive intial Randomized Treatment

(cabana_pivedd:ASSESSBL.INITREBL)
[01 © No
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(cabana_pivedd:ASSESSBL.ININO)
1] (0 Subject randomized to drug therapy that did not require a hospitalization to initiate therpy
31 () Subject randomized to ablation therapy but did not receive an ablation
[1] CYes
* Item is not required
Pulldown List 1:
RefName Display Text Value | Design Note
ieFUMEDO2 Acebutolol (Sectral) -Rate Control - Beta Blocker 2
ieFUMEDO4 Amiodarone (Cordarone, Pacerone) - Antiarrhythmics 4
ieFUMEDO6 Atenolol (Tenormin) - Rate Control- Beta BLocker 6
ieFUMEDO7 Bisoprolol (Monocor) - Rate Control - Beta Blocker 7
ieFUMEDO8 Carvedilol (Coreg) - Rate Control - Beta Blocker 8
ieFUMED10 Digoxin (Lanoxin) - Rate Control 10
ieFUMED11 Diltiazem (Cardiazem, Dilacor) - Rate Control - Calcium Blocker 11
ieFUMED13 Dofetilide (Tikosyn) - Antiarrhythmics 13
ieFUMED14 Dronedarone (Multaq) - Antiarrhythmics 14
ieFUMED17 Flecainide (Tambocor) - Antiarrhythmics 17
ieFUMED18 Metoprolol (Toprol) - Rate Control - Beta Blocker 18
ieFUMED19 Nebivolol (Bystolic) - Rate Control - Beta Blocker 19
ieFUMED39_MTP17 | Pilsicainide - Antiarrhythmics 39
ieFUMED20 Propafenone (Rythmol) - Antiarrhythmics 20
ieFUMED21 Propanolol (Inderal) - Rate Control - Beta Blocker 21
ieFUMED22 Quinidine (Quinaglute, Quinidex) - Antiarrhythmics 22
ieFUMED23 Sotalol (Betapace) - Antiarrhythmics 23
ieFUMED26 Verapamil (Calan, Isopotin, Verelan) - Rate Control - Calcium Blocker 26
CDD: cabana_pivcdd Table: ASSESSBL  Key Type: PATIENTVISIT
Column Name | Column Data Type Design Note
RACEASIA NUMERIC
TRTMED1 NUMERIC
ETHNICTY NUMERIC
BWEIGHT FLOAT - F9.0
TREATSTDT DATE - DDMONYYYY
BNYHCLAS NUMERIC
RACENHOP NUMERIC
BPULSE NUMERIC - N3
BBPDIAS NUMERIC - N3
TREATST NUMERIC
BCCSCLAS NUMERIC
RACEAIAN NUMERIC
PARCTMRI NUMERIC
ETHHLLOO STRING(30) - A30
BHEIGHT FLOAT - F9.0
BBPSYS NUMERIC - N3
TREATOTH STRING(30) - A30
TREATMED NUMERIC - 2, 4, 6, 7, 8, 10, 11, 13, 14, 17, 18, 19, 39, 20, 21, 22, 23, 26
RACEWHIT NUMERIC
INITREBL NUMERIC
ETHHLLO NUMERIC
BPEXDT DATE - DDMONYYYY
CHFNYHBL NUMERIC
RACEBAA NUMERIC
ININO NUMERIC
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cabana_pivdevl : Medical History (MDH)

Indicate if the subject has a history of any of the following:

Medical History

1.

10.

Hypertension (>140/90 mmHG)

Diabetes (Fasting Glucose >= 126 mg/dl)

CVA (prior)

TIA (prior)

Coronary artery disease

Valve Disease (Stenosis or Insufficiency)

Cardiomyopathy

Congestive heart failure

Implanted device

Thromboembolic events (peripheral)

(cabana_pivcdd:MDH.MDHO1)
o] ) No
[1] Oes

(cabana_pivcdd:MDH.MDHO02)
[0] ©&No
[1] Oves

(cabana_pivcdd:MDH.MDHCVA)
o1 () No
[1] CYes

(cabana_pivcdd:MDH.MDHTIA)
[0] ©&No
[1] Qves

(cabana_pivcdd:MDH.MDHO5)

o1 (O)No

[1] © Yes (Check all that apply)
(cabana_pivedd:MDH.MDHMI)

[1] []Myocardial Infarction (MI)
Date of most recent MI

‘Req/UnkE / ‘Req/UnkE / ‘Reqz| (1950-2017) (cabana_pivcdd:MDH.MDHMIDT)

(cabana_pivcdd:MDH.MDHCA)
[1] []Coronary Artery Bypass Graft (CABG)
Date of most recent CABG

‘Req/UnkE / ‘Req/UnkE / ‘Reqz (1950-2017) (cabana_pivedd:MDH.MDHCADT)

(cabana_pivcdd:MDH.MDHPI)
[1] []Percutaneous Intervention (PCI)
Date of most recent PCI

|Reqsunk v / |Reqsunk[+] 7 |Req v (1950-2017) (cabana_pivedd:MDH.MDHPIDT)

(cabana_pivcdd:MDH.MDHPD)
[1] [T]Previously Diagnosed
Date

‘Req/unkz / ‘Req/unkz / ‘Reqz (1950-2017) (cabana_pivedd:MDH.MDHPDDT)

(cabana_pivcdd:MDH.MDHO06)
[0] ©&No
[1] O (cabana_pivcdd:MDH.SURGICAL)
Yes
Has there been surgical correction/percutaneous intervention?

o] () No
[11 ) Yes

(cabana_pivedd:MDH.MDHO7)
o1 ()No
[1] © Yes
(cabana_pivcdd:MDH.CARD)
[11 (O Hypertrophic (Obstructive , >= 30 mmHg gradient excluded)
[2] O Dilated
[3] O Restrictive
[4] O Tachycardia Induced

(cabana_pivcdd:MDH.MDHO08)
[o] ©&No
[1] Oes

(cabana_pivcdd:MDH.MHIMPDEV)

[0] &No

[1] © Yes, check all that apply
(cabana_pivcdd:MDH.IMPILR)
[1] JILR
(cabana_pivcdd:MDH.IMPAAD)
[1] [JAtrial - ATP Defibrillator

(cabana_pivcdd:MDH.IMPSCP)
[1] []Single Chamber Pacemaker

(cabana_pivcdd:MDH.IMPDCP)
[1] []Dual Chamber Pacemaker

(cabana_pivcdd:MDH.IMPBCRTP)
[1] []Biventricular or CRT Pacemaker

(cabana_pivcdd:MDH.IMPICD)
[1] []IcD

(cabana_pivcdd:MDH.MDH10)
o] ) No
[1] Oes
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11. | Chronic lung disease (cabana_pivcdd:MDH.MDH11)
[0] ONo
[1] Oves
12. [Renal disease (current or anticipated dialysis) (cabana_pivcdd:MDH.MDH12)
[0] ©&No
[1] Oves
13. | Thyroid disease (cabana_pivcdd:MDH.MDH13)
o1 3 No
1] (1 Yes
14. | Cancer within the last 5 years (cabana_pivedd:MDH.MDH14)
[o] ©&No
11 yYes
15. | Hypercholesterolemia (cabana_pivcdd:MDH.MDH15)
[0] ONo
[11 O Yes
16. | Sleep apnea (cabana_pivcdd:MDH.MDH16)
o] (3 No
[1] O Yes
(cabana_pivcdd:MDH.MDH16a)
11 (0) Diagnosed (not treated)
[2] O Treated
17. | Esophageal disease (i.e. reflux, GERD) (cabana_pivedd:MDH.MDH17)
[0] ©&No
11 yYes
18. | Family history of atrial fibrillation (first degree relative) (cabana_pivcdd:MDH.MDH18)
[0] ONo
[11 O Yes
19. | Cigarette smoking (cabana_pivcdd:MDH.MDH19)
[1] ©Current
[2] O Past
[3] & Never
20. | Alcohol (cabana_pivcdd:MDH.MDH20)
[1] O Current
[2] CPast
[3] & Never
CDD: cabana_pivcdd Table: MDH  Key Type: PATIENTVISIT
Column Name Column Data Type Design Note
MDH17 NUMERIC
MDHO02 NUMERIC
IMPDCP NUMERIC
IMPSCP NUMERIC
MDH16 NUMERIC
MDHPI NUMERIC
MDHPD NUMERIC
MDHPDDT DATE - DDMONYYYY
MDHMI NUMERIC
MDH13 NUMERIC
MDH16a NUMERIC
MDH14 NUMERIC
MDHO7 NUMERIC
MDHTIA NUMERIC
MDHO08 NUMERIC
MHIMPDEV NUMERIC
IMPAAD NUMERIC
MDH12 NUMERIC
MDH18 NUMERIC
MDH20 NUMERIC
MDH10 NUMERIC
MDHMIDT DATE - DDMONYYYY
CARD NUMERIC
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MDH15 NUMERIC
SURGICAL NUMERIC
IMPBCRTP NUMERIC
IMPICD NUMERIC
MDHPIDT DATE - DDMONYYYY
MDHO06 NUMERIC
MDHCA NUMERIC
MDHO1 NUMERIC
MDH11 NUMERIC
IMPILR NUMERIC
MDHCADT DATE - DDMONYYYY
MDHCVA NUMERIC
MDH19 NUMERIC
MDHO05 NUMERIC
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cabana_pivdevl : Medication History (MED)
1. Beta Blockers (cabana_pivedd:MED.MHXBB)

[3] OCurrent 2] (Past  [1] (Never [g9] (yUnknown
2. | calcium Blockers (cabana_pivcdd:MED.MHXCAB)

[3] &Current 2] (HPast  [1] (3Never [g9] (xUnknown
3. Digoxin (Lanoxin) (cabana_pivcdd:MED.MHXDIG)

[3] OCurrent 2] (OPast  [1] (ONever [99] (&yUnknown
Antiarrhythmics
4. Amiodarone (Cordarone, Pacerone) (cabana_pivcdd:MED.MHXAMIO)

[3] O Current

Pulldown List 1 |+ (cabana_pivcdd:MED.AMIO)

[2] O Past

[1] © Never

[99] (Unknown
5. Azimilide (cabana_pivcdd:MED.MHXAZIM)

[3] OCurrent 2] (OPast  [1] (ONever [99] (&yUnknown
6. Disopyramide (Norpace) (cabana_pivcdd:MED.MHXDISO)

[3] OCurrent 2] (Past 1] (DNever [gg] (iUnknown
7. Dofetilide (Tikosyn) (cabana_pivcdd:MED.MHXDOF)

[3] &Current 2] (Past  [1] (3Never [gg9] (ZUnknown
8. Doronedarone (Multaq) (cabana_pivedd:MED.MHXMTQ)

[3] &Current 2] (3Past  [1] (3Never [gg] (ZrUnknown
9. |Flecainide (Tambocor) (cabana_pivcdd:MED.MHXFLEX)

[3] &Current 2] (HPast  [1] (3Never [gg9] (yUnknown
10. |Moricizine (Ethmozine) (cabana_pivcdd:MED.MHXMOR)

[3] ©Current 2] (Past  [1] (INever [99] (&Unknown
11. |Procainamide (Procan SR) (cabana_pivcdd:MED.MHXPROC)

[3] OCurrent 2] (OPast  [1] (ONever [99] (&yUnknown
12. |Propafenone (Rythmol) (cabana_pivcdd:MED.MHXPROP)

[3] OCurrent 2] (Past 1] (DNever [gg] (iUnknown
13. |Quinidine (Quinaglute, Quinidex) (cabana_pivcdd :MED.MHXQUIN)

[3] &Current 2] (Past  [1] (3Never [gg] (ZrUnknown
14. |Sotalol (Betapace) (cabana_pivedd:MED.MHXSOT)

[3] &Current 2] (3Past  [1] (3Never [gg9] (ZrUnknown
15.% | Other: Specify A40 (cabana_pivcdd:MED.AAOTHSPY)

(cabana_pivcdd:MED.MHXAAOTH)

[3] O Current

[2] O Past
Anticoagulation
16. |Acetylsalicylic Acid, Aspirin (ASA) (cabana_pivcdd:MED.MHXASA)

[3] &Current 2] (HPast  [1] (3Never [gg9] (xUnknown
17. |Clopidogrel Antiplatelet Agents (Plavix) (cabana_pivcdd:MED.MHXCAA)

[3] OCurrent 2] (OPast  [1] (ONever [99] (yUnknown
18. |Dabigatran (Pradaxa) (cabana_pivcdd:MED.MHXPRX)

[3] ©Current 2] (OPast 1] (ONever [gg9] () Unknown
19. |Direct Thrombin Inhibitor (cabana_pivcdd:MED.MHXDTI)

[3] OCurrent 2] (Past 1] (DNever [gg9] (iUnknown
20. |Factor Xa Inhibitor (cabana_pivedd:MED.MHXFXI)

[3] &Current 2] (3Past  [1] (3Never [gg9] (ZrUnknown
21. |Prasugrel (Effient) (cabana_pivedd:MED.MHXPRA)

[3] OCurrent 2] (Past  [1] (Never [gg9] (yUnknown
22. | Warfarin (Coumadin) (cabana_pivcdd:MED.MHXWARF)

[3] &Current 2] (HPast  [1] (3Never [g9] (yUnknown
23.” | Other: Specify A40 (cabana_pivcdd:MED.AGOTHSPY)

(cabana_pivcdd:MED.MHXAGOTH)

[3] ©-Current

[2] O Past
Other Drug
24. | Angiotension Converting Enzyme Inhibitor (ACE) (cabana_pivcdd:MED.MHXAI)

[3] OCurrent 2] (OPast  [1] (ONever [99] (&yUnknown
25. | Angiotension Receptor Blocker (cabana_pivcdd:MED.MHXARB)
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[3] ©Current 2] (OPast 1] (ONever [gg9] () Unknown
26. |Eplerenone [Inspra] - Aldosterone antagonist (cabana_pivcdd:MED.MHXEPL)
[3] OCurrent 2] (Past 1] (DNever [gg] (iUnknown
; Fish Oil / Omega 3 Fatty Acid (cabana_pivedd:MED.MHXFISH)
[3] &Current 2] (3Past  [1] (3Never [gg9] (ZrUnknown
? Insulin (cabana_pivedd:MED.MHXINSLN)
31 () Current [21 () Past [11 () Never [99] (Unknown
"20. |oral Hypoglycemic Agents (EG) (cabana_pivcdd:MED.MHXOHAEG)
31 () Current [21 () Past [11 () Never [99] (yUnknown
? Spironolactone [Aldactone] (cabana_pivcdd:MED.MHXSPIR)
[3] OCurrent 2] (OPast  [1] (ONever [99] (&yUnknown
? Statin (cabana_pivcdd:MED.MHXSTAT)
[3] ©Current 2] (OPast 1] (ONever [gg9] () Unknown
* Item is not required
Pulldown List 1:
RefName | Display Text Value | Design Note
ieAMIO1 | Received more than one week of Amiodarone therapy in the past 3 months 1
ieAMIO2 |Experienced recurrent Atrial Fibrillation despite >=12 weeks of Amiodarone therapy 2
ieAMIO3 | Neither (Subject has not failed Amiodarone for efficacy and has not received Amiodarone (>one week) in the past 3 months) 3
CDD: cabana_pivcdd Table: MED Key Type: PATIENTVISIT
Column Name Column Data Type Design Note
MHXEPL NUMERIC
MHXSTAT NUMERIC
MHXDOF NUMERIC
MHXAI NUMERIC
MHXAGOTH NUMERIC
MHXCAA NUMERIC
MHXAMIO NUMERIC
MHXOHAEG NUMERIC
MHXMTQ NUMERIC
MHXFLEX NUMERIC
AAOTHSPY STRING(40) - A40
MHXCAB NUMERIC
MHXAZIM NUMERIC
MHXQUIN NUMERIC
MHXDTI NUMERIC
MHXMOR NUMERIC
MHXDIG NUMERIC
MHXPRA NUMERIC
MHXBB NUMERIC
MHXPROP NUMERIC
MHXDISO NUMERIC
AMIO NUMERIC - 1, 2, 3
MHXPRX NUMERIC
MHXWARF NUMERIC
AGOTHSPY STRING(40) - A40
MHXSPIR NUMERIC
MHXASA NUMERIC
MHXAAOTH NUMERIC
MHXPROC NUMERIC
MHXFISH NUMERIC
MHXSOT NUMERIC
MHXINSLN NUMERIC
MHXFXI1 NUMERIC
MHXARB NUMERIC
CABANA_PIV Production eCRF _ Release 7.0 _ 28-Jul-2017
http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0 7128/2017


http://im46ad01.dcri.int/cabana_pivdev1/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdev1&SP=&AS=59391&CP=65535&FP=0&RSV=0

Annotated Trial Design Page 19 of 164

CABANA_PIV Production eCRF _ Release 7.0 _ 28-Jul-2017

http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0 7/128/2017


http://im46ad01.dcri.int/cabana_pivdev1/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdev1&SP=&AS=59391&CP=65535&FP=0&RSV=0

Annotated Trial Design

Page 20 of 164

cabana_pivdevl : Arrhythmia History (ARH)

Atrial Fibrillation

1.

Atrial Fibrillation Type at Enrollment (within past 6 months)

Date of first documented episode of Atrial Fibrillation

Date of DOCUMENTED qualifying episode # 1

(cabana_pivcdd:ARH.ARHTYPE)

[1] © (cabana_pivcdd:ARH.ARHTYPLS)
Paroxysmal AF: Recurrent atrial fibrillation (>= 2 episodes) that terminates spontaneously within 7 days or
Cardioversion less than or equal to 48 hours after onset of AF episode

o1 ) No
[1] CYes
21 () (cabana_pivedd:ARH.ARHTYPGR)

Persistent AF: Atrial fibrillation which is sustained beyond 7 days, or lasting less than 7 days but necessitating pharmacologic or electrical cardioversion
Cardioversion greater than 48 hours after onset of AF episode

[o1 ) No
11 O Yes

[3] (O Longstanding Persistent AF: Continuous atrial fibrillation of greater than one-year duration

‘Reqz / ‘Reqz (1950-2020) (cabana_pivcdd:ARH.ARHODT)

|Reasunk ] / |Rea/unk ¥ / |Rea/Unk v (2009-2020) (cabana_pivedd:ARH.ARHEP1DT)
(cabana_pivcdd:ARH.ARHECG1)

Documentation (check all that apply):

[1] [lEce

(cabana_pivcdd:ARH.ARHHOL1)
[1] [JHolter/ Auto detect fulldisclosure

(cabana_pivcdd:ARH.ARHTTM1)

[1] []TT™ (Transtelephonic Monitor)/ Event Recorder
(cabana_pivcdd:ARH.ARHSYM1)

[1] []Symptoms

(cabana_pivedd:ARH.ARHDVC1)

[1] [[]Device Interrogation Documenting AFib

(cabana_pivcdd:ARH.ARH1DUR)
Duration of episode:
[1] O‘Pulldown List 1 |+| Hours (cabana_pivcdd:ARH.ARH1DUR1)
[21 O‘Pulldown List 2 |+| Days (cabana_pivcdd:ARH.ARH1DUR2)
[3]1 | Pulldown List 3 |+| Weeks (cabana_pivcdd:ARH.ARH1DUR3)
[4]1 (| Pulldown List 4 |++| Months (cabana_pivcdd:ARH.ARH1DUR4)
(cabana_pivcdd:ARH.ARHTER1)
Was episode terminated?
o1 () (cabana_pivcdd:ARH.ARHTER1A)

No

[1] O Cardioversion failed

[2] (O Cardioversion not attempted
[1] © (cabana_pivcdd:ARH.ARHTER1B)

Yes

[1] O Spontaneous

[21 (C)One Dose Pharmacologic Cardioversion
[31 (O with ongoing AF drug therapy

[4] O Direct Current cardioversion

Date of qualifying episode # 2: (Only Required for Paroxysmal AF) ‘Req/unkz / ‘Req/unkz / ‘Req/unkz (2009-2020) (cabana_pivedd:ARH.ARHEP2DT)

(cabana_pivcdd:ARH.ARHECG2)
Documentation (check all that apply):
[1] CJEce
(cabana_pivedd:ARH.ARHHOL2)

[1] [JHolter
(cabana_pivcdd:ARH.ARHTTM2)

[1] OT™™
(cabana_pivcdd:ARH.ARHSYM2)

[1] [JSymptoms
(cabana_pivcdd:ARH.ARHDVC2)

[1] [JDevice Interrogation Documenting AFib

(cabana_pivcdd:ARH.ARH2DUR)
Duration of episode:
11 O‘Pu"down List 5 [v| Hours (cabana_pivcdd:ARH.ARH2DUR1)
[2]1 O‘Pulldown List 6 |+ Days (cabana_pivcdd:ARH.ARH2DUR2)
[3] ©|Pulidown List 7 || Weeks (cabana_pivcdd:ARH.ARH2DURS3)
41 O Pulldown List 8 |+ Months (cabana_pivcdd:ARH.ARH2DUR4)
(cabana_pivedd:ARH.ARHTER2)
Was episode terminated?
o1 () (cabana_pivcdd:ARH.ARHTER2A)

No

[1] O -Cardioversion failed
21 () Cardioversion not attempted
(cabana_pivcdd:ARH.ARHTER2B)
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[1] O vYes
[1] O Spontaneous
[21 () One Dose Pharmacologic Cardioversion
31 (O with ongoing AF drug therapy
[4] O Direct Current cardioversion
5. | Prior hospitalization for treatment of Atrial Fibrillation? (cabana_pivcdd:ARH.ARHAF)
[o1 ) No
[1] CYes
6. |[Prior direct current cardioversion? (cabana_pivcdd:ARH.ARHDC)
[o1 () No
[1] ©Yes
7. |Prior one dose pharmacologic cardioversion? (cabana_pivcdd:ARH.ARHP)
[o1 3No
[1] OYes
Atrial Flutter
8. |History of Atrial Flutter (cabana_pivcdd:ARH.ARHHX)
[o1 No
[1] © Yes
(cabana_pivedd:ARH.ARHCTIS)
If Yes, was it Cavotricuspid isthmus dependent (typical)?
[o] ©ONo
[1] OYes
[99] © Unknown
[99] O Unknown
9. |[Prior hospitalization for treatment of Atrial Flutter? (cabana_pivcdd:ARH.ARHAFL)
[o1 ) No
[1] CYes
10. | Prior direct current cardioversion? (cabana_pivcdd:ARH.ARHDC2)
[o1 No
[1] OYes
11. | Prior one dose pharmacologic cardioversion? (cabana_pivcdd:ARH.ARHP2)
[o1 3No
[1] OYes
12. | Prior Catheter ablation for atrial flutter? (cabana_pivcdd:ARH.ARHCAT)
[o1 ) No
[1] © Yes (check all that apply): (cabana_pivedd:ARH.ARHCT1)
[1] [TIRA cavotricuspid isthmus
(cabana_pivcdd:ARH.ARHCT2)
[1] []Right atrial other
(cabana_pivcdd:ARH.ARHCT3)
[1] []Left atrial
(cabana_pivcdd:ARH.ARHCT4)
[99] []Unknown
AF Symptoms Inventory
13. | Was the Mayo Afib Symptom Inventory Worksheet (MAFSI) completed? (cabana_pivcdd:ARH.ARHSYMPT)
[0] Not Done
[1] © Yes,
Please indicate how often subject had each of the symptoms listed below within the past month
Palpitations heart fluttering / racing
(cabana_pivcdd:ARH.ARHSYMO1)
Frequency: [1] (ONever [2] (DRarely [3] (O Sometimes [4] (O Often [5] () Always
(cabana_pivcdd:ARH.ARHSVRO1)
Severity: [1] OMild [2] () Moderate 3] () Extreme
Slow heart beat
(cabana_pivcdd:ARH.ARHSYMO02)
Frequency: 1] (ONever [2] (DRarely [3] (O Sometimes [4] (Often [5] (O Always
(cabana_pivcdd:ARH.ARHSVR02)
Severity: [1] (OMild [2] (iModerate 3] () Extreme
Lightheadedness / dizziness
(cabana_pivcdd:ARH.ARHSYMO3)
Frequency: [1] (ONever [2] (DRarely [3] (O Sometimes [4] (O Often [5] OAlways
(cabana_pivcdd:ARH.ARHSVRO03)
Severity: [1] (OMild [2] (CiModerate 3] () Extreme
Fainting/ blackout/ loss of consciousness
(cabana_pivcdd:ARH.ARHSYM04)
Frequency: [1] (ONever [2] (DJRarely [3] (OSometimes [4] (O Often [5] (OAlways
(cabana_pivcdd:ARH.ARHSVR04)
Severity: Mild Moderate Extreme
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1 o 21 ©
Chest pain, pressure or fullness
WITHOUT palpitation
(cabana_pivcdd:ARH.ARHSYMO5)
Frequency: [1] () Never [21 () Rarely
(cabana_pivcdd:ARH.ARHSVRO05)
Severity: [1] OMild 2] (O Moderate
Shortness of Breath
(cabana_pivcdd:ARH.ARHSYMO6)
Frequency: [1] () Never [21 () Rarely
(cabana_pivcdd:ARH.ARHSVRO06)
Severity: [1] OMild 2] (O Moderate
Unable to exercise
(cabana_pivcdd:ARH.ARHSYMO7)
Frequency: [1] (ONever [2] (DRarely
(cabana_pivcdd:ARH.ARHSVRO7)
Severity: [1] OMild 2] (O Moderate
Tired/ Lack of energy
(cabana_pivcdd:ARH.ARHSYMO8)
Frequency: [1] () Never [21 () Rarely
(cabana_pivcdd:ARH.ARHSVRO08)
Severity: [1] (OMild 2]  Moderate
Weakness
(cabana_pivcdd:ARH.ARHSYMO09)
Frequency: [1] () Never [21 () Rarely
(cabana_pivcdd:ARH.ARHSVR09)
Severity: [1] (O Mild 2] CiModerate
Feeling warm/ flushed
(cabana_pivcdd:ARH.ARHSYM10)
Frequency: [1] () Never [21 () Rarely
(cabana_pivcdd:ARH.ARHSVR10)
Severity: [1] (O Mild 2] CiModerate

31 ©

[3] > Sometimes

[3] O Extreme

[3] > Sometimes

[3] O Extreme

[3] O Sometimes

[3] O Extreme

[3] O Sometimes

[3] O Extreme

[3] O Sometimes

[3] O Extreme

[3] © Sometimes

[3] O Extreme

[4]

[4]

[4]

[4]

[4]

[4]

() Often

() Often

() Often

() Often

() Often

() Often

[5]

[5]

[51

[51

[51

[5]

(O Always

(O Always

) Always

(O Always

O Always

O Always
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Item is not required

Pulldown List 1:

RefName |Display Text Value |Design Note
ieHOURSO1 | 1 1
ieHOURSO2 | 2 2
ieHOURSO03 | 3 3
ieHOURSO04 | 4 4
ieHOURSO5 | 5 5
ieHOURSO06 | 6 6
ieHOURSO7 | 7 7
ieHOURSO8 | 8 8
ieHOURSO09 | 9 9
ieHOURS10 | 10 10
ieHOURS11 11 11
ieHOURS12 (12 12
ieHOURS13 | 13 13
ieHOURS14 | 14 14
ieHOURS15 | 15 15
ieHOURS16 | 16 16
ieHOURS17 (17 17
ieHOURS18 |18 18
ieHOURS19 | 19 19
ieHOURS20 | 20 20
ieHOURS21 | 21 21
ieHOURS22 | 22 22
ieHOURS23 | 23 23
ieHOURS24 | 23:59 | 24

‘ Pulldown List 2:
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RefName | Display Text | Value | Design Note
ieDAYSO1 |1 1
ieDAYS02 |2 2
ieDAYSO03 |3 3
ieDAYS04 |4 4
ieDAYSO05 |5 5
ieDAYS06 |6 6
ieDAYSO07 |7 7
ieDAYS08 |8 8
ieDAYS09 |9 9
ieDAYS10 |10 10
ieDAYS11 (11 11
ieDAYS12 |12 12
ieDAYS13 |13 13
ieDAYS14 |14 14
ieDAYS15 |15 15
ieDAYS16 |16 16
ieDAYS17 |17 17
ieDAYS18 |18 18
ieDAYS19 |19 19
ieDAYS20 |20 20
ieDAYS21 |21 21
ieDAYS22 (22 22
ieDAYS23 |23 23
ieDAYS24 |24 24
ieDAYS25 |25 25
ieDAYS26 |26 26
ieDAYS27 |27 27
ieDAYS28 |28 28
ieDAYS29 |29 29
ieDAYS30 |30 30
ieDAYS31 |31 31
Pulldown List 3:

RefName [ Display Text Value | Design Note
ieWEEKS1 | 1 1
ieWEEKS2 | 2 2
ieWEEKS3 | 3 3
ieWEEKS4 | 4 4

Pulldown List 4:

RefName Display Text Value | Design Note
ieMONTHSO1 |1
ieMONTHSO02 | 2
ieMONTHSO03 |3
ieMONTHS04 | 4
ieMONTHSO05 |5
ieMONTHSO06 | 6
ieMONTHSO7 | 7
ieMONTHSO08 | 8

9

© ® N O 0 A W N R

ieMONTHS09
ieMONTHS10 | 10

=
o

ieMONTHS11 (11

i
[

ieMONTHS12 |12 |

.
N

Pulldown List 5:

RefName |Display Text Value| Design Note
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ieHOURSO1 | 1 1
ieHOURSO2 | 2 2
ieHOURSO03 | 3 3
ieHOURSO04 | 4 4
ieHOURSO5 | 5 5
ieHOURSO06 | 6 6
ieHOURSO07 | 7 7
ieHOURSO8 | 8 8
ieHOURSO09 | 9 9
ieHOURS10 | 10 10
ieHOURS11 (11 11
ieHOURS12 12 12
ieHOURS13 |13 13
ieHOURS14 | 14 14
ieHOURS15 | 15 15
ieHOURS16 | 16 16
ieHOURS17 |17 17
ieHOURS18 |18 18
ieHOURS19 | 19 19
ieHOURS20 | 20 20
ieHOURS21 | 21 21
ieHOURS22 | 22 22
ieHOURS23 | 23 23
ieHOURS24 | 23:59 24

Pulldown List 6:

RefName

ieDAYSO1

ieDAYS02

ieDAYS03

ieDAYS04

ieDAYS05

ieDAYS06

ieDAYS07

ieDAYS08

ieDAYS09

ieDAYS10

ieDAYS11

ieDAYS12

ieDAYS13

ieDAYS14

ieDAYS15

ieDAYS16

ieDAYS17

ieDAYS18

ieDAYS19

ieDAYS20

ieDAYS21

ieDAYS22

ieDAYS23

ieDAYS24

ieDAYS25

ieDAYS26

ieDAYS27

ieDAYS28

ieDAYS29

Design Note
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Display Text Value
1 1
2 2
3 3
4 4
5 5
6 6
7 7
8 8
9 9
10 10
11 11
12 12
13 13
14 14
15 15
16 16
17 17
18 18
19 19
20 20
21 21
22 22
23 23
24 24
25 25
26 26
27 27
28 28
29 29
|
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‘ ieDAYS30 |30

30

‘ ieDAYS31 |31

31

Pulldown List 7:

RefName | Display Text Value | Design Note

ieWEEKS1 | 1
ieWEEKS2

1

2
ieWEEKS3 |3
ieWEEKS4 | 4

Pulldown List 8:

2
3
a

RefName
ieMONTHSO01
ieMONTHS02
ieMONTHS03
ieMONTHS04
ieMONTHS05
ieMONTHS06
ieMONTHSO07
ieMONTHS08
ieMONTHS09
ieMONTHS10
ieMONTHS11

Display Text Value | Design Note

© ® N O O AN W NP

© ® N O O A W N R

PR
" =)

ieMONTHS12

i
N

CDD: cabana_pivcdd Table: ARH Key Type: PATIENTVISIT

Column Name

ARHECG2 NUMERIC
ARH1DUR NUMERIC
ARHP NUMERIC
ARH1DUR4 NUMERIC
ARH2DUR2

ARHSVR02 NUMERIC
ARHEP1DT

ARHCT3 NUMERIC
ARHTER1 NUMERIC
ARHSVRO5 NUMERIC
ARHAF NUMERIC
ARH2DUR NUMERIC
ARHSVR10 NUMERIC
ARHHOL1 NUMERIC
ARHTER1A NUMERIC
ARHHOL2 NUMERIC
ARHP2 NUMERIC
ARHSVR06 NUMERIC
ARHSVRO3 NUMERIC
ARHSYMPT NUMERIC
ARHSYM2 NUMERIC
ARH2DUR3 NUMERIC
ARHCTIS NUMERIC
ARHTYPE NUMERIC
ARHCAT NUMERIC
ARHODT

ARHTER1B NUMERIC
ARH1DUR2

ARHSYM1 NUMERIC
ARHSVR04 NUMERIC

Column Data Type

-1,2,3,4,5,6,7,8,9,10, 11, 12

NUMERIC - 1, 2, 3, 4,5, 6,7, 8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31

DATE - DDMONYYYY

-1,2,3,4

DATE - MONYYYY

NUMERIC - 1, 2, 3, 4,5, 6, 7, 8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31

Design Note
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ARHSYMO02 NUMERIC
ARH2DUR4 NUMERIC -1, 2, 3,4,5,6,7,8,9, 10, 11, 12
ARHAFL NUMERIC

ARHCT2 NUMERIC

ARHECG1 NUMERIC

ARHTER2 NUMERIC
ARHSYMO5 NUMERIC
ARHSYMO6 NUMERIC
ARH2DUR1 NUMERIC - 1, 2, 3, 4,5, 6, 7, 8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24
ARHTTM1 NUMERIC
ARHEP2DT DATE - DDMONYYYY
ARHSYMO9 NUMERIC
ARHTER2A NUMERIC

ARHHX NUMERIC
ARH1DUR3 NUMERIC - 1, 2, 3, 4
ARHSYMO04 NUMERIC

ARHTER2B NUMERIC
ARHSVR08 NUMERIC

ARHCT4 NUMERIC

ARHDC2 NUMERIC

ARHSVRO7 NUMERIC

ARHTTM2 NUMERIC

ARHSVRO1 NUMERIC
ARHSYMO7 NUMERIC

ARHCT1 NUMERIC
ARHSVR09 NUMERIC
ARH1DUR1 NUMERIC - 1, 2, 3, 4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24
ARHDC NUMERIC
ARHSYM10 NUMERIC

ARHDVC1 NUMERIC

ARHDVC2 NUMERIC
ARHSYMO3 NUMERIC
ARHSYMO1 NUMERIC
ARHSYMO8 NUMERIC

ARHTYPGR NUMERIC

ARHTYPLS NUMERIC
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cabana_pivdevl

Baseline Lab Values

: Laboratory Values (LAB)

1.|INR (cabana_pivedd:LAB.LABINR)

11 < ‘Reqﬂ / ‘Reqz / ‘Rqu (2009-2017) (cabana_pivedd:LAB.LBINRDT)  INR: ‘ XXXXXXXX_‘ (cabana_pivcdd:LAB.LBINRVL)

[0] Noton Coumadin
2. | Creatinine \Rqu / ‘Reqz / ‘Reqz (2009-2017) (cabana_pivedd:LAB.LBCREDT) XXXXXXXX“ ©mg/dL () umol/L (cabana_pivedd:LAB.LBCREVL)
3. | Hemoglobin \Rqu / ‘Reqz / ‘Reqﬂ (2009-2017) (cabana_pivedd:LAB.LBHEMODT) ‘ XXXXXXXX_‘ (O g/dL ) mmol/L (cabana_pivedd:LAB.LBHEMOVL)
4. | Hematocrit ‘Reqﬂ / ‘RQQZI / ‘Reqﬂ (2009-2017) (cabana_pivedd:LAB.LBHEMADT) ‘ XXX (0 =<, <= 100 )‘ % (cabana_pivcdd:LAB.LBHEMAVL)

CDD: cabana_pivcdd Table: LAB  Key Type: PATIENTVISIT

Column Name

Column Data Type

Design Note

LBCREDT DATE - DDMONYYYY
LBINRVL FLOAT - F9.0
LBHEMODT DATE - DDMONYYYY
LABINR NUMERIC
LBHEMADT DATE - DDMONYYYY
LBINRDT DATE - DDMONYYYY
LBHEMAVL NUMERIC - N3
LBHEMOVL FLOAT - F9.0
LBCREVL FLOAT - F9.0
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cabana_pivdevl : Subject Assessment at Follow-up (ASSESS

FU)

Physical Examination at time of Follow Up

Req | / |Req|v| / |Req|~| (2009-2020) (cabana_pivcdd:ASSESSFU.PEXDT)

o0ooxxxx. | Kg (cabana_pivcdd:ASSESSFU.WEIGHT)

Xxxxxxxx. | cm (cabana_pivedd:ASSESSFU.HEIGHT)

(cabana_pivcdd:ASSESSFU.BPSYS) | yyx| mmHg (cabana_pivedd:ASSESSFU.BPDIAS)

xxx |/

Systolic / Diastolic

1. Date

2. Weight

3. Height

4. |Blood pressure
5. Pulse

x| bpm (cabana_pivedd: ASSESSFU.PULSE)

Canadian Cardiovascular Society (CCS) Severity of Atrial Fibrillation (SAF)

6. Indicate the subject's current CCS severity of atrial fibrillation

(cabana_pivedd:ASSESSFU.CCSCLAS)

[0] ©Class 0 - Asymptomatic with respect to AF

11 (D) Class 1 - Symptoms have a minimal effect - minimal and /or infrequent symptoms, or single episode of AF without syncope or heart failure

21 (O Class 2 - Symptoms have a minor effect - mild awareness of symptoms in subjects with persistent/permanent AF, or rare episodes (< few per year) in subjects with paroxysmal or intermittent
AF

31 (O Class 3 - Symptoms have a moderate effect - moderate awareness of symptoms on most days in subjects with persistent/permanent AF, or more common episodes (> every few months) or
more severe symptoms, or both, in subjects with paroxysmal or intermittent AF

[41 (O Class 4 - Symptoms have a severe effect - unpleasant symptoms in subjects w/ persistent/paroxysmal AF and/or frequent & highly symptomatic episodes in subjects w/ paroxysmal or
intermittent AF and/or syncope due to AF and/or CHF due to AF

NYHA CHF Class

7. Indicate the subject's current NYHA CHF Class (cabana_pivcdd:ASSESSFU.NYHCLASS)
[0] O NoCHF
1] ()1 - Subjects are without resulting limitation of physical activity. Ordinary physical activity does not cause undue fatigue or dyspnea.
21 (O 11 - Subjects are comfortable at rest. Ordinary physical activity causes fatigue or dyspnea with slight limitation of physical activity.
[3] © !l - Subjects are comfortable at rest. Less than ordinary physical activity causes fatigue or dyspnea with marked limitation of physical activity.
[4] () 1V - Symptoms of heart failure may be present even at rest. If any physical activity is undertaken, symptoms are increased, resulting in inability to carry on physical activity without
discomfort.
8.* | If the subject has class I-1V Heart Failure indicated above; in the judgment of the | (cabana_pivcdd:ASSESSFU.CHFNYHFU)
treating physician, is the Heart Failure due to being in Atrial Fibrillation? 1] O Yes
(Applicable if reported NYHA CHF class 1, 11, 111, or 1V) [o1 ONo
Non-CABANA Outpatient Visits

Since the last visit, how many Non-CABANA outpatient (office or clinic) visits has this subj

ect made to the following?

9. |Cardiologist

10. |Other Physicians

11. |Did the subject visit the emergency room without being hospitalized?

(cabana_pivedd:ASSESSFU.OPCRD)
[0] O None

[11 () Yes, How many? | pulldown List 1 +| (cabana_pivcdd:ASSESSFU.OPCRDNV)
[99] (rUnknown

cabana_pivedd: K

b ivedd:ASSESSFU.OPOMD

[0] O None

[11 () Yes, How many? | pulldown List 2 +| (cabana_pivcdd:ASSESSFU.OPOMDNV)

[99] Unknown

(cabana_pivcdd:ASSESSFU.OPERN)
[0o] ©ONo
[11 () Yes, How many? |pulldown List 3 | (cabana_pivedd:ASSESSFU.OPERNNV)

[99] (Unknown

Diagnosis Update

RETIRED: Since last visit has the subject been newly diagnosed with [hidden]

Check all that apply
[1] []None
[1] [JHypertension
[1] []Diabetes
[1] [] Coronary Artery Disease
[11 Om
[1] [JCABG
[1] [JPTCA
[1] [Valvular disease (requiring treatment)
[1] [] cardiomypathy
[1] [JHypertrophic
[1] []Dilated
[1] []Restrictive
[1] [JTachycardia induced
[1] [[]Congestive heart failure
[1] []Disease requiring implantable device
[1] [ Chronic lung disease
[1] [[JRenal disease (requiring dialysis)
[1] [JThyroid disease
[1] [cCancer

CABANA_PIV Production eCRF _ Release 7.0 _ 28-Jul-2017

http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0

7128/2017



Annotated Trial Design

[1] [ISleep apnea
[1] [[]Esophageal disease
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Atrial Fibrillation Status

13.

14.

15.

Indicate the subject's Atrial Fibrillation Type SINCE LAST FOLLOW-UP

Average duration of episodes

Was the Mayo Afib Symptom Inventory Worksheet (MASFSI) completed?

(cabana_pivcdd:ASSESSFU.AFIBTYP)
[0] O No Atrial Fibrillation

1] (O Paroxysmal AF: Recurrent atrial fibrillation (>2 episodes) that terminates spontaneously within 7 days
21 () Persistent AF: Atrial fibrillation which is sustained beyond 7 days, or lasting less than 7 days but necessitating pharmacologic or electrical cardioversion
[3] O Longstanding Persistent AF: Continuous atrial fibrillation of greater than one-year duration

(cabana_pivcdd:ASSESSFU.AFAVGDUR)

[97] O Not Applicable

[1] (| Pulldown List 4 || Hours (cabana_pivcdd:ASSESSFU.AFIBDUR1)
[21 (O |Pulldown List 5 |++| Days (cabana_pivcdd:ASSESSFU.AFIBDUR2)
[31 (0| Pulldown List 6 |+| Weeks (cabana_pivcdd:ASSESSFU.AFIBDUR3)
[4] (| Pulldown List 7 |[+| Months (cabana_pivcdd:ASSESSFU.AFIBDUR4)

(cabana_pivcdd:ASSESSFU.AFIBSYM)

[0] © Not Done

[1] O ves,
Please indicate how often subject had each of the symptoms listed
Palpitations heart fluttering / racing
(cabana_pivcdd:ASSESSFU.AFSYMO1)
Frequency: [1] (ONever [2] (DRarely [3] () Sometimes
(cabana_pivcdd:ASSESSFU.AFSSVRO1)
Severity: [1] (OMild [2] (OModerate [3] () Extreme
Slow heart beat
(cabana_pivcdd:ASSESSFU.AFSYMO02)
Frequency: [1] (ONever [2] (DRarely [3] (O Sometimes
(cabana_pivcdd:ASSESSFU.AFSSVR02)
Severity: [1] (OMild [2] (OModerate [3] () Extreme
Lightheadedness / dizziness
(cabana_pivcdd:ASSESSFU.AFSYMO3)
Frequency: [1] (ONever [2] (DRarely [3] (O Sometimes
(cabana_pivcdd:ASSESSFU.AFSSVR03)
Severity: [1] OMild 2] (O Moderate [3] ()Extreme
Fainting/ blackout/ loss of consciousness
(cabana_pivcdd:ASSESSFU.AFSYMO04)
Frequency: [1] (ONever [2] (DRarely [3] (O Sometimes
(cabana_pivcdd:ASSESSFU.AFSSVR04)
Severity: [1] (O Mild 2] () Moderate [3] ()Extreme
Chest pain, pressure or fullness
WITHOUT palpitation
(cabana_pivcdd:ASSESSFU.AFSYMO5)
Frequency: [1] (JNever [2] (ORarely [3] (O Sometimes
(cabana_pivcdd:ASSESSFU.AFSSVRO5)
Severity: 11 ) Mild [21 () Moderate [3] () Extreme
Shortness of Breath
(cabana_pivcdd:ASSESSFU.AFSYMO6)
Frequency: [1] (O Never [2] (DRarely [3] (O Sometimes
(cabana_pivcdd:ASSESSFU.AFSSVRO6)
Severity: [1] (OMild  [2] (OModerate [3] () Extreme
Unable to exercise
(cabana_pivedd:ASSESSFU.AFSYMO7)
Frequency: [1] (ONever [2] (DRarely [3] (O Sometimes
(cabana_pivedd:ASSESSFU.AFSSVRO07)
Severity: [1] (OMild  [2] (OModerate [3] () Extreme
Tired/ Lack of energy
(cabana_pivedd:ASSESSFU.AFSYMOS)
Frequency: [1] (ONever [2] (DRarely [3] (O Sometimes
(cabana_pivcdd:ASSESSFU.AFSSVR08)
Severity: [1] (O Mild [2] (OModerate [3] () Extreme
Weakness
(cabana_pivedd:ASSESSFU.AFSYMO9)
Frequency: [1] () Never 21 (O Rarely [3] () Sometimes
(cabana_pivcdd:ASSESSFU.AFSSVR09)
Severity: [1] (OMild [2] () Moderate [3] () Extreme
Feeling warm/ flushed
(cabana_pivcdd:ASSESSFU.AFSYM10)
Frequency: [1] (O Never 2] (DRarely [3] (O Sometimes
(cabana_pivcdd:ASSESSFU.AFSSVR10)
Severity: [1] (OMild [2] (O Moderate [3] () Extreme

below within the past month

[4]1

[4]

[4]

[4]

[4]

[4]

[4]

[4]

[4]

4]

() Often

() Often

() Often

() Often

() Often

() Often

() Often

() Often

() Often

() Often

[51

[51

[51

[51

[5]

[5]

[51

[51

[51

[51

() Always

() Always

() Always

O Always

) Always

() Always

) Always

() Always

O Always

(O Always
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Major Therapy Changes

16. |Has a major CABANA therapy change occurred since the last follow-up (or (cabana_pivcdd:ASSESSFU.THRCHGYN)
treatment start if this is the first follow-up visit)? [01 () No
[1] © vYes

(cabana_pivcdd:ASSESSFU.TCDRGB)

[1] [] New rhythm control drug started \Reqﬂ / ‘Req zl / ‘Reqﬂ (2009-2020) (cabana_pivedd:ASSESSFU.TCDRGBDT)
(cabana_pivcdd:ASSESSFU.TCDRGE)

[1] [J Al existing rhythm control drug therapy stopped ‘Req E / ‘Reqz / ‘Req Z| (2009-2020) (cabana_pivedd:ASSESSFU.TCDRGEDT)

(cabana_pivcdd:ASSESSFU.TCABLA)
[1] [] Subject randomized to drug therapy received a PVI ablation ‘Req E / \Rqu / ‘Req E (2009-2020) (cabana_pivcdd:ASSESSFU.TCABLADT)

Reason for crossover |pulldown List 8 z| (cabana_pivcdd:ASSESSFU.TCCROSSR)

(cabana_pivcdd:ASSESSFU.TCABLD)
[1] [] Subject randomized to ablation therapy received a repeat PVI ablation ‘Req E / ‘Reqz / ‘Req E (2009-2020) (cabana_pivedd:ASSESSFU.TCABLDDT)

* Item is not required

Pulldown List 1:

RefName | Display Text Value | Design Note
ieOPNVO1
ieOPNV02
ieOPNVO3
ieOPNV04

ieOPNV0O6
ieOPNVO7

1
2
3
4

ieOPNVOS5 |5
6
7
ieOPNVO8 |8

9

© ® N O 0 b W N R

ieOPNV09

ieOPNV10 | 10

.
o

Pulldown List 2:

RefName | Display Text Value | Design Note
ieOPNVO1
ieOPNV02
ieOPNVO3
ieOPNV04

ieOPNV0O6
ieOPNVO7

1
2
3
4
ieOPNVO5 | 5
6
7
ieOPNVOS8 |8
9

© ® N O O A W N P

ieOPNV09

ieOPNV10 (10

i
o

Pulldown List 3:

RefName | Display Text Value | Design Note
ieOPNVO1
ieOPNV02
ieOPNVO3
ieOPNV04

ieOPNV0O6
ieOPNVO7

1
2
3
4
ieOPNVOS5 |5
6
7
ieOPNVOS8 |8
9

© ® N O O A W N R

ieOPNV09

ieOPNV10 | 10

i
o

Pulldown List 4:

RefName |Display Text Value | Design Note

ieHOURSO1 |1 1

ieHOURSO02 | 2 2
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ieHOURSO03 | 3 3
ieHOURSO04 | 4 4
ieHOURSO5 | 5 5
ieHOURSO06 | 6 6
ieHOURSO07 | 7 7
ieHOURSO8 | 8 8
ieHOURSO09 | 9 9
ieHOURS10 | 10 10
ieHOURS11 (11 11
ieHOURS12 (12 12
ieHOURS13 |13 13
ieHOURS14 | 14 14
ieHOURS15 | 15 15
ieHOURS16 | 16 16
ieHOURS17 |17 17
ieHOURS18 |18 18
ieHOURS19 | 19 19
ieHOURS20 | 20 20
ieHOURS21 | 21 21
ieHOURS22 | 22 22
ieHOURS23 | 23 23
ieHOURS24 | 23:59 24

Pulldown List 5:

RefName | Display Text Value | Design Note
ieDAYSO1 |1 1
ieDAYS02 |2 2
ieDAYSO03 |3 3
ieDAYS04 |4 4
ieDAYSO05 |5 5
ieDAYS06 |6 6
ieDAYSO07 |7 7
ieDAYS08 |8 8
ieDAYS09 |9 9
ieDAYS10 |10 10
ieDAYS11 |11 11
ieDAYS12 |12 12
ieDAYS13 |13 13
ieDAYS14 |14 14
ieDAYS15 |15 15
ieDAYS16 |16 16
ieDAYS17 (17 17
ieDAYS18 |18 18
ieDAYS19 |19 19
ieDAYS20 |20 20
ieDAYS21 |21 21
ieDAYS22 (22 22
ieDAYS23 |23 23
ieDAYS24 |24 24
ieDAYS25 |25 25
ieDAYS26 |26 26
ieDAYS27 |27 27
ieDAYS28 |28 28
ieDAYS29 |29 29
ieDAYS30 |30 30
ieDAYS31 |31 31
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Pulldown List 6:

ieWEEKS1 | 1

ieWEEKS2

RefName | Display Text Value | Design Note

1

2
ieWEEKS3 |3
ieWEEKS4 | 4

2
3
a

Pulldown List 7:

RefName Display Text Value | Design Note
ieMONTHSO1 |1 1

ieMONTHSO02 | 2 2

ieMONTHSO03 | 3 3

ieMONTHSO04 | 4 4

ieMONTHSOS5 | 5 5

ieMONTHSO06 | 6 6

ieMONTHSO7 | 7 7

ieMONTHSO08 | 8 8

ieMONTHSO09 |9 9

ieMONTHS10 [ 10 10

ieMONTHS11 (11 11

ieMONTHS12 (12 12

Pulldown List 8:

RefName Display Text Value | Design Note
ieTCCROSSR1 | No more available drugs 1
ieTCCROSSR2 | Physician Recommendation 2
ieTCCROSSR3 | Subject Insistence 3
CDD: cabana_pivcdd Table: ASSESSFU  Key Type: PATIENTVISIT
Column Name | Column Data Type

AFIBDUR2 NUMERIC -1, 2, 3,4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31
PEXDT DATE - DDMONYYYY

AFIBSYM NUMERIC

AFSSVRO5 NUMERIC

PULSE NUMERIC - N3

OPOMD NUMERIC

AFSYMO1 NUMERIC

TCABLDDT DATE - DDMONYYYY

OPOMDNV NUMERIC - 1, 2, 3,4,5,6,7,8,9, 10
AFIBDUR3 NUMERIC - 1, 2, 3, 4

BPSYS NUMERIC - N3

AFIBTYP NUMERIC

AFSYMO3 NUMERIC

AFSSVRO7 NUMERIC

AFSYMO9 NUMERIC

TCABLADT DATE - DDMONYYYY

AFSSVR02 NUMERIC

OPERN NUMERIC

TCDRGBDT DATE - DDMONYYYY

AFSSVRO03 NUMERIC

WEIGHT FLOAT - F9.0

CCSCLAS NUMERIC

NYHCLASS NUMERIC

AFSYMO6 NUMERIC

AFSYMO7 NUMERIC

OPCRDNV NUMERIC - 1, 2, 3,4,5,6,7,8,9, 10
AFSSVR09 NUMERIC

Design Note
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AFSSVR10 NUMERIC

AFSSVR06 NUMERIC

TCABLA NUMERIC

AFIBDUR1 NUMERIC -1, 2, 3, 4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24
AFSYMO04 NUMERIC

HEIGHT FLOAT - F9.0

OPERNNV NUMERIC - 1, 2, 3,4,5,6,7,8,9, 10
TCCROSSR NUMERIC - 1, 2, 3

AFSSVR04 NUMERIC

AFSYMOS NUMERIC

AFSSVRO08 NUMERIC

TCABLD NUMERIC

OPCRD NUMERIC

AFSSVRO1 NUMERIC

THRCHGYN NUMERIC

TCDRGB NUMERIC

TCDRGEDT DATE - DDMONYYYY

AFSYMO08 NUMERIC

AFAVGDUR NUMERIC

AFSYM10 NUMERIC

TCDRGE NUMERIC

AFSYM02 NUMERIC

CHFNYHFU NUMERIC

AFIBDUR4 NUMERIC -1, 2,3,4,5,6,7,8,9, 10, 11, 12
BPDIAS NUMERIC - N3
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cabana_pivdevl : Long-term Follow-up (LNGTFU)
Long-term Follow-up

1.|Did the subject consent to long-term follow-up?

(cabana_pivedd:LNGFTU.LNTFUCQ)
[0] & No

11 () Yes, consent date \Reqﬂ / ‘RSQE / ‘R‘*qﬂ (2014-2020) (cabana_pivedd:LNGFTU.LNTFUDT)

CDD: cabana_pivedd Table: LNGFTU  Key Type: PATIENTVISIT

Column Name Column Data Type Design Note
LNTFUDT DATE - DDMONYYYY
LNTFUCQ NUMERIC
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cabana_pivdevl : EQ5D Questionnaire (EQ5D)

To be completed at Baseline and every Follow-up interval in clinic or by phone
( EQ5D Questionnaire and Thermometer )

Visit ‘Pu”down List 1 E (cabana_pivcdd:EQ5D.EQ5DVIS)

1.
2. | Date of Assessment \Rqu / ‘Reqﬂ / ‘Reqz (2009-2020) (cabana_pivedd:EQSD.EQ5DDT)

“]

Mobility (cabana_pivcdd:EQ5D.EQMOB)
[1] (1 have no problems in walking about

[21 (11 have some problems in walking about
[3] ! am confined to bed

>

Self-care (cabana_pivcdd:EQ5D.EQSC)
1] (1 have no problems with self-care

[2] 1 have some problems washing or dressing myself
[3] 1 am unable to wash or dress myself

o

Usual activities (e.g., work, study, housework, family, or leisure activities) (cabana_pivedd:EQ5D.EQUA)

[1] (1 have no problems with performing my usual activities
[21 (1 have some problems with performing my usual activities
[3] (1 am unable to perform my usual activities

[}

. | Pain/discomfort (cabana_pivcdd:EQ5D.EQPAIN)
[1] 1 have no pain or discomfort

[2] © have moderate pain or discomfort
[3] 1 have extreme pain or discomfort

N

Anxiety/depression (cabana_pivedd:EQ5D.EQANX)
[1] 1 am not anxious or depressed

[21 (1 am moderately anxious or depressed
[3] 1 am extremely anxious or depressed

8.0 - 100 Health State Score (Per Thermometer Health State Score) ‘ XXX (0 =<, <= 100 )‘ (cabana_pivcdd:EQ5D.EQ5DSCOR)

Pulldown List 1:

RefName | Display Text Value | Design Note
ieVISITO1 | Baseline 1
ieVISITO2 [ Month 3 2
ieVISITO3 | Month 6 3
ieVISITO4 | Month 12 4
ieVISITO5 | Month 18 5
ieVISITO6 | Month 24 6
ieVISITO7 | Month 30 7
ieVISITO8 | Month 36 8
ieVISITO9 | Month 42 9
ieVISIT10 [ Month 48 10
ieVISIT11 [ Month 54 11
ieVISIT12 [ Month 60 12
ieVISIT13 | Month 66 13
ieVISIT14 [ Month 72 14
ieVISIT15 [ Month 78 15
ieVISIT16 | Month 84 16
ieVISIT17 | Month 90 17
ieVISIT18 [ Month 96 18

CDD: cabana_pivcdd Table: EQ5D  Key Type: PATIENTVISIT

Column Name [ Column Data Type Design Note
EQPAIN NUMERIC

EQ5DDT DATE - DDMONYYYY

EQ5DSCOR NUMERIC - N3

EQMOB NUMERIC

EQSC NUMERIC

EQ5DVIS NUMERIC -1, 2, 3, 4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18

EQANX NUMERIC

EQUA NUMERIC
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cabana_pivdevl : Transthoracic Echocardiogram (TTE)
Echocardiogram

1. |Visit Pulldown List 1 |+/| (cabana_pivedd:TTE.TTEVISIT)
2. |Date of Transthoracic Echocardiogram Req|+| / |Req|+| / |Req |+ (2009-2020) (cabana_pivcdd:TTE.TTECHDT)
3. |Left Ventricular Ejection Fraction (cabana_pivcdd:TTE.TTECHFYN)

[11 O xxx (0 =<, <= 100)|% (cabana_pivcdd:TTE.TTECHEF)
[0] (Measurement not available

4. |Left Atrial Size (cabana_pivedd:TTE.TTELAD)
Left atrial diameter (anterior to posterior) [11 O | xxxxxxxx. | cm (cabana_pivedd: TTE.TTLASIZE) o1 () Measurement not available

(cabana_pivcdd:TTE.TTELAA)
Left atrial area [11 O | xxoexxxxx. cm?2 (cabana_pivcdd:TTE.TTLAAREA) [o1 () Measurement not available

(cabana_pivcdd:TTE.TTELAV)
Left atrial volume 1] O | xxxxxxxx. | cc (cabana_pivedd:TTE.TTLAVOL1) 0] (O Measurement not available

(cabana_pivedd: TTE.TTELAVI)
Left atrial volume index (LA volume/BSA) [11 O | soxooooox. | mL/m?2 (cabana_pivedd:TTE.TTLAINVL) [o1 () Measurement not available

5. |Right Atrial Size (cabana_pivedd:TTE. TTRASIZE)
[1] & Normal
[2] CMild enlargement

31 (7yModerate enlargement
[41 () Severe enlargement
[0] (Measurement not available

6. |Left Ventricular Hypertrophy (cabana_pivedd: TTE. TTELVH)
[o] ©&No
[1] © Yes
(cabana_pivedd: TTE. TTESEPT)
Septal thickness [11 O] xxoxxexxxx. | (mm) (cabana_pivedd:TTE.TTESEPTA) [o] () Measurement not available
(cabana_pivedd: TTE.TTEPOST)
Posterior wall thickness [1]1 O | xxxxxxxx. (mm) (cabana_pivedd: TTE.TTEPOSTW) [o1 (0 Measurement not available

7. |Mitral Valve Regurgitation (cabana_pivedd:TTE.TTEMVR)
01 (3 No (None or Trivial)

[94] C Indeterminate
[1] OYes

Pulldown List 2 |+ (cabana_pivedd: TTE.TTEMVRSE)

8. |Mitral Valve Stenosis (cabana_pivcdd:TTE.TTEMVS)
[01 (O)No
[94] O Indeterminate

[1] OYes
Pulldown List 3 |+ (cabana_pivcdd:TTE.TTEMVSSE)

9. |Diastolic Dysfunction (cabana_pivedd:TTE.TTEDIASD)
[0] ©&No
[94] O Indeterminate

[1] OYes
Pulldown List 4 |+ (cabana_pivcdd:TTE.DYSFUGRD)

10. | Wall Motion Abnormalities (cabana_pivedd:TTE.TTEWALLA)

[0o] &No

[1]1 (0) (cabana_pivedd:TTE.TTECH6A)
Yes
[1] O Global
[2] ©Regional

11.

[

Pericardial Effusion (cabana_pivcdd: TTE.TTEPCEFF)
o] () No

[1] O Yes
Pulldown List 5 |+ (cabana_pivcdd: TTE.TTEPCSEV)

12. | Chamber Thrombus (cabana_pivedd: TTE. TTECHATH)

[0] &No

[1] O Yes
Check all that apply
(cabana_pivedd:TTE.TTECHARA)
[1] [JRight Atrial (RA)
(cabana_pivedd: TTE.TTECHARV)
[1] [JRight Ventricular (RV)
(cabana_pivcdd:TTE.TTECHALA)
[1] [Left Atrial (LA)

(cabana_pivcdd:TTE.TTECHALV)
[1] []Left Ventricular (LV)
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Pulldown List 1:

RefName | Display Text Value | Design Note
ieVISITO1 | Baseline 1
ieVISITO2 [ Month 3 2
ieVISITO3 [ Month 6 3
ieVISITO4 | Month 12 4
ieVISITO5 | Month 18 5
ieVISITO6 | Month 24 6
ieVISITO7 | Month 30 7
ieVISITO8 | Month 36 8
ieVISITO9 | Month 42 9
ieVISIT10 [ Month 48 10
ieVISIT11 [ Month 54 11
ieVISIT12 | Month 60 12
ieVISIT13 [ Month 66 13
ieVISIT14 [ Month 72 14
ieVISIT15 [ Month 78 15
ieVISIT16 | Month 84 16
ieVISIT17 [ Month 90 17
ieVISIT18 [ Month 96 18

Pulldown List 2:

RefName |Display Text

Value | Design Note

ieSEVERIT2 | Mild 2
ieSEVERIT3 | Moderate 3
ieSEVERIT4 | Moderate to Severe 4
ieSEVERITS | Severe 5

Pulldown List 3:

RefName |Display Text

Value | Design Note

ieSEVERIT2 | Mild 2
ieSEVERIT3 [ Moderate 3
ieSEVERIT4 | Moderate to Severe 4
ieSEVERITS | Severe 5
Pulldown List 4:

RefName | Display Text Value | Design Note
ieGRADEL1 | Grade 1 2
ieGRADE2 | Grade 2 3
ieGRADE3 | Grade 3 4
ieGRADE4 | Grade 3 - 4 5
ieGRADES | Unknown 99

Pulldown List 5:

RefName |Display Text Value | Design Note
ieSEVERIT6 | Trivial to Mild 2
ieSEVERIT3 [ Moderate 3
ieSEVERIT4 | Moderate to Severe 4
ieSEVERITS | Severe 5

CDD: cabana_pivcdd Table: TTE

Key Type: PATIENTVISIT

Column Name

TTEVISIT

TTEPOST

TTELAV

TTEWALLA

TTELAD

Column Data Type

NUMERIC -1, 2,3, 4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18

NUMERIC
NUMERIC
NUMERIC
NUMERIC

Design Note

http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0
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TTELAVI NUMERIC

TTEMVR NUMERIC

TTECHATH NUMERIC

TTECH6A NUMERIC

TTECHALV NUMERIC

TTECHDT DATE - DDMONYYYY
TTLAVOL1 FLOAT - F9.0
TTEMVRSE NUMERIC - 2, 3, 4, 5
TTEPCEFF NUMERIC

TTELAA NUMERIC
TTEPOSTW FLOAT - F9.0
TTECHALA NUMERIC

TTELVH NUMERIC

TTEMVS NUMERIC

TTLASIZE FLOAT - F9.0
TTRASIZE NUMERIC

TTECHARA NUMERIC

TTLAINVL FLOAT - F9.0
TTLAAREA FLOAT - F9.0
TTECHEF NUMERIC - N3
TTECHARV NUMERIC

TTECHFYN NUMERIC

TTEDIASD NUMERIC

TTESEPT NUMERIC

TTEMVSSE NUMERIC - 2, 3, 4, 5
DYSFUGRD NUMERIC - 2, 3, 4, 5, 99
TTEPCSEV NUMERIC - 2, 3, 4, 5
TTESEPTA FLOAT - F9.0
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cabana_pivdevl : Transesophageal Echocardiogram (TEE)
Echocardiogram

1. |Visit
2. |Date of Transesophageal Echocardiogram

3. |Left Ventricular Ejection Fraction

4. |Left Atrial Size

5. |Right Atrial Size

6. |Left Ventricular Hypertrophy

7. |Mitral Valve Regurgitation

8. |[Mitral Valve Stenosis

9. [wall Motion Abnormalities

10. | Pericardial Effusion

11.

[

Left Atrium/ Left Atrial Appendage Status

Pulldown List 1 |+ (cabana_pivedd: TEE.TEEVISIT)

Req|v¥| / |Req v| / |Req|¥| (2009-2020) (cabana_pivcdd:TEE.ECHDT)

(cabana_pivcdd: TEE.ECHEFYN)
[1]1 O xxx (0 =<, <= 100)|% (cabana_pivcdd:TEE.ECHEF)

[0] (Measurement not available

Left atrial diameter (anterior to posterior) (cabana_pivcdd:TEE.TELASIZE)
[1] | xxxxxxxx. | cm (cabana_pivedd: TEE.LASIZE) o1 (0 Measurement not available

Left atrial area (cabana_pivcdd:TEE.TELAAREA)
[1] O | xxoexxxxx. cm?2 (cabana_pivcdd:TEE.LAAREA) o1 () Measurement not available

Left atrial volume (cabana_pivcdd: TEE.TELAVOL)
[1] © | xxoooox. | cc (cabana_pivedd: TEE.LAVOL)  [g] () Measurement not available

Left atrial volume index (LA volume/BSA) (cabana_pivcdd:TEE.TELAXVOL)
11 O | e, mL/m?2 (cabana_pivcdd: TEE.LAINXVOL) [o1 () Measurement not available

(cabana_pivcdd: TEE.RASIZE)
[1] & Normal
[2] CMild enlargement

31 (7yModerate enlargement
[41 () Severe enlargement
[0] (Measurement not available

(cabana_pivedd: TEE.TEELVH)
o1 () No
[1] © Yes Septal thickness (cabana_pivedd: TEE. TEESEPT)
[1] O xxxxxxxx. | (mm) (cabana_pivcdd:TEE.TEESEPTA)  [0] (0 Measurement not available

Posterior wall thickness (cabana_pivcdd:TEE.TEEPOST)
[1] O | xxxxxxxx. | (mm) (cabana_pivedd: TEE. TEEPOSTW) o1 () Measurement not available

(cabana_pivcdd:TEE.MVR)
[0] CNo (None or Trivial)

[94]  Indeterminate

[1] OYes
Pulldown List 2 |+ (cabana_pivcdd:TEE.MVRSEVER)

(cabana_pivcdd:TEE.MVS)
o1 (3 No

[94] C Indeterminate
[1] O Yes

Pulldown List 3 |+ (cabana_pivcdd: TEE.MVSSEVER)

(cabana_pivcdd: TEE.WALLAB)

o] (3 No

[11 () (cabana_pivcdd: TEE.ECHEA)
Yes
[1] O Global
[2] O Regional

(cabana_pivcdd: TEE.PCEFF)
o1 ()No
[94] (© Indeterminate

[1] O Yes
Pulldown List 4 |+ (cabana_pivcdd:TEE.PCEFFSEV)

(cabana_pivcdd:TEE.LFTATRI)

[1] CNormal

21 () (cabana_pivedd:TEE.LFTABNOR)
Abnormal
[1] © Thrombus Present
[2] O Spontaneous echo contrast

12.

N

Other Non-Left Atrial (LA) Thrombus

(cabana_pivcdd: TEE.ONLATHR)

o] () No

[1] © Yes
Check all that apply
(cabana_pivcdd:TEE.ONLARA)
[1] [JRight Atrial (RA)
(cabana_pivcdd:TEE.ONLARV)
[1] [JRight Ventricular (RV)

(cabana_pivcdd: TEE.ONLALV)
[1] []Left Ventricular (LV)
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Pulldown List 2:

Pulldown List 1:

RefName | Display Text Value | Design Note
ieVISITO1 | Baseline 1
ieVISITO2 [ Month 3 2
ieVISITO3 [ Month 6 3
ieVISITO4 | Month 12 4
ieVISITO5 | Month 18 5
ieVISITO6 | Month 24 6
ieVISITO7 | Month 30 7
ieVISITO8 | Month 36 8
ieVISITO9 | Month 42 9
ieVISIT10 [ Month 48 10
ieVISIT11 [ Month 54 11
ieVISIT12 | Month 60 12
ieVISIT13 [ Month 66 13
ieVISIT14 [ Month 72 14
ieVISIT15 [ Month 78 15
ieVISIT16 | Month 84 16
ieVISIT17 [ Month 90 17
ieVISIT18 [ Month 96 18

RefName |Display Text

Value | Design Note

ieSEVERIT2 | Mild 2
ieSEVERIT3 | Moderate 3
ieSEVERIT4 | Moderate to Severe 4
ieSEVERITS | Severe 5

Pulldown List 3:

RefName |Display Text

Value | Design Note

ieSEVERIT2 | Mild 2
ieSEVERIT3 [ Moderate 3
ieSEVERIT4 | Moderate to Severe 4
ieSEVERITS | Severe 5

Pulldown List 4:

RefName |Display Text

Value | Design Note

ieSEVERIT6 | Trivial to Mild 2
ieSEVERIT3 | Moderate 3
ieSEVERIT4 | Moderate to Severe 4
ieSEVERITS | Severe 5

CDD: cabana_pivedd Table: TEE Key Type: PATIENTVISIT

Column Name | Column Data Type
MVR NUMERIC
TELAVOL NUMERIC
TEEPOSTW FLOAT - F9.0
TEESEPT NUMERIC
LFTATRI NUMERIC
LAVOL FLOAT - F9.0
TELASIZE NUMERIC

PCEFF NUMERIC

MVS NUMERIC
LAAREA FLOAT - F9.0
TELAXVOL NUMERIC
TELAAREA NUMERIC
MVRSEVER NUMERIC - 2, 3,

4,5

Design Note

http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0
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ECHEF NUMERIC - N3
TEESEPTA FLOAT - F9.0
ONLALV NUMERIC

ECHDT DATE - DDMONYYYY
LFTABNOR NUMERIC
MVSSEVER NUMERIC - 2, 3, 4, 5
PCEFFSEV NUMERIC - 2, 3, 4,5
TEELVH NUMERIC

TEEVISIT NUMERIC - 1, 2, 3,4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18
TEEPOST NUMERIC

RASIZE NUMERIC

ONLATHR NUMERIC

ONLARV NUMERIC

ONLARA NUMERIC

ECH6A NUMERIC

LASIZE FLOAT - F9.0
ECHEFYN NUMERIC

LAINXVOL FLOAT - F9.0
WALLAB NUMERIC

CABANA_PIV Production eCRF _ Release 7.0 _ 28-Jul-2017

http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0 7128/2017


http://im46ad01.dcri.int/cabana_pivdev1/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdev1&SP=&AS=59391&CP=65535&FP=0&RSV=0

Annotated Trial Design Page 42 of 164

cabana_pivdevl : CT or MRI Scan (CTSCAN)
CT or MRI Scan (For Pulmonary Vein)

1. | Visit ‘pu"down List 1 Z| (cabana_pivedd:CTSCAN.CTSCVIS)

2. | Procedure performed (cabana_pivcdd:CTSCAN.CTPROC)
[ ©cr
[2] CMRI
.| Date and Time ‘Req z| / ‘Req E / ‘Reqz (2009-2020) (cabana_pivedd:CTSCAN.SCANDTM)
‘Req z| : ‘Req E 24-hour clock

w

»

Reason for Scan (cabana_pivcdd:CTSCAN.CTRS)

11 () Baseline / pre-therapy

[21 () Routine post therapy

[3] C Recheck abnormal scan

[4] © symptom initiated
Date symptom onset: |Req z| / ‘Req E / ‘REqE (2009-2020) (cabana_pivedd:CTSCAN.CTRSSDT)
(cabana_pivcdd:CTSCAN.CTRSS1)
Check all that apply:
[1] [[]Shortness of breath
(cabana_pivedd:CTSCAN.CTRSS2)
[1] [[]Dyspnea on exertion
(cabana_pivedd:CTSCAN.CTRSS3)
[1] []Fatigue
(cabana_pivcdd:CTSCAN.CTRSS4)
[1] [[]Hemoptysis
(cabana_pivcdd:CTSCAN.CTRSS5)
[1] []Cough
(cabana_pivcdd:CTSCAN.CTRSS6)
[1] [[JChest pain
(cabana_pivedd:CTSCAN.CTRSS7)
[1] []Pleuritic pain

[51 () Pre pulmonary vein dilation/stent

61 () Post pulmonary vein dilation/stent

[7] © Non- CABANA Indication
Specify: | A40 (cabana_pivcdd:CTSCAN.CTRSABSP)

o

. | Characteristics of Scan (Per Site Radiologist) (cabana_pivcdd:CTSCAN.CTSRES)
[1] CNormal
[2] © Abnormal
Check all that apply, at lease one must be checked
(cabana_pivcdd:CTSCAN.CTSRES1)
[1] []Right Superior Puimonary Vein
(cabana_pivcdd:CTSCAN.CTSRES2)
[1] [JRight Middle Pulmonary Vein
(cabana_pivcdd:CTSCAN.CTSRES3)
[1] [JRight Inferior Pulmonary Vein
(cabana_pivedd:CTSCAN.CTSRES4)
[1] [JLeft Superior Pulmonary Vein
(cabana_pivcdd:CTSCAN.CTSRES5)
[1] []Left Middle Pulmonary Vein
(cabana_pivcdd:CTSCAN.CTSRES6)
[1] [](cabana_pivedd:CTSCAN.CTSRESVN)
Left Inferior Pulmonary Vein
Indicate MOST SIGNIFICANT narrrowing/stenosis
[1] O<50%
[2] ©50% - 75%
3] O>75%
[4] () Total Occlusion

[4] (2 Abnormal: not pulmonary vein related
Specify: a40 (cabana_pivedd:CTSCAN.CTRSABVN)

Pulldown List 1:

RefName | Display Text Value | Design Note

ieVISITO1 | Baseline

ieVISITO2 | Month 3

ieVISITO3 | Month 6

ieVISITO4 | Month 12

ieVISITO5 | Month 18

o A W N R

ieVISITO6 | Month 24
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ieVISITO7 | Month 30 7
ieVISITO8 | Month 36 8
ieVISITO9 | Month 42 9
ieVISIT10 [ Month 48 10
ieVISIT11 [ Month 54 11
ieVISIT12 [ Month 60 12
ieVISIT13 [ Month 66 13
ieVISIT14 [ Month 72 14
ieVISIT15 [ Month 78 15
ieVISIT16 | Month 84 16
ieVISIT17 [ Month 90 17
ieVISIT18 [ Month 96 18

CDD: cabana_pivedd Table: CTSCAN  Key Type: PATIENTVISIT

Column Name

Column Data Type

Design Note

CTSRES4 NUMERIC

CTRSS6 NUMERIC

CTRS NUMERIC

CTRSS3 NUMERIC

CTSRES1 NUMERIC

CTSRES2 NUMERIC

CTRSS5 NUMERIC
CTRSABSP STRING(40) - A40
CTSRES3 NUMERIC

CTRSS7 NUMERIC
CTSRESVN NUMERIC

CTRSSDT DATE - DDMONYYYY
CTSCVIS NUMERIC -1, 2, 3, 4,5, 6, 7, 8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18
CTPROC NUMERIC

CTRSS2 NUMERIC

CTRSS1 NUMERIC

CTSRES5 NUMERIC

CTSRES6 NUMERIC

CTRSS4 NUMERIC

SCANDTM DATE - DDMONYYYY HHMM
CTRSABVN STRING(40) - A40
CTSRES NUMERIC
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cabana_pivdevl : ECG Assessment (ECG)
ECG Assessment
1. Visit Pulldown List 1 |+| (cabana_pivcdd:ECG.ECGVIS)
2. Date and Time of ECG Req|+| / |Req|+| / |Req |+ (2009-2020) (cabana_pivcdd:ECG.ECGDTM)
Req v * |Req|¥| 24-hour clock
3. Predominant rhythm at time of recording (cabana_pivcdd:ECG.ECGPRHYM)
[1] © Sinus Rhythm
[2] CAtrial Fibrillation
[3] O Atrial Flutter
(cabana_pivcdd:ECG.ECGAFRAT)
Atrial rate [11 | xxx|bpm (cabana_pivcdd:ECG.ECGAFRTE)
[93] (& Unable to Assess
5 Atrial Tachycardia
o
(cabana_pivcdd:ECG.ECGATRAT)
Atrial rate [11 | xxx|bpm (cabana_pivcdd:ECG.ECGATRTE)
[93] (Unable to Assess
61 () Paced, Atrial Pacing only
[71 () Paced, Ventricular Pacing only
[8] & Paced, Dual Chamber Pacing
981 () Other Rhythm, Specify (cabana_pivedd:ECG.ECGRHYOT)
A32
4. | Other rhythm noted at time of recording (cabana_pivcdd:ECG.ECGOTHRY)
[1] © Ventricular Tachycardia
[21 (yNon-sustained Ventricular Tachycardia
[3] ©Premature Ventricular Contractions
[0] None
981 (O Other, Specify | A32 (cabana_pivedd:ECG.ECGOTRRY)
5. Ventricular rate xxx | bpm (cabana_pivcdd:ECG.ECGHRATE)
6.* |RETIRED: PR interval [hidden] [1] O/ xxx|msec
[96] (O PR not measurable
7.* | RETIRED: QRS duration [hidden] xxx | msec
8. QT interval xxx | msec (cabana_pivedd:ECG.ECGQT)
9. |QTcinterval xxx| msec (cabana_pivedd:ECG.ECGQTC)
10.* | RETIRED: Were there symptoms that prompted the ECG? [hidden] [o] 3 No
[1] © Yes, Check all that apply
[1] []Palpitation / fluttering / pounding
[2] []Shortness of breath at rest
[3] [[]Dyspnea on exertion
[4] []Fatigue
[5] []Weakness
[6] [[]Exercise Intolerance
[7]1 []Chest discomfort
[8] []Dizziness/lightheaded
[9] []Syncope/fainting
[10] []Nausea
* Item is not required
Pulldown List 1:
RefName | Display Text Value | Design Note
ieVISITO1 | Baseline 1
ieVISITO2 [ Month 3 2
ieVISITO3 [ Month 6 3
ieVISITO4 | Month 12 4
ieVISITO5 | Month 18 5
ieVISITO6 | Month 24 6
ieVISITO7 | Month 30 7
ieVISITO8 | Month 36 8
ieVISITO9 | Month 42 9
ieVISIT10 [ Month 48 10
T
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ieVISIT11 | Month 54 11
ieVISIT12 | Month 60 12
ieVISIT13 [ Month 66 13
ieVISIT14 | Month 72 14
ieVISIT15 [ Month 78 15
ieVISIT16 | Month 84 16
ieVISIT17 [ Month 90 17
ieVISIT18 [ Month 96 18

CDD: cabana_pivcdd Table: ECG  Key Type: PATIENTVISIT

Column Name

Column Data Type

Design Note

ECGDTM DATE - DDMONYYYY HHMM
ECGHRATE NUMERIC - N3

ECGQT NUMERIC - N3

ECGATRAT NUMERIC

ECGAFRTE NUMERIC - N3

ECGPRHYM NUMERIC

ECGVIS NUMERIC - 1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 13, 14, 15, 16, 17, 18
ECGAFRAT NUMERIC

ECGRHYOT STRING(32) - A32
ECGATRTE NUMERIC - N3

ECGOTHRY NUMERIC

ECGOTRRY STRING(32) - A32
ECGQTC NUMERIC - N3
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cabana_pivdevl : Unscheduled 24 Hour Holter (HOLT)

Unscheduled 24 Hour Holter

NE R

Visit

Date of Assessment

Heart Rate Minimum
Heart Rate Maximum
Heart Rate Average

Predominant underlying rhythm at time of recording

Were there any other rhythms (>=30 Second) at the time of
recording?

‘Pulldown List 1 E (cabana_pivedd:HOLT.HOLVIS)

‘Reqﬂ / ‘Reqzl / ‘Reqz (2009-2020) (cabana_pivedd:HOLT.HOLDT)

‘ xxx‘ bpm (cabana_pivedd:HOLT.HOLHRMIN)

| xxx| bpm (cabana_pivedd: HOLT.HOLHRMAX)

‘ xxx‘ bpm (cabana_pivedd:HOLT.HOLHRAVG)

Check one: ‘Pulldown List 2 z| (cabana_pivcdd:HOLT.HOLRHYM)

(cabana_pivcdd:HOLT.HOLRHOTR)

[0] &No

[1] © Yes, Check all that apply
(cabana_pivedd:HOLT.HOLRHOO1)
[1] [JNormal Sinus Rhythm (NSR)
(cabana_pivcdd:HOLT.HOLRHO02)
[2] [JAtrial fibrillation
(cabana_pivedd:HOLT.HOLRHOO3)
[3] [JAtrial flutter
(cabana_pivcdd:HOLT.HOLRHO04)
[4] [JAtrial tachycardia
(cabana_pivcdd:HOLT.HOLRHOO5)
[5] []Sinus brachycardia
(cabana_pivcdd:HOLT.HOLRHO06)
[6] [JEctopic atrial rhythm
(cabana_pivcdd:HOLT.HOLRHOO7)
[7] []Multifocal atrial rhythm
(cabana_pivedd:HOLT.HOLRHOO08)
[8] [JJunctional rhythm
(cabana_pivcdd:HOLT.HOLRHO09)
[9] []!dioventricular rhythm
(cabana_pivedd:HOLT.HOLRHO10)
[10] []Ventricular escape rhythm
(cabana_pivcdd:HOLT.HOLRHO11)
[11] []Bradycardia - unspecified
(cabana_pivedd:HOLT.HOLRHO12)
[12] [JMultifocal atrial tachycardia
(cabana_pivcdd:HOLT.HOLRHO13)
[13] []Supraventricular tachycardia - unspecified with regular R-R interval
(cabana_pivcdd:HOLT.HOLRHO14)
[14] [JWide complex tachycardia - unspecified
(cabana_pivedd:HOLT.HOLRHO15)
[15] []Sustained VT - monomorphic
(cabana_pivcdd:HOLT.HOLRHO16)
[16] []VF
(cabana_pivedd:HOLT.HOLRHO17)
[17] [JAV Heart block - 2nd degree - Type |
(cabana_pivcdd:HOLT.HOLRHO18)
[18] [JAV Heart block - 2nd degree - Type 11
(cabana_pivedd:HOLT.HOLRHO19)
[19] [JAV Heart block - 3rd degree
(cabana_pivcdd:HOLT.HOLRHO20)
[20] []Asystole
(cabana_pivedd:HOLT.HOLRHO21)
[21] []Ventricular pacing
(cabana_pivedd:HOLT.HOLRHO22)
[22] []Atrial pacing
(cabana_pivcdd:HOLT.HOLRHO23)
[23] []Dual chamber pacing
(cabana_pivedd:HOLT.HOLROTHR)
[98] [] other Rhythm, Specify‘ A32

[99] (O Unknown

‘ (cabana_pivedd:HOLT.HOLROTHX)

©

Was at least 1 episode of atrial fibrillation/flutter clearly symptomatic? |(cabana_pivcdd:HOLT.HOLSYMP)

[o] ) No

[1] © Yes, Check all that apply
(cabana_pivedd:HOLT.HOLSYMO1)
[1] []Palpitation / fluttering / pounding
(cabana_pivcdd:HOLT.HOLSYMO02)
[2] []Shortness of breath at rest
(cabana_pivcdd:HOLT.HOLSYMO3)
[3] []Dyspnea on exertion
(cabana_pivedd:HOLT.HOLSYMO04)
[4] [JFatigue
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(cabana_pivedd:HOLT.HOLSYMO5)
[5] [JWeakness
(cabana_pivcdd:HOLT.HOLSYMO6)
[6] []Exercise Intolerance
(cabana_pivcdd:HOLT.HOLSYMO7)
[7]1 [JChest discomfort
(cabana_pivcdd:HOLT.HOLSYMO8)
[8] [[]Dizziness/lightheaded
(cabana_pivedd:HOLT.HOLSYMO09)
[9] []Syncope/fainting
(cabana_pivcdd:HOLT.HOLSYM10)
[10] []Nausea

Page 47 of 164

Pulldown List 1:

RefName | Display Text Value | Design Note
ieVISITO1 | Baseline 1

ieVISITO2 [ Month 3 2

ieVISITO3 | Month 6 3

ieVISITO4 | Month 12 4

ieVISITO5 [ Month 18 5

ieVISITO6 | Month 24 6

ieVISITO7 | Month 30 7

ieVISITO8 | Month 36 8

ieVISITO9 | Month 42 9

ieVISIT10 [ Month 48 10

ieVISIT11 [ Month 54 11

ieVISIT12 [ Month 60 12

ieVISIT13 | Month 66 13

ieVISIT14 [ Month 72 14

ieVISIT15 [ Month 78 15

ieVISIT16 | Month 84 16

ieVISIT17 [ Month 90 17

ieVISIT18 [ Month 96 18

Pulldown List 2:

RefName | Display Text Value | Design Note
ieHOLRH1 | Sinus rhythm 1
ieHOLRH2 | Atrial fibrillation 3
ieHOLRH3 | Atrial flutter 4
ieHOLRH4 | Atrial tachycardia 6
ieHOLRHS5 | Paced, Atrial Pacing only 7
ieHOLRH®6 | Paced, Ventricular pacing only 8
ieHOLRH7 [ Paced, Dual Chamber pacing 9

CDD: cabana_pivcdd Table: HOLT Key Type: PATIENTVISIT

Column Name [ Column Data Type Design Note
HOLVIS NUMERIC - 1, 2, 3, 4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18
HOLRHOO03 NUMERIC

HOLRHOO05 NUMERIC

HOLRHO23 NUMERIC

HOLSYMO02 NUMERIC

HOLSYMO3 NUMERIC

HOLSYMO04 NUMERIC

HOLRHOO04 NUMERIC

HOLRHO15 NUMERIC

HOLSYMO09 NUMERIC

HOLSYMO08 NUMERIC

HOLROTHX STRING(32) - A32

HOLSYMO5 NUMERIC

HOLDT DATE - DDMONYYYY
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HOLSYMP NUMERIC
HOLRHOO07 NUMERIC
HOLRHO20 NUMERIC
HOLRHO12 NUMERIC
HOLRHOO1 NUMERIC
HOLRHO06 NUMERIC
HOLRHO16 NUMERIC
HOLHRMIN NUMERIC - N3
HOLRHO22 NUMERIC
HOLRHO14 NUMERIC
HOLRHO13 NUMERIC
HOLHRMAX NUMERIC - N3
HOLRHO21 NUMERIC
HOLROTHR NUMERIC
HOLHRAVG NUMERIC - N3
HOLSYMO1 NUMERIC
HOLRHO17 NUMERIC
HOLSYM10 NUMERIC
HOLSYMO06 NUMERIC
HOLRHO11 NUMERIC
HOLRHO19 NUMERIC
HOLRHOO08 NUMERIC
HOLRHO10 NUMERIC
HOLRHO18 NUMERIC
HOLRHO09 NUMERIC
HOLRHOTR NUMERIC
HOLSYMO7 NUMERIC
HOLRHYM NUMERIC -1, 3,4,6,7,8,9
HOLRHO02 NUMERIC
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cabana_pivdevl : Implantable Device (DEVICE)
Pacemaker

1. |visit ‘Pu"dgwn List 1z|(cabanaﬁpivcdd:DEVICE.DEVICVIS)

2. Pacemaker Type (cabana_pivedd:DEVICE.DEVICTYP)

971 (3 Not applicable (Skip to Implantable Loop Recorder section)
[1] O Single Chamber Pacemaker

[2] O Dual Chamber Pacemaker

[3] (O Biventricular or CRT Pacemaker

3. Pacemaker Status (cabana_pivcdd:DEVICE.PACSTATS)
[1] ©Pacemaker implanted Prior to the Randomization
21 () (cabana_pivcdd:DEVICE.PACREPRT)
Pacemaker implanted Post Randomization
[11 () Provide date of implant If not previously reported
|Req~] / |Req | / |Req[] (2009-2020) (cabana_pivedd: DEVICE.PACRPDT)

21 () Previously reported

4. |Date of interrogation ‘Rqu / ‘Req E / ‘Rqu (2009-2020) (cabana_pivedd:DEVICE.PACIDT)

5. Pacemaker Mode ‘Pulldown List 2 z| (cabana_pivcdd:DEVICE.PACMOD)

6. Atrial Pacing (cabana_pivcdd:DEVICE.PACATRP)

[0] O Absent

[1] © (cabana_pivcdd:DEVICE.PACATRCP)
Present

[1] O Atrial capture
[2] O Failure to capture

7. Atrial Sensing (cabana_pivcdd:DEVICE.PACATRS)

[971 () Not applicable (patient in VVI or VVIR)
[1] O Normal

[2] ©Undersense

[3] O Oversense

8. Ventricular Pacing (cabana_pivedd:DEVICE.PACVNTP)

[0] O Absent

[1]1 () (cabana_pivedd:DEVICE.PACVNTCP)
Present
[1]  Ventricular capture
21 () Failure to capture

9.* | Ventricular Sensing (cabana_pivcdd:DEVICE.PACVNTS)
[1] O Normal
[2] ©Undersense

[3] O Oversense

10.* | Has the subject reached heart rates of 90 or higher since the last visit? (cabana_pivcdd:DEVICE.PACHR90)

o1 () No

11 O Yes (cabana_pivcdd:DEVICE.PACHRO0P)
Percent of beats 90 or higher
‘xxx (0 =<, <= 100)‘%

11.” | If programmed to DDDR, DDD, DDIR or DDI (cabana_pivcdd:DEVICE.PACDP)
[97] (O Not Applicable
[1] O Percent of beats atrial paced ‘ xxx (0 =<, <= 100) ‘ % (cabana_pivcdd:DEVICE.PACDPBAP)

Percent of beats ventricular paced ‘ xxx (0 =<, <= 100 )| % (cabana_pivcdd:DEVICE.PACDPBVP)
Number of mode switch events‘ XXXX (n>=0 )‘ (cabana_pivcdd:DEVICE.PACDMDSW)

12.* | If programmed to VVIR or VVI (cabana_pivcdd:DEVICE.PACVP)
[97] O Not Applicable
[1] © Percent of beats ventricular paced ‘ xxx (0 =<, <= 100 )| % (cabana_pivcdd:DEVICE.PACVPBVP)

13.* | Pacemaker Mode Change (cabana_pivcdd:DEVICE.PACMC)

o1 () No

[1]1 () (cabana_pivedd:DEVICE.PACMCRSN)
Yes, because
[1] © Severe pacemaker syndrome
21 () Supraventricular arrhythmia

31 () Rate response causes angina
41 () Symptoms related to chronotropic incompetence
51 () Refractory heart failure, unclear if due to pacer reprogramming

14.* | Final Pacemaker Mode Mode ‘ pulldown List 3 z| (cabana_pivcdd:DEVICE.PACFMOD)
Low rate ‘ XXXX (n >=0) ‘ bpm (cabana_pivedd:DEVICE.PACFLO)

High sensor indicated rate ‘ XXXX (n>=0 )‘ bpm (cabana_pivedd:DEVICE.PACFHSIR)
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High atrial tracking rate | xxxx (n >= 0)|bpm (cabana_pivcdd:DEVICE.PACFHATR)

Sensor parameters:

Threshold or equivalent | xxxxxxxx.  (n >= 0.0)| (cabana_pivcdd:DEVICE.PACFSPTH)

Slope or equivalent | xxxxxxxx.
(cabana_pivcdd:DEVICE.PACFAUTO)
Automatic mode switch

[97] O Not Applicable

[1] Enabled

[0] ©Disabled

(n >= 0.0) (cabana_pivcdd:DEVICE.PACFSPSL)

Implantable Loop Recorder

15.%

16."

17.%

18.%

19.7

20."

21"

22.

23.

24.

25"

26.

27.

28.

29.

30.

ILR Manufacturer
Date of interrogation

Number of auto-activated recordings with atrial fibrillation, atrial flutter, or atrial tachycardia

Number of subject activated recordings
Number of interpretable recordings
Number of non-interpretable recordings

Predominant underlying rhythm at time of recording

Other rhythms at the time of recording

The blanking period ended on

Total number of Non-CABANA Box ambulatory ECG recordings (exclude holter and/or ECGs)
after the blanking period (see line 23)

NON-CABANA BOX External Monitoring Select modality

Date of FIRST Post-Blanking Atrial Fibrillation (30 Seconds or more)

Was the recurrence Symptomatic?

NON-CABANA BOX External Monitoring Select modality

Date of SECOND Post-Blanking Atrial Fibrillation (30 Seconds or more)

Was the recurrence Symptomatic?

Pulldown List 4 |+ | (cabana_pivcdd:DEVICE.ILRMFR)

Req|v |/ |Req|+| / |Req|¥| (2009-2020) (cabana_pivcdd:DEVICE.ILRIDT)

xxx | (cabana_pivcdd:DEVICE.DEVIC3TC)

Shortest duration episode hr:min:sec
hr: | pulldown List 5 |+| (cabana_pivcdd:DEVICE.DEVARSHR) min: |pulldown List 6 +| (cabana_pivcdd:DEVICE.DEVARSMN) sec: |pulldown List 7 |+ (cabana_pivcdd:DEVICE.DEVARSSC)

Longest duration episode hr:min:sec
hr: | pulldown List 8 |+| (cabana_pivedd:DEVICE.DEVARLHR) min: | pulldown List 9 |+ | (cabana_pivcdd:DEVICE.DEVARLMN) sec: |pulldown List 10|+ | (cabana_pivcdd:DEVICE.DEVARLSC)

Highest ventricular rate | xxx | bpm (cabana_pivcdd:DEVICE.DEVIC3HV)

Median ventricular rate | xxx| bpm (cabana_pivcdd:DEVICE.DEVIC3MV)

xxx | (cabana_pivcdd:DEVICE.ILRSAR)

x| (cabana_pivedd: DEVICE.ILRIR)

xxx | (cabana_pivcdd:DEVICE.ILRNIR)

(cabana_pivcdd:DEVICE.DVHR)

[1] © Sinus Rhythm

[2] O Atrial Fibrillation

[3] O Atrial Flutter

[4] O Atrial Tachycardia

[5] O Paced, Atrial Pacing only

61 () Paced, Ventricular Pacing only
[7] O Paced, Dual chamber Pacing

(cabana_pivcdd:DEVICE.DVHROT)

o1 (O No

[1] © Yes, Check all that apply
(cabana_pivcdd:DEVICE.ILRORHY1)
[1] [ Sinus Rhythm
(cabana_pivcdd:DEVICE.ILRORHY2)
[1] [JAtrial Fibrillation
(cabana_pivcdd:DEVICE.ILRORHY3)
[1] [JAtrial Flutter
(cabana_pivcdd:DEVICE.ILRORHY4)
[1] [JAtrial Tachycardia
(cabana_pivcdd:DEVICE.ILRORHY5)
[1] [JPaced, Atrial Pacing only
(cabana_pivcdd:DEVICE.ILRORHY6)
[1] [[]Paced, Ventricular Pacing only

(cabana_pivcdd:DEVICE.ILRORHY7)
[1] []Paced, Dual chamber Pacing

Req v |/ Req|v| / |Req|v| (2009-2020) (cabana_pivcdd:DEVICE.ENDBLKDT)

Pulldown List 11 |+ | (cabana_pivcdd:DEVICE.ILMNCAB)

Pulldown List 12 |+ | (cabana_pivcdd:DEVICE.ILMOD1)

Req|v |/ Req|v| / |Req|v| (2009-2020) (cabana_pivcdd:DEVICE.ILAFDT1)

(cabana_pivcdd:DEVICE.ILMOD1S)
[1] OYes
[o] ©No

Pulldown List 13|+ | (cabana_pivcdd:DEVICE.ILMOD2)

Req|~| / |Req|v| / |NReq ¥ (2009-2020) (cabana_pivcdd:DEVICE.ILAFDT2)

(cabana_pivcdd:DEVICE.ILMOD2S)
[1] OYes
[o] ©ONo
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31." | NON-CABANA BOX External Monitoring Select modality Pulldown List 14 |+ (cabana_pivcdd:DEVICE.ILMOD3)
32.* | Date of FIRST Post-Blanking Atrial Flutter (30 Seconds or more) Req|v| / |Req|%| / Req|v (2009-2020) (cabana_pivcdd:DEVICE.ILAFLDT1)
33." | Was the recurrence Symptomatic? (cabana_pivcdd:DEVICE.ILMOD3S)
[1] OYes
[o1 () No
; NON-CABANA BOX External Monitoring Select modality Pulldown List 15 |+ | (cabana_pivcdd:DEVICE.ILMOD4)
? Date of SECOND Post-Blanking Atrial Flutter (30 Seconds or more) Req|v |/ Req|v| / |Req|v| (2009-2020) (cabana_pivcdd:DEVICE.ILAFLDT2)
36." | Was the recurrence Symptomatic? (cabana_pivcdd:DEVICE.ILMOD4S)
11 O Yes
[o] ©ONo
37." | NON-CABANA BOX External Monitoring Select modality Pulldown List 16 |+ | (cabana_pivcdd:DEVICE.ILMODS)
38." | Date of FIRST Post-Blanking Atrial Tachycardia (30 Seconds or more) Req |~ |/ Req|v| / |Req|v (2009-2020) (cabana_pivcdd:DEVICE.ILTACDT1)
; Was the recurrence Symptomatic? (cabana_pivcdd:DEVICE.ILMOD5S)
[1] OYes
o1 (O No
? NON-CABANA BOX External Monitoring Select modality Pulldown List 17 |+ (cabana_pivcdd:DEVICE.ILMOD6)
41." | Date of SECOND Post-Blanking Atrial Tachycardia (30 Seconds or more) Req v |/ Req|v| / |Req v (2009-2020) (cabana_pivcedd:DEVICE.ILTACDT2)
42." | Was the recurrence Symptomatic? (cabana_pivcdd:DEVICE.ILMOD6S)
[1] OYes
o1 () No
? RUNRULE (hidden to most users) [hidden] Al5 (cabana_pivedd:DEVICE.RUNRULE)
* Item is not required
Pulldown List 1:
RefName | Display Text Value | Design Note
ieVISITO1 | Baseline 1
ieVISITO2 | Month 3 2
ieVISITO3 [ Month 6 3
ieVISITO4 | Month 12 4
ieVISITO5 [ Month 18 5
ieVISITO6 | Month 24 6
ieVISITO7 | Month 30 7
ieVISITO8 | Month 36 8
ieVISITO9 | Month 42 9
ieVISIT10 [ Month 48 10
ieVISIT11 [ Month 54 11
ieVISIT12 [ Month 60 12
ieVISIT13 [ Month 66 13
ieVISIT14 [ Month 72 14
ieVISIT15 [ Month 78 15
ieVISIT16 | Month 84 16
ieVISIT17 | Month 90 17
ieVISIT18 [ Month 96 18
Pulldown List 2:
RefName Display Text Value | Design Note
iePACMOD_1 | DDDR 1
iePACMOD_2 | DDIR 2
iePACMOD_3 | DDD 3
iePACMOD_4 | DDI 4
iePACMOD_5 | VIR 5
iePACMOD_6 | VVI | 6
Pulldown List 3:
RefName Display Text Value | Design Note
1 I I
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iePACMOD_1

DDDR

iePACMOD_2

DDIR

iePACMOD_3

DDD

iePACMOD_4

DDI

iePACMOD_5

VVIR

iePACMOD_6

ol B w N[k

wi

Pulldown List 4:

RefName

ielLRMFR_1
ielLRMFR_2
ielLRMFR_3
ielLRMFR_4
ielLRMFR_5

Display Text Valu
St. Jude

Medtronic

Transoma

Boston Scientific

Biotronic

e | Design Note

ielLRMFR_6

Other

Pulldown List 5:

ol A W N B

RefName | Display Text Value | Design Note
ieHRS01 |1 Hours 1
ieHRS02 |2 Hours 2
ieHRS03 |3 Hours 3
ieHRS04 |4 Hours 4
ieHRS05 |5 Hours 5
ieHRS06 |6 Hours 6
ieHRS07 |7 Hours 7
ieHRS08 |8 Hours 8
ieHRS09 |9 Hours 9
ieHRS10 |10 Hours 10
ieHRS11 |11 Hours 11
ieHRS12 |12 Hours 12

Pulldown List 6:

RefName

ieMINUTEO1

ieMINUTEO2

ieMINUTEO3

ieMINUTEO4

ieMINUTEOS

ieMINUTEO6

ieMINUTEO7

ieMINUTEO8

ieMINUTEO9

ieMINUTE10

ieMINUTE11

ieMINUTE12

ieMINUTE13

ieMINUTE14

ieMINUTE15

ieMINUTE16

ieMINUTE17

ieMINUTE18

ieMINUTE19

ieMINUTE20

ieMINUTE21

ieMINUTE22

ieMINUTE23

ieMINUTE24

Display Text Value

Design Note

01 Minutes 1
02 Minutes 2
03 Minutes 3
04 Minutes 4
05 Minutes 5
06 Minutes 6
07 Minutes 7
08 Minutes 8
09 Minutes 9
10 Minutes 10
11 Minutes 11
12 Minutes 12
13 Minutes 13
14 Minutes 14
15 Minutes 15
16 Minutes 16
17 Minutes 17
18 Minutes 18
19 Minutes 19
20 Minutes 20
21 Minutes 21
22 Minutes 22
23 Minutes 23
24 Minutes 24

http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0
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ieMINUTE25 | 25 Minutes 25
ieMINUTE26 | 26 Minutes 26
ieMINUTE27 | 27 Minutes 27
ieMINUTE28 | 28 Minutes 28
ieMINUTE29 | 29 Minutes 29
ieMINUTE30 | 30 Minutes 30
ieMINUTE31 | 31 Minutes 31
ieMINUTE32 | 32 Minutes 32
ieMINUTE33 | 33 Minutes 33
ieMINUTE34 | 34 Minutes 34
ieMINUTE35 | 35 Minutes 35
ieMINUTE36 | 36 Minutes 36
ieMINUTE37 | 37 Minutes 37
ieMINUTE38 | 38 Minutes 38
ieMINUTE39 | 39 Minutes 39
ieMINUTE40 | 40 Minutes 40
ieMINUTE41 | 41 Minutes 41
ieMINUTE42 | 42 Minutes 42
ieMINUTE43 | 43 Minutes 43
ieMINUTE44 | 44 Minutes 44
ieMINUTE45 | 45 Minutes 45
ieMINUTE46 | 46 Minutes 46
ieMINUTE47 | 47 Minutes 47
ieMINUTE48 | 48 Minutes 48
ieMINUTE49 | 49 Minutes 49
ieMINUTES0 | 50 Minutes 50
ieMINUTES1 | 51 Minutes 51
ieMINUTE5S2 | 52 Minutes 52
ieMINUTES3 | 53 Minutes 53
ieMINUTE54 | 54 Minutes 54
ieMINUTESS | 55 Minutes 55
ieMINUTE56 | 56 Minutes 56
ieMINUTES7 | 57 Minutes 57
ieMINUTESS | 58 Minutes 58
ieMINUTES9 | 59 Minutes 59
ieUnknown | Unknown 99

Pulldown List 7:

RefName Display Text Value
ieSECONDO1 | 01 Second 1
ieSECONDO2 | 02 second 2
ieSECONDO3 | 03 second 3
ieSECONDO4 | 04 second 4
ieSECONDOS | 05 second 5
ieSECONDO6 | 06 second 6
ieSECONDO7 | 07 second 7
ieSECONDOS | 08 second 8
ieSECONDO9 | 09 second 9
ieSECOND10 | 10 second 10
ieSECOND11 | 11 second 11
ieSECOND12 | 12 second 12
ieSECOND13 | 13 second 13
ieSECOND14 | 14 second 14
ieSECOND15 | 15 second 15
ieSECOND16 | 16 second 16
ieSECOND17 | 17 second 17

Design Note
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ieSECOND18 | 18 second 18
ieSECOND19 | 19 second 19
ieSECOND20 | 20 second 20
ieSECOND21 | 21 second 21
ieSECOND22 | 22 second 22
ieSECOND23 | 23 second 23
ieSECOND24 | 24 second 24
ieSECOND25 | 25 second 25
ieSECOND26 | 26 second 26
ieSECOND27 | 27 second 27
ieSECOND28 | 28 second 28
ieSECOND29 | 29 second 29
ieSECOND30 | 30 second 30
ieSECOND31 | 31 second 31
ieSECOND32 | 32 second 32
ieSECOND33 | 33 second 33
ieSECOND34 | 34 second 34
ieSECOND3S5 | 35 second 35
ieSECOND36 | 36 second 36
ieSECOND37 | 37 second 37
ieSECOND38 | 38 second 38
ieSECOND39 | 39 second 39
ieSECONDA40 | 40 second 40
ieSECONDA41 | 41 second 41
ieSECOND42 | 42 second 42
ieSECONDA43 | 43 second 43
ieSECOND44 | 44 second 44
ieSECONDA4S5 | 45 second 45
ieSECOND46 | 46 second 46
ieSECONDA47 | 47 second a7
ieSECOND48 | 48 second 48
ieSECONDA49 | 49 second 49
ieSECONDSO | 50 second 50
ieSECONDS51 | 51 second 51
ieSECONDS2 | 52 second 52
ieSECOND53 | 53 second 53
ieSECONDS54 | 54 second 54
ieSECONDSS | 55 second 55
ieSECONDS6 | 56 second 56
ieSECOND57 | 57 second 57
ieSECONDSS8 | 58 second 58
ieSECONDS59 | 59 second 59
ieUnknown | Unknown 99
Pulldown List 8:
RefName Display Text Value |Design Note
ieHRSO1 1 Hours 1
ieHRS02 2 Hours 2
ieHRS03 3 Hours 3
ieHRS04 4 Hours 4
ieHRS05 5 Hours 5
ieHRS06 6 Hours 6
ieHRS07 7 Hours 7
ieHRS08 8 Hours 8
ieHRS09 9 Hours 9
ieHRS10 10 Hours 10
|
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ieHRS11 11 Hours | 11
ieHRS12 12 Hours 12
ieHRS1224 12 to 24 Hours 13
ieHRS24PLUS | > 24 Hours | 14
Pulldown List 9:
RefName |Display Text Value [ Design Note
ieMINUTEO1 | 01 Minutes 1
ieMINUTEO2 | 02 Minutes 2
ieMINUTEO3 | 03 Minutes 3
ieMINUTEO4 | 04 Minutes 4
ieMINUTEOS | 05 Minutes 5
ieMINUTEO6 | 06 Minutes 6
ieMINUTEO7 | 07 Minutes 7
ieMINUTEOS8 | 08 Minutes 8
ieMINUTEO9 | 09 Minutes 9
ieMINUTE10 | 10 Minutes 10
ieMINUTE11 | 11 Minutes 11
ieMINUTE12 | 12 Minutes 12
ieMINUTE13 | 13 Minutes 13
ieMINUTE14 | 14 Minutes 14
ieMINUTE15 | 15 Minutes 15
ieMINUTE16 | 16 Minutes 16
ieMINUTE17 | 17 Minutes 17
ieMINUTE18 | 18 Minutes 18
ieMINUTE19 | 19 Minutes 19
ieMINUTE20 | 20 Minutes 20
ieMINUTE21 | 21 Minutes 21
ieMINUTE22 | 22 Minutes 22
ieMINUTE23 | 23 Minutes 23
ieMINUTE24 | 24 Minutes 24
ieMINUTE2S | 25 Minutes 25
ieMINUTE26 | 26 Minutes 26
ieMINUTE27 | 27 Minutes 27
ieMINUTE28 | 28 Minutes 28
ieMINUTE29 | 29 Minutes 29
ieMINUTE3O | 30 Minutes 30
ieMINUTE31 | 31 Minutes 31
ieMINUTE32 | 32 Minutes 32
ieMINUTE33 | 33 Minutes 33
ieMINUTE34 | 34 Minutes 34
ieMINUTE35 | 35 Minutes 35
ieMINUTE36 | 36 Minutes 36
ieMINUTE37 | 37 Minutes 37
ieMINUTE38 | 38 Minutes 38
ieMINUTE39 | 39 Minutes 39
ieMINUTE40 | 40 Minutes 40
ieMINUTE41 | 41 Minutes 41
ieMINUTE42 | 42 Minutes 42
ieMINUTE43 | 43 Minutes 43
ieMINUTE44 | 44 Minutes 44
ieMINUTE45 | 45 Minutes 45
ieMINUTE46 | 46 Minutes 46
ieMINUTE47 | 47 Minutes 47
ieMINUTE48 | 48 Minutes 48
ieMINUTE49 | 49 Minutes 49
|
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ieMINUTES0 | 50 Minutes 50
ieMINUTES1 | 51 Minutes 51
ieMINUTE5S2 | 52 Minutes 52
ieMINUTES3 | 53 Minutes 53
ieMINUTE54 | 54 Minutes 54
ieMINUTESS | 55 Minutes 55
ieMINUTES6 | 56 Minutes 56
ieMINUTES7 | 57 Minutes 57
ieMINUTES8 | 58 Minutes 58
ieMINUTES9 | 59 Minutes 59
ieUnknown | Unknown 99

Pulldown List 10:

RefName Display Text Value
ieSECONDOL1 | 01 Second 1
ieSECONDO2 | 02 second 2
ieSECONDO3 | 03 second 3
ieSECONDO4 | 04 second 4
ieSECONDOS | 05 second 5
ieSECONDO6 | 06 second 6
ieSECONDO7 | 07 second 7
ieSECONDOS | 08 second 8
ieSECONDO9 | 09 second 9
ieSECOND10 | 10 second 10
ieSECOND11 | 11 second 11
ieSECOND12 | 12 second 12
ieSECOND13 | 13 second 13
ieSECOND14 | 14 second 14
ieSECOND15 | 15 second 15
ieSECOND16 | 16 second 16
ieSECOND17 | 17 second 17
ieSECOND18 | 18 second 18
ieSECOND19 | 19 second 19
ieSECOND20 | 20 second 20
ieSECOND21 | 21 second 21
ieSECOND22 | 22 second 22
ieSECOND23 | 23 second 23
ieSECOND24 | 24 second 24
ieSECOND25 | 25 second 25
ieSECOND26 | 26 second 26
ieSECOND27 | 27 second 27
ieSECOND28 | 28 second 28
ieSECOND29 | 29 second 29
ieSECOND30 | 30 second 30
ieSECOND31 | 31 second 31
ieSECOND32 | 32 second 32
ieSECOND33 | 33 second 33
ieSECOND34 | 34 second 34
ieSECOND3S5 | 35 second 35
ieSECOND36 | 36 second 36
ieSECOND37 | 37 second 37
ieSECOND38 | 38 second 38
ieSECOND39 | 39 second 39
ieSECONDA40 | 40 second 40
ieSECOND41 | 41 second 41
ieSECONDA42 | 42 second 42

Design Note
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ieSECONDA43 | 43 second 43
ieSECOND44 | 44 second 44
ieSECONDA4S5 | 45 second 45
ieSECOND46 | 46 second 46
ieSECONDA47 | 47 second a7
ieSECOND48 | 48 second 48
ieSECONDA49 | 49 second 49
ieSECONDS50 | 50 second 50
ieSECONDS51 | 51 second 51
ieSECONDS52 | 52 second 52
ieSECONDS53 | 53 second 53
ieSECONDS4 | 54 second 54
ieSECOND5S5 | 55 second 55
ieSECONDS6 | 56 second 56
ieSECOND57 | 57 second 57
ieSECONDS8 | 58 second 58
ieSECONDS59 | 59 second 59
ieUnknown | Unknown 99

Pulldown List 11:

RefName Display Text Value | Design Note
ieNONCBX1 |1 NON-CABANA Box External Monitorings 1
ieNONCBX2 |2 NON-CABANA Box External Monitorings 2
ieNONCBX3 | 3 NON-CABANA Box External Monitorings 3
ieNONCBX4 |4 NON-CABANA Box External Monitorings 4
ieNONCBX5 |5 NON-CABANA Box External Monitorings 5
ieNONCBX6 |6 NON-CABANA Box External Monitorings 6
ieNONCBX7 |7 NON-CABANA Box External Monitorings 7
ieNONCBX8 |8 NON-CABANA Box External Monitorings 8
ieNONCBX9 |9 NON-CABANA Box External Monitorings 9
ieNONCBX10 | 10 NON-CABANA Box External Monitorings 10
ieNONCBX11 | 11 NON-CABANA Box External Monitorings 11
ieNONCBX12 | 12 NON-CABANA Box External Monitorings 12
ieNONCBX13 | 13 NON-CABANA Box External Monitorings 13
ieNONCBX14 | 14 NON-CABANA Box External Monitorings 14
ieNONCBX15 | 15 NON-CABANA Box External Monitorings 15
ieNONCBX16 | 16 NON-CABANA Box External Monitorings 16
ieNONCBX17 | 17 NON-CABANA Box External Monitorings 17
ieNONCBX18 | 18 NON-CABANA Box External Monitorings 18
ieNONCBX19 | 19 NON-CABANA Box External Monitorings 19
ieNONCBX20 | 20 NON-CABANA Box External Monitorings 20
ieNONCBX21 | 21 NON-CABANA Box External Monitorings 21
ieNONCBX22 | 22 NON-CABANA Box External Monitorings 22
ieNONCBX23 | 23 NON-CABANA Box External Monitorings 23
ieNONCBX24 | 24 NON-CABANA Box External Monitorings 24
ieNONCBX25 | 25 NON-CABANA Box External Monitorings 25

Pulldown List 12:

RefName | Display Text Value | Design Note
ieCBOX1 |Continuous Loop Event Monitor (device allows Auto capture and/or Patient activated) 1

ieCBOX2 |Event Monitor (device allows Patient activated only) 2

Pulldown List 13:

RefName | Display Text Value | Design Note
ieCBOX1 | Continuous Loop Event Monitor (device allows Auto capture and/or Patient activated) 1

ieCBOX2 |Event Monitor (device allows Patient activated only) | 2
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Pulldown List 14:

RefName | Display Text Value | Design Note
ieCBOX1 |Continuous Loop Event Monitor (device allows Auto capture and/or Patient activated) 1

ieCBOX2 |Event Monitor (device allows Patient activated only) 2

Pulldown List 15:

RefName | Display Text Value | Design Note
ieCBOX1 |Continuous Loop Event Monitor (device allows Auto capture and/or Patient activated) 1

ieCBOX2 |Event Monitor (device allows Patient activated only) 2

Pulldown List 16:

RefName | Display Text Value | Design Note
ieCBOX1 | Continuous Loop Event Monitor (device allows Auto capture and/or Patient activated) 1

ieCBOX2 |Event Monitor (device allows Patient activated only) 2

Pulldown List 17:

RefName | Display Text Value | Design Note
ieCBOX1 |Continuous Loop Event Monitor (device allows Auto capture and/or Patient activated) 1

ieCBOX2 |Event Monitor (device allows Patient activated only) 2

CDD: cabana_pivcdd Table: DEVICE Key Type: PATIENTVISIT

Column Name [ Column Data Type

DEVICVIS NUMERIC - 1, 2, 3, 4,5, 6,7, 8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18
ILRORHY6 NUMERIC

PACATRS NUMERIC

PACFSPSL FLOAT - F9.0

PACDPBAP NUMERIC - N3

DEVARSMN NUMERIC - 1, 2, 3, 4,5, 6, 7, 8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50, 51, 52, 53, 54, 55, 56, 57, 58, 59, 99
DEVIC3HV NUMERIC - N3

ILRORHY1 NUMERIC

ILRORHY4 NUMERIC

PACVPBVP NUMERIC - N3

PACATRP NUMERIC

PACDMDSW NUMERIC - N4

PACVNTS NUMERIC

ILRNIR NUMERIC - N3

PACDPBVP NUMERIC - N3

DEVIC3MV NUMERIC - N3

ILRORHY7 NUMERIC

DEVICTYP NUMERIC

DEVARLSC NUMERIC -1, 2,3, 4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50, 51, 52, 53, 54, 55, 56, 57, 58, 59, 99
DEVARLMN NUMERIC -1, 2, 3, 4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50, 51, 52, 53, 54, 55, 56, 57, 58, 59, 99
PACHR90 NUMERIC

ENDBLKDT DATE - DDMONYYYY

DEVARSHR NUMERIC -1, 2, 3,4,5,6,7,8,9, 10, 11, 12
PACFHSIR NUMERIC - N4

PACREPRT NUMERIC

PACMCRSN NUMERIC

PACFLO NUMERIC - N4

PACVP NUMERIC

ILRMFR NUMERIC -1, 2, 3,4,5,6

DVHROT NUMERIC

PACFSPTH FLOAT - F9.0

PACATRCP NUMERIC

ILRORHY3 NUMERIC

ILRIDT DATE - DDMONYYYY

ILAFDT1 DATE - DDMONYYYY

Design Note
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ILMNCAB NUMERIC -1, 2, 3, 4,5, 6, 7, 8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25
PACHR9OP NUMERIC - N3

PACIDT DATE - DDMONYYYY
ILRORHY2 NUMERIC

PACSTATS NUMERIC

PACRPDT DATE - DDMONYYYY
ILMOD1 STRING(255) - 1, 2
ILMOD1S NUMERIC

ILMOD3S NUMERIC

ILMOD2 STRING(255) - 1, 2
ILAFLDT1 DATE - DDMONYYYY
PACDP NUMERIC

DEVIC3TC NUMERIC - N3

PACMOD NUMERIC -1, 2, 3,4,5,6
ILRSAR NUMERIC - N3

ILAFLDT2 DATE - DDMONYYYY
ILMOD2S NUMERIC

ILMOD4 STRING(255) - 1, 2
ILMOD6S NUMERIC

DEVARSSC NUMERIC -1, 2, 3,4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50, 51, 52, 53, 54, 55, 56, 57, 58, 59, 99
DVHR NUMERIC

PACFMOD NUMERIC -1, 2,3,4,5,6
ILMOD5 STRING(255) - 1, 2
PACMC NUMERIC

ILMOD4Ss NUMERIC

ILTACDT1 DATE - DDMONYYYY
ILMOD5S NUMERIC

ILMOD6 STRING(255) - 1, 2
RUNRULE STRING(15) - A15

ILRIR NUMERIC - N3

PACVNTCP NUMERIC

PACFAUTO NUMERIC

ILRORHY5 NUMERIC

DEVARLHR NUMERIC - 1, 2, 3, 4,5,6,7,8,9, 10, 11, 12, 13, 14
PACVNTP NUMERIC

PACFHATR NUMERIC - N4

ILAFDT2 DATE - DDMONYYYY
ILMOD3 STRING(255) - 1, 2
ILTACDT2 DATE - DDMONYYYY
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cabana_pivdevl : Medication Log (MEDLOG)
Medications
1. | Medication (cabana_pivedd:MEDLOG.FUMEDOTH)
[o] (| Pulldown List 1 +| (cabana_pivedd:MEDLOG.FUMED)
[es1 O Other, specify | A30 (cabana_pivcdd:MEDLOG.FUMEDOTS)
Total Daily Dose: Start Date Stop Reason Associated

2.

Date discontinued | with SAE

Dosage Start/Stop Entry

2.a | Total Daily Dose:

NN
o o

Start Date (for this dose)

Stop Date (for this dose)

2.d | Reason for discontinuation / Dose Change (of this dose)

[mg] | xxxxxxxx. | mg (cabana_pivedd:MEDLOGI1.FUSTRMG)

[Unit O xxxxooo, | Unit(s) (cabana_pivedd:MEDLOGI1.FUSTRUNT)
(O]

Req || / |Req|¥| / |Req|¥| (2009-2020) Total Daily Dose (cabana_pivcdd:MEDLOGI1.FUSTRDT)

(cabana_pivcdd:MEDLOGI1.FUSTPON)
[1]1 © |Req|v] 7 |Req ~] 7 |Req |+ (2009-2020) Total Daily Dose (cabana_pivcdd:MEDLOGI1.FUSTPDT)

o1 () Ongoing

Pulldown List 2 ||| (cabana_pivcdd:MEDLOGI1.FUMED4)

2.e | Is this medication associated with a SAE?

Pulldown List 1:

RefName

ieFUMEDO1

ieFUMEDO2

ieFUMEDO3

ieFUMEDO4

ieFUMED29_MTP17

ieFUMEDOS

ieFUMED38_MTP17

ieFUMEDO6

ieFUMEDO7

ieFUMEDO8

ieFUMEDO9

ieFUMED30

ieFUMED10

ieFUMED11

ieFUMED12

ieFUMED31

ieFUMED13

ieFUMED14

ieFUMED32

ieFUMED15

ieFUMED16

ieFUMED17

ieFUMED33

ieFUMED34

ieFUMED18

ieFUMED19

ieFUMED35

ieFUMED39_MTP17

ieFUMED36

ieFUMED37

ieFUMED20

ieFUMED21

ieFUMED40_MTP17

ieFUMED22

ieFUMED23

Display Text

Angiotension Converting enzyme inhibitor - Other Drug
Acebutolol (Sectral) -Rate Control - Beta Blocker
Acetylsalicylic Acid, Aspirin (ASA)- Anticoagulation

Amiodarone (Cordarone, Pacerone) - Antiarrhythmics

Amlodipine (Norvasc) - Non CABANA Rate Control- Calcium Blocker

Angiotension Receptor Blocker - Other Drug

Apixaban (Eliquis) - Anticoagulation

Atenolol (Tenormin) - Rate Control- Beta BLocker
Bisoprolol (Monocor) - Rate Control - Beta Blocker
Carvedilol (Coreg) - Rate Control - Beta Blocker
Clopidogrel Antiplatelets Agents (Plavix) - Anticoagulation
Dabigatran (Pradaxa) - Anticoagulation

Digoxin (Lanoxin) - Rate Control

Diltiazem (Cardiazem, Dilacor) - Rate Control - Calcium Blocker
Direct Thrombin Inhibitor - Anticoagulation

Disopyramide - Non CABANA Antiarrhythmic

Dofetilide (Tikosyn) - Antiarrhythmics

Dronedarone (Multaq) - Antiarrhythmics

Eplerenone [Inspra] - Aldosterone antagonist

Factor Xa Inhibitor - Anticoagulation

Fish Oil/ Omega 3 Fatty Acid - Other Drug

Flecainide (Tambocor) - Antiarrhythmics

Insulin - Diabetes

Low molecular weight heparin (Lovenox,Dalteparin) - Anticoagulation

Metoprolol (Toprol) - Rate Control - Beta Blocker
Nebivolol (Bystolic) - Rate Control - Beta Blocker

Oral Hypoglycemic Agents (EG) - Diabetes

Pilsicainide - Antiarrhythmics

Prasugrel (Effient) - Antiplatelet Agent

Procainamide (Procan SR) - Non CABANA Antiarrhythmic
Propafenone (Rythmol) - Antiarrhythmics

Propanolol (Inderal) - Rate Control - Beta Blocker
Rivaroxiban (Xarelto) - Anticoagulation

Quinidine (Quinaglute, Quinidex) - Antiarrhythmics

Sotalol (Betapace) - Antiarrhythmics

Value

30
10
11
12
31
13
14
32
15
16
17
33
34
18
19
35
39
36
37
20
21
40
22

Design Note

(cabana_pivcdd:MEDLOGI1.FUMEDSAE)

o] () No [11 CYes

CABANA_PIV Production eCRF _ Release 7.0 _ 28-Jul-2017

http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0

7128/2017



Annotated Trial Design

ieFUMED28 Spironolactone [Aldactone] - Aldosterone antagonist | 28
ieFUMED25 Statin - Other Drug 25
ieFUMED26 Verapamil (Calan, Isopotin, Verelan) - Rate Control - Calcium Blocker 26
ieFUMED27 Warfarin (Coumadin) - Anticoagulation | 27

Pulldown List 2:

RefName |Display Text Value | Design Note

ieMEDDIS1 | Dose Change

ieMEDDIS2 | Efficacy Failure
ieMEDDIS3 | Drug Intolerance
ieMEDDIS4 | Post Cardioversion Loading
ieMEDDISS | Patient Preference

ieMEDDIS6 | Physician
ieMEDDIS7 | AE / SAE

Preference

Related

ieMEDDIS8 | End of Study

CDD: cabana_pivcdd

©|N o O M W N B

Table: MEDLOG  Key Type: PATIENTVISIT

Column Name | Column Data Type Design Note
FUMEDOTH NUMERIC

FUMED NUMERIC - 1, 2, 3, 4, 29, 5, 38, 6, 7, 8, 9, 30, 10, 11, 12, 31, 13, 14, 32, 15, 16, 17, 33, 34, 18, 19, 35, 39, 36, 37, 20, 21, 40, 22, 23, 28, 25, 26, 27

FUMEDOTS STRING(30) - A30

CDD: cabana_pivcdd

Table: MEDLOGI1 Key Type: PATIENTVISIT

Column Name Column Data Type Design Note
FUSTPDT DATE - DDMONYYYY

FUSTRUNT FLOAT - F9.0

FUMED4 NUMERIC -1, 2,3,4,5,6,7,8

FUSTRMG FLOAT - F9.0

FUMEDSAE NUMERIC

FUSTRDT DATE - DDMONYYYY

FUSTPON NUMERIC

http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0
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Annotated Trial Design Page 62 of 164
cabana_pivdevl : PVI Ablation 1 (PVIABL1)
Section 1: Left Atrial Catheter Ablation
1. |Date of Ablation Procedure ‘Req Z| / ‘Req E / ‘Req Z| (2009-2020) (cabana_pivedd:PVIABL1.ABLATDT)
2. |Visit ‘Pulldown List 1 z| (cabana_pivcdd:PVIABL1.PVIABVIS)
3. |Hospital Admission Date ‘Reqﬂ / ‘Reqz / ‘Reqﬂ (2009-2020) (cabana_pivedd:PVIABL1.ABLHSPDT)
4. |Left atrial thrombus assessment completed with ‘Pulldown List 2 EI (cabana_pivcdd:PVIABL1.ABLATAS)
5. |Indicate the type of anesthesia given during procedure ‘Pulldown List 3 z| (cabana_pivedd:PVIABL1.TEEANSTH)
6. [What number in the Institutions overall AF ABLATION series is this ablation? (cabana_pivedd:PVIABL1.ABLSRUNK)
11 © ‘ XXXXXXXXXXX‘ (cabana_pivcdd:PVIABL1.ABLSERES)
[99] (C Unknown
7. |What number in the Operators overall AF ABLATION series is this ablation? (cabana_pivcdd:PVIABL1.ABLOPUNK)
[11 © | xoooooox| (cabana_pivedd:PVIABLL.ABLOPSTL)
[99] C Unknown
Ablation Procedure Times/ Totals / Values
8. |Ablation catheter insert time ‘Req z| : ‘Req E 24-hour clock (cabana_pivedd:PVIABLL.CATHINTM)
9. |First energy delivery time ‘Req Z| : ‘Req E 24-hour clock (cabana_pivedd:PVIABLL.NRGSTTM)
10. | Last energy delivery time ‘Req z| : ‘Req E 24-hour clock (cabana_pivcdd:PVIABL1.NRGSPTM)
11. | Ablation catheter removal time ‘Req z| : ‘Req E 24-hour clock (cabana_pivedd:PVIABLL.CATHOTTM)
12. | Total fluoroscopy / foot pedal time (AP+Lat) ‘ XXX ‘ minutes (cabana_pivcdd:PVIABL1.FOOTTTM)
13. | Pulsed fluoro rate ‘ xxx‘frames/sec (cabana_pivedd:PVIABL1.TOTXRYTM)
14. | Total radiation exposure ‘ xxxx‘ (cabana_pivcdd:PVIABL1.RADIATE) ‘Pulldown List 4z| (cabana_pivcdd:PVIABL1.FOOTUNT)
15. | Total ablation energy time ‘ XXX ‘ minutes (cabana_pivedd:PVIABL1.ABLENGTM)
16. | Total number of ablation deliveries ‘ xxx‘ (cabana_pivcdd:PVIABL1.ABLDELVR)
17. | ACT while catheter in left atrium ‘ XXX ‘ Lowest Recorded (cabana_pivcdd:PVIABL1.ACTLOW)
‘ XXX ‘ Highest Recorded (cabana_pivedd:PVIABL1.ACTHIGH)
18. [ Hospital Discharge date: ‘Reqz / ‘Reqz / \REQE (2009-2020) (cabana_pivedd:PVIABL1.ABLDISDT)
19. [What number in the Operators overall AF ABLATION series is this ablation? [11 O‘ xxxxxxxxxxx‘
[99] (& Unknown
Ablation Procedure
20. [ Pulmonary Vein Isolation Method (cabana_pivedd:PVIABL1.PROCPVI1)
1- Circular Mapping Catheter - Guided Pulmonary Vein Isolation (PVI)
[0] &No
[1] OYes
(cabana_pivedd:PVIABL1.PROCWACL)
2- Wide Area Circumferential Ablation (WACA)
[0] &No
[a] OYes
(cabana_pivcdd:PVIABL1.PROCANT1)
3- Antral Isolation (Antral)
o1 () No
[1] Oves
21. | Ablation Guidance Method (Imaging) Check all that apply
(cabana_pivedd:PVIABLL.FLUOROSC)
[1] [](cabana_pivcdd:PVIABL1.FLUORTYP)
Fluoroscopy
[1] CSingle
[2] CBiplane
(cabana_pivcdd:PVIABL1.MGMICE)
[1] [JIntracardiac echocardiography (ICE)
(cabana_pivcdd:PVIABL1.MGMBASKE)
[1] [[]Basket / multipolar
(cabana_pivcdd:PVIABL1.MGMCIRCA)
[1] [JCircular Mapping Catheter
(cabana_pivcdd:PVIABL1.MGMCARTO)
[1] [JCARTO - Electro anatomic
(cabana_pivcdd:PVIABL1.MGMNAVX)
[1] NAVX - Electro anatomic
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O

(cabana_pivcdd:PVIABL1.MGMESI)
[1] [JES! - Electro anatomic

(cabana_pivcdd:PVIABL1.MGMRPM)
[1] [JRPM - Ultrasound ranging

(cabana_pivedd:PVIABLL.MGMOTHR)
[1] [] other, Specify (cabana_pivedd:PVIABL1.MGMOTH)

A30

Page 63 of 164

22.

N

23.

24.

2

a

2

o

Energy Delivery Guidance

Catheter Manipulation Method

Ablation Energy

Image Integration Method

Phrenic nerve location evaluated by

(cabana_pivedd:PVIABL1.EGMTEMPE)
Check all that apply

[1] []Temperature
(cabana_pivcdd:PVIABL1.EGMPOWER)
[1] [JPower
(cabana_pivedd:PVIABL1.EGMIMPED)
[1] [J!mpedence

Check all that apply
(cabana_pivcdd:PVIABL1.CMMMBH)
[1] [JManual / By hand
(cabana_pivedd:PVIABLL.CMMMAGNV)
[1] [[]Magnetic Navigation
(cabana_pivcdd:PVIABL1.CMMROBOT)
[1] [JRobotic sheath
(cabana_pivcdd:PVIABL1.CMMOTH)
[1] [JOther

Check all that apply

(cabana_pivcdd:PVIABL1.ABLNRJRF)

[1] OORF

(cabana_pivcdd:PVIABL1.ABLNRJCL)

[1] [JRF with irrigation (closed)

(cabana_pivcdd:PVIABL1.ABLNRJOP)

[1] []RF with irrigation (open)

(cabana_pivcdd:PVIABL1.ABLNRSNS)

[1] []RF with irrigation (contact sensing)

(cabana_pivcdd:PVIABL1.ABNRJCRY)

[1] []Cryoablation

(cabana_pivedd:PVIABLL.ABNJLZR)

[1] [JLaser

(cabana_pivcdd:PVIABL1.ABLULTRA)

[1] [JUltrasound

(cabana_pivcdd:PVIABL1.ABLNROTH)

[1] [ other, Specify (cabana_pivcdd:PVIABL1.ABLNROTR)
A30

Check all that apply
(cabana_pivcdd:PVIABL1.IMGINTM1)
[1] []3D-IntraCardiac Echo
(cabana_pivcdd:PVIABL1.IMGINTM2)
[11 Oer
(cabana_pivedd:PVIABLL.IMGINTM3)
[1] COIMR
(cabana_pivcdd:PVIABL1.IMGINTM4)
[1] []Rotational angiography

Check all that apply

(cabana_pivedd:PVIABL1.PHRLNEV)

[1] []Not Evaluated

(cabana_pivcdd:PVIABL1.PHRL3D)

[1] []3D mapping with pacing

(cabana_pivedd:PVIABLL.PHRLPAC)

[1] []Pacing maneuvers only

(cabana_pivcdd:PVIABL1.PHRLOTHR)

[1] [ other, Specify (cabana_pivcdd:PVIABL1.PHRLOTH)
A30

27.

]

Phrenic nerve function evaluated by

Check all that apply
(cabana_pivedd:PVIABLL.PHRNEVAL)
[1] [[JNot evaluated
(cabana_pivcdd:PVIABL1.PHRPRABL)
[1] []Pacing maneuvers (pre-ablation)
(cabana_pivcdd:PVIABL1.PHRPSABL)
[1] [JPacing maneuvers (post-ablation)
(cabana_pivcdd:PVIABL1.PHRDURNG)
[1] [[]Pacing during ablation
(cabana_pivcdd:PVIABL1.PHRDIAFR)
[1] []Diaphram motion

CABANA_PIV Production eCRF _ Release 7.0 _ 28-Jul-2017

http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0

7128/2017



Annotated Trial Design

(cabana_pivcdd:PVIABL1.PHROTHER)
[1] [ other, Specify: | A30 (cabana_pivcdd:PVIABL1.PHROTH)

Page 64 of 164

28.

Esophagus location evaluated by

Check all that apply
(cabana_pivcdd:PVIABL1.ESOPO)
[1] []Not evaluated
(cabana_pivcdd:PVIABL1.ESOP1)
[11 Oer
(cabana_pivcdd:PVIABL1.ESOP2)
[1] [JICE
(cabana_pivcdd:PVIABL1.ESOP3)
[1] []Barium swallow
(cabana_pivcdd:PVIABL1.ESOP4)
[1] [JTemperature probe

2

©

Ablation catheter brand and type

Catheter 1 |pulldown List 5|+ (cabana_pivcdd:PVIABL1.ABCATYP1)
Catheter 2 | pulldown List 6 |+ | (cabana_pivcdd:PVIABL1.ABCATYP2)
Catheter 3 | pulldown List 7 + | (cabana_pivcdd:PVIABL1.ABCATYP3)
Catheter 4 | pulldown List 8|+ (cabana_pivcdd:PVIABL1.ABCATYP4)
Catheter 5 | pulldown List 9 |+ | (cabana_pivcdd:PVIABL1.ABCATYP5)

Pulldown List 1:

RefName | Display Text Value | Design Note
ieVISITO1 | Baseline 1
ieVISITO2 [ Month 3 2
ieVISITO3 | Month 6 3
ieVISITO4 | Month 12 4
ieVISITO5 | Month 18 5
ieVISITO6 | Month 24 6
ieVISITO7 | Month 30 7
ieVISITO8 | Month 36 8
ieVISITO9 | Month 42 9
ieVISIT10 [ Month 48 10
ieVISIT11 [ Month 54 11
ieVISIT12 | Month 60 12
ieVISIT13 [ Month 66 13
ieVISIT14 [ Month 72 14
ieVISIT15 [ Month 78 15
ieVISIT16 | Month 84 16
ieVISIT17 [ Month 90 17
ieVISIT18 [ Month 96 18

Pulldown List 2:

RefName |[Display Text Value |Design Note
ieABLATASL | TEE 1

ieABLATAS2 (CT 2

ieABLATAS3 | MRA 3

ieABLATAS4 | ICE 4

ieABLATASS [ Not Done 5

Pulldown List 3:

RefName | Display Text Value | Design Note
ieTEEYN1 | Conscious sedation 1

ieTEEYN2 | General sedation 2

ieTEEYN3 | Combination 3

Pulldown List 4:

RefName [Display Text Value|Design Note

ieRADIATEL | Rads 1

ieRADIATEZ2 [ MilliGray (mGy)

2
ieRADIATE4 | gy-cm2 4
ieRADIATE3 [ Roentgen (R) 3

http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0
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Pulldown List 5:

RefName

ieABCATYP_01_MTP17

ieABCATYP_02_MTP17

ieABCATYP_03_MTP17

ieABCATYP_04_MTP17

ieABCATYP_05_MTP17

ieABCATYP_06_MTP17

ieABCATYP_07_MTP17

ieABCATYP_08_MTP17

ieABCATYP_09_MTP17

ieABCATYP_10_MTP17

ieABCATYP_11_MTP17

ieABCATYP_12_MTP17

ieABCATYP_13_MTP17

ieABCATYP_14_MTP17

ieABCATYP_15_MTP17

ieABCATYP_16_MTP17

ieABCATYP_67_MTP17

ieABCATYP_70_Fix15

ieABCATYP_17_MTP17

ieABCATYP_18_MTP17

ieABCATYP_19_MTP17

ieABCATYP_20_MTP17

ieABCATYP_21_MTP17

ieABCATYP_22_MTP17

ieABCATYP_23_MTP17

ieABCATYP_24_MTP17

ieABCATYP_25_MTP17

ieABCATYP_26_MTP17

ieABCATYP_27_MTP17

ieABCATYP_28_MTP17

ieABCATYP_29_MTP17

ieABCATYP_61_MTP17

ieABCATYP_62_MTP17

ieABCATYP_30_MTP17

ieABCATYP_31_MTP17

ieABCATYP_32_MTP17

ieABCATYP_68_MTP17

ieABCATYP_33_MTP17

ieABCATYP_34_MTP17

ieABCATYP_35_MTP17

ieABCATYP_36_MTP17

ieABCATYP_37_MTP17

ieABCATYP_38_MTP17

ieABCATYP_39_MTP17

ieABCATYP_40_MTP17

ieABCATYP_41_MTP17

ieABCATYP_42_MTP17

ieABCATYP_43_MTP17

ieABCATYP_44_MTP17

ieABCATYP_69_Fix15

ieABCATYP_63_MTP17

ieABCATYP_64_MTP17

ieABCATYP_65_MTP17

Display Text

Bard__Stinger__4mm

Bard__Stinger S__4mm

Bard__Stinger SM__4mm

Bard__Stinger M__5 mm

Bard__Stinger S__5mm

Bard__Stinger SM__5 mm

Biosense Webster__CELSIUS Long Reach__7F/4-5mm
Biosense Webster__ CELSIUS Long Reach__8F/4-5mm
Biosense Webster__ CELSIUS Braided Tip__7F/4-5mm
Biosense Webster__ CELSIUS Braided Tip__8F/4-5mm
Biosense Webster__ CELSIUS RMT___7F/4mm

Biosense Webster__NaviStar__7F/4mm

Biosense Webster__NaviStar DS__ 7F/8mm

Biosense Webster__ NaviStar RMT__7F/4mm

Biosense Webster__ NaviStar RMT___7F/8mm

Biosense Webster__NaviStar Thermo-Cool__7.5F/3.5mm
Biosense Webster__ThermoCool SF__8F/3.5mm

Biosense Webster Thermocool Smarttouch

Boston Scientific__Blazer Il RF__7F/4mm

Boston Scientific__Blazer 11 XP__8F/8mm

Boston Scientific__Blazer RPM__8F/5mm

Boston Scientific__Chilli Il Cooled__7F/4mm

Boston Scientific__Chilli 1l Standard__7.5F

Boston Scientific__Chilli 11 Large__7.5F

Boston Scientific__Chilli Il Asymmetric__7.5F

Boston Scientific__StereoCath__ 7F/4mm

Medtronic__ CryoCath LP Freezor 1__7F/4mm
Medtronic__CryoCath LP Freezor 3__7F/4mm

Medtronic__ CryoCath LP Freezor 5__7F/4mm
Medtronic__CryoCath LP Freezor MAX 3__9F/8mm
Medtronic__ CryoCath LP Freezor MAX 5__9F/8mm
Medtronic__CryoCath LP Balloon Model 2AF282
Medtronic__ CryoCath LP Balloon Model 2AF232
Medtronic__ CryoCath LP Freezor Xtra 1__7F/6mm
Medtronic__ CryoCath LP Freezor Xtra 3__7F/6mm
Medtronic__CryoCath LP Freezor Xtra 5__7F/6mm
Medtronic__Cardiac Ablation System__9F/3mm

St. Jude Medical__Livewire TC XLS Large Curl__7F/4mm
St. Jude Medical__Livewire TC XLS Large Curl__7F/5mm
St. Jude Medical__Livewire TC XLS Large Sweep__7F/4mm
St. Jude Medical__Livewire TC XLS Large Sweep__7F/5mm
St. Jude Medical__Livewire TC XLS Medium Curl__7F/4mm
St. Jude Medical__Livewire TC XLS Medium Curl__7F/5mm
St. Jude Medical__Livewire TC XLS Medium Sweep__7F/4mm

2

St. Jude Medical__Livewire TC XLS Medium Sweep__7F/5mm
St. Jude Medical__Safire Sm/Med/Lg Curl__7F/4mm

St. Jude Medical__Safire Sm/Med/Lg Curl__7F/5mm

St. Jude Medical__Safire Sm/Med/Lg Sweep__ 7F/4mm

St. Jude Medical__Safire Sm/Med/Lg Sweep__7F/5mm

St. Jude Medical TactiCath Quartz

St. Jude Medical Therapy__Cool-Flex Medium Curve__7F/4mm
St. Jude Medical Therapy__ Cool-Flex Large Curve__7F/4mm
St. Jude Medical Therapy__Cool-Flex X-Large Curve__7F/4mm

Value

© ® N O O A W N R
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Design Note

|
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ieABCATYP_66_MTP17 [ St. Jude Medical Therapy__Cool-Flex L1 Curve__7F/4mm 66
ieABCATYP_45_MTP17 | St. Jude Medical Therapy__Dual 8 Small__7F/8mm 45
ieABCATYP_46_MTP17 | St. Jude Medical Therapy__Dual 8 Medium__7F/8mm 46
ieABCATYP_47_MTP17 | St. Jude Medical Therapy__Dual 8 Large__7F/8mm 47
ieABCATYP_48_MTP17 | St. Jude Medical Therapy__Dual 8 X-Large__7F/8mm 48
ieABCATYP_49_MTP17 | St. Jude Medical Therapy__Dual 8 Extended__7F/8mm 49
ieABCATYP_50_MTP17 | St. Jude Medical Therapy__Dual 8 Far Reach__7F/8mm 50
ieABCATYP_51_MTP17 | St. Jude Medical Therapy__Thermocouple Small__7F/4mm 51
ieABCATYP_52_MTP17 [ St. Jude Medical Therapy__Thermocouple Medium__7F/4mm 52
ieABCATYP_53_MTP17 | St. Jude Medical Therapy__Thermocouple Large__7F/4mm 53
ieABCATYP_54_MTP17 [ St. Jude Medical Therapy__Thermocouple X-Large__7F/4mm 54
ieABCATYP_55_MTP17 [ St. Jude Medical Therapy__Thermocouple Extended__7F/4mm 55
ieABCATYP_56_MTP17 [ St. Jude Medical Therapy__ Thermocouple Far Reach__7F/4mm 56
ieABCATYP_57_MTP17 | St. Jude Medical Therapy__Cool Path Med Curve__7F/5mm 57
ieABCATYP_58_MTP17 | St. Jude Medical Therapy__Cool Path Large Curve__7F/5mm 58
ieABCATYP_59_MTP17 [ St. Jude Medical Therapy__Cool Path X-Large Med Curve__7F/5mm 59
ieABCATYP_60_MTP17 | St. Jude Medical Therapy__Cool Path Flutter Curve__7F/5mm 60
Pulldown List 6:

RefName Display Text Value | Design Note
ieABCATYP_01_MTP17 [ Bard__Stinger__4mm 1
ieABCATYP_02_MTP17 | Bard__Stinger S__4mm 2
ieABCATYP_03_MTP17 | Bard__Stinger SM__4mm 3
ieABCATYP_04_MTP17 |Bard__Stinger M__5 mm 4
ieABCATYP_05_MTP17 [ Bard__Stinger S__5mm 5
ieABCATYP_06_MTP17 | Bard__Stinger SM__5 mm 6
ieABCATYP_07_MTP17 | Biosense Webster__ CELSIUS Long Reach__ 7F/4-5mm 7
ieABCATYP_08_MTP17 | Biosense Webster__ CELSIUS Long Reach__8F/4-5mm 8
ieABCATYP_09_MTP17 | Biosense Webster__ CELSIUS Braided Tip__ 7F/4-5mm 9
ieABCATYP_10_MTP17 | Biosense Webster__ CELSIUS Braided Tip__8F/4-5mm 10
ieABCATYP_11_MTP17 | Biosense Webster__ CELSIUS RMT__ 7F/4mm 11
ieABCATYP_12_MTP17 | Biosense Webster__ NaviStar__ 7F/4mm 12
ieABCATYP_13_MTP17 | Biosense Webster__NaviStar DS__7F/8mm 13
ieABCATYP_14_MTP17 | Biosense Webster__ NaviStar RMT__ 7F/4mm 14
ieABCATYP_15_MTP17 | Biosense Webster__NaviStar RMT__ 7F/8mm 15
ieABCATYP_16_MTP17 | Biosense Webster__ NaviStar Thermo-Cool__7.5F/3.5mm 16
ieABCATYP_67_MTP17 | Biosense Webster__ThermoCool SF__8F/3.5mm 67
ieABCATYP_70_Fix15 [Biosense Webster Thermocool Smarttouch 70
ieABCATYP_17_MTP17 | Boston Scientific__Blazer Il RF__7F/4mm 17
ieABCATYP_18_MTP17 | Boston Scientific__Blazer Il XP__8F/8mm 18
ieABCATYP_19_MTP17 | Boston Scientific__Blazer RPM__8F/5mm 19
ieABCATYP_20_MTP17 | Boston Scientific__Chilli 11 Cooled__7F/4mm 20
ieABCATYP_21_MTP17 | Boston Scientific__Chilli Il Standard__7.5F 21
ieABCATYP_22_MTP17 | Boston Scientific__Chilli 1l Large__7.5F 22
ieABCATYP_23_MTP17 | Boston Scientific__Chilli Il Asymmetric__7.5F 23
ieABCATYP_24_MTP17 | Boston Scientific__StereoCath__7F/4mm 24
ieABCATYP_25_MTP17 | Medtronic__CryoCath LP Freezor 1__7F/4mm 25
ieABCATYP_26_MTP17 [ Medtronic__CryoCath LP Freezor 3__7F/4mm 26
ieABCATYP_27_MTP17 | Medtronic__CryoCath LP Freezor 5__7F/4mm 27
ieABCATYP_28_MTP17 [ Medtronic__ CryoCath LP Freezor MAX 3__9F/8mm 28
ieABCATYP_29_MTP17 | Medtronic__CryoCath LP Freezor MAX 5__9F/8mm 29
ieABCATYP_61_MTP17 [ Medtronic__ CryoCath LP Balloon Model 2AF282 61
ieABCATYP_62_MTP17 [ Medtronic__CryoCath LP Balloon Model 2AF232 62
ieABCATYP_30_MTP17 [ Medtronic__ CryoCath LP Freezor Xtra 1__7F/6mm 30
ieABCATYP_31_MTP17 | Medtronic__CryoCath LP Freezor Xtra 3__7F/6mm 31
ieABCATYP_32_MTP17 [ Medtronic__ CryoCath LP Freezor Xtra 5__7F/6mm 32
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ieABCATYP_68_MTP17 [ Medtronic__ Cardiac Ablation System__9F/3mm 68
ieABCATYP_33_MTP17 | St. Jude Medical__Livewire TC XLS Large Curl__7F/4mm 33
ieABCATYP_34_MTP17 | St. Jude Medical__Livewire TC XLS Large Curl__7F/5mm 34
ieABCATYP_35_MTP17 | St. Jude Medical__Livewire TC XLS Large Sweep__7F/4mm 35
ieABCATYP_36_MTP17 | St. Jude Medical__Livewire TC XLS Large Sweep__7F/5mm 36
ieABCATYP_37_MTP17 | St. Jude Medical__Livewire TC XLS Medium Curl__7F/4mm 37
ieABCATYP_38_MTP17 | St. Jude Medical__Livewire TC XLS Medium Curl__7F/5mm 38
ieABCATYP_39_MTP17 [ St. Jude Medical__Livewire TC XLS Medium Sweep__7F/4mm 39
ieABCATYP_40_MTP17 | St. Jude Medical__Livewire TC XLS Medium Sweep__7F/5mm 40
ieABCATYP_41_MTP17 | St. Jude Medical__Safire Sm/Med/Lg Curl__7F/4mm 41
ieABCATYP_42_MTP17 [ St. Jude Medical__Safire Sm/Med/Lg Curl__7F/5mm 42
ieABCATYP_43_MTP17 [ St. Jude Medical__Safire Sm/Med/Lg Sweep__7F/4mm 43
ieABCATYP_44_MTP17 | St. Jude Medical__Safire Sm/Med/Lg Sweep__7F/5mm 44
ieABCATYP_69_Fix15 [St. Jude Medical TactiCath Quartz 69
ieABCATYP_63_MTP17 [ St. Jude Medical Therapy__Cool-Flex Medium Curve__7F/4mm 63
ieABCATYP_64_MTP17 [ St. Jude Medical Therapy__ Cool-Flex Large Curve__7F/4mm 64
ieABCATYP_65_MTP17 [ St. Jude Medical Therapy__Cool-Flex X-Large Curve__7F/4mm 65
ieABCATYP_66_MTP17 [ St. Jude Medical Therapy__Cool-Flex L1 Curve__7F/4mm 66
ieABCATYP_45_MTP17 | St. Jude Medical Therapy__Dual 8 Small__7F/8mm 45
ieABCATYP_46_MTP17 | St. Jude Medical Therapy__Dual 8 Medium__7F/8mm 46
ieABCATYP_47_MTP17 | St. Jude Medical Therapy__Dual 8 Large__7F/8mm 47
ieABCATYP_48_MTP17 | St. Jude Medical Therapy__Dual 8 X-Large__7F/8mm 48
ieABCATYP_49_MTP17 | St. Jude Medical Therapy__Dual 8 Extended__7F/8mm 49
ieABCATYP_50_MTP17 | St. Jude Medical Therapy__Dual 8 Far Reach__7F/8mm 50
ieABCATYP_51_MTP17 | St. Jude Medical Therapy__Thermocouple Small__7F/4mm 51
ieABCATYP_52_MTP17 [ St. Jude Medical Therapy__ Thermocouple Medium__7F/4mm 52
ieABCATYP_53_MTP17 | St. Jude Medical Therapy__Thermocouple Large__7F/4mm 53
ieABCATYP_54_MTP17 [ St. Jude Medical Therapy__Thermocouple X-Large__ 7F/4mm 54
ieABCATYP_55_MTP17 | St. Jude Medical Therapy__Thermocouple Extended__7F/4mm 55
ieABCATYP_56_MTP17 [ St. Jude Medical Therapy__ Thermocouple Far Reach__7F/4mm 56
ieABCATYP_57_MTP17 | St. Jude Medical Therapy__Cool Path Med Curve__7F/5mm 57
ieABCATYP_58_MTP17 | St. Jude Medical Therapy__Cool Path Large Curve__7F/5mm 58
ieABCATYP_59_MTP17 [ St. Jude Medical Therapy__Cool Path X-Large Med Curve__7F/5mm 59
ieABCATYP_60_MTP17 | St. Jude Medical Therapy__Cool Path Flutter Curve__7F/5mm 60
Pulldown List 7:

RefName Display Text Value | Design Note
ieABCATYP_01_MTP17 |Bard__Stinger__4mm 1
ieABCATYP_02_MTP17 [ Bard__Stinger S__4mm 2
ieABCATYP_03_MTP17 | Bard__Stinger SM__4mm 3
ieABCATYP_04_MTP17 | Bard__Stinger M__5 mm 4
ieABCATYP_O5_MTP17 [ Bard__Stinger S__5mm 5
ieABCATYP_06_MTP17 [ Bard__Stinger SM__5 mm 6
ieABCATYP_07_MTP17 | Biosense Webster__ CELSIUS Long Reach__7F/4-5mm 7
ieABCATYP_08_MTP17 | Biosense Webster__ CELSIUS Long Reach__8F/4-5mm 8
ieABCATYP_09_MTP17 | Biosense Webster__ CELSIUS Braided Tip__7F/4-5mm 9
ieABCATYP_10_MTP17 | Biosense Webster__ CELSIUS Braided Tip__8F/4-5mm 10
ieABCATYP_11_MTP17 | Biosense Webster__ CELSIUS RMT__7F/4mm 11
ieABCATYP_12_MTP17 | Biosense Webster__NaviStar__7F/4mm 12
ieABCATYP_13_MTP17 | Biosense Webster__ NaviStar DS__7F/8mm 13
ieABCATYP_14_MTP17 | Biosense Webster__ NaviStar RMT__7F/4mm 14
ieABCATYP_15_MTP17 | Biosense Webster__ NaviStar RMT___7F/8mm 15
ieABCATYP_16_MTP17 | Biosense Webster__ NaviStar Thermo-Cool__7.5F/3.5mm 16
ieABCATYP_67_MTP17 | Biosense Webster__ ThermoCool SF__8F/3.5mm 67
ieABCATYP_70_Fix15 |Biosense Webster Thermocool Smarttouch 70
ieABCATYP_17_MTP17 | Boston Scientific__Blazer Il RF__7F/4mm 17
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ieABCATYP_18_MTP17 | Boston Scientific__Blazer 11 XP__8F/8mm 18
ieABCATYP_19_MTP17 | Boston Scientific__Blazer RPM__8F/5mm 19
ieABCATYP_20_MTP17 | Boston Scientific__Chilli 11 Cooled__7F/4mm 20
ieABCATYP_21_MTP17 | Boston Scientific__Chilli 1l Standard__7.5F 21
ieABCATYP_22_MTP17 | Boston Scientific__Chilli 1l Large__7.5F 22
ieABCATYP_23_MTP17 | Boston Scientific__Chilli 11 Asymmetric__7.5F 23
ieABCATYP_24_MTP17 | Boston Scientific__StereoCath__7F/4mm 24
ieABCATYP_25_MTP17 | Medtronic__CryoCath LP Freezor 1__7F/4mm 25
ieABCATYP_26_MTP17 [ Medtronic__CryoCath LP Freezor 3__7F/4mm 26
ieABCATYP_27_MTP17 | Medtronic__CryoCath LP Freezor 5__7F/4mm 27
ieABCATYP_28_MTP17 [ Medtronic__ CryoCath LP Freezor MAX 3__9F/8mm 28
ieABCATYP_29_MTP17 [ Medtronic__ CryoCath LP Freezor MAX 5__9F/8mm 29
ieABCATYP_61_MTP17 [ Medtronic__ CryoCath LP Balloon Model 2AF282 61
ieABCATYP_62_MTP17 [ Medtronic__ CryoCath LP Balloon Model 2AF232 62
ieABCATYP_30_MTP17 [ Medtronic__CryoCath LP Freezor Xtra 1__7F/6mm 30
ieABCATYP_31_MTP17 [ Medtronic__ CryoCath LP Freezor Xtra 3__7F/6mm 31
ieABCATYP_32_MTP17 | Medtronic__CryoCath LP Freezor Xtra 5__7F/6mm 32
ieABCATYP_68_MTP17 [ Medtronic__ Cardiac Ablation System__9F/3mm 68
ieABCATYP_33_MTP17 | St. Jude Medical__Livewire TC XLS Large Curl__7F/4mm 33
ieABCATYP_34_MTP17 | St. Jude Medical__Livewire TC XLS Large Curl__7F/5mm 34
ieABCATYP_35_MTP17 | St. Jude Medical__Livewire TC XLS Large Sweep__7F/4mm 35
ieABCATYP_36_MTP17 | St. Jude Medical__Livewire TC XLS Large Sweep__7F/5mm 36
ieABCATYP_37_MTP17 [ St. Jude Medical__Livewire TC XLS Medium Curl__7F/4mm 37
ieABCATYP_38_MTP17 | St. Jude Medical__Livewire TC XLS Medium Curl__7F/5mm 38
ieABCATYP_39_MTP17 [ St. Jude Medical__Livewire TC XLS Medium Sweep__7F/4mm 39
ieABCATYP_40_MTP17 | St. Jude Medical__Livewire TC XLS Medium Sweep__7F/5mm 40
ieABCATYP_41_MTP17 | St. Jude Medical__Safire Sm/Med/Lg Curl__7F/4mm 41
ieABCATYP_42_MTP17 [ St. Jude Medical__Safire Sm/Med/Lg Curl__7F/5mm 42
ieABCATYP_43_MTP17 | St. Jude Medical__Safire Sm/Med/Lg Sweep__7F/4mm 43
ieABCATYP_44_MTP17 | St. Jude Medical__Safire Sm/Med/Lg Sweep__7F/5mm 44
ieABCATYP_69_Fix15 |St. Jude Medical TactiCath Quartz 69
ieABCATYP_63_MTP17 | St. Jude Medical Therapy__Cool-Flex Medium Curve__7F/4mm 63
ieABCATYP_64_MTP17 [ St. Jude Medical Therapy__Cool-Flex Large Curve__7F/4mm 64
ieABCATYP_65_MTP17 [ St. Jude Medical Therapy__Cool-Flex X-Large Curve__7F/4mm 65
ieABCATYP_66_MTP17 [ St. Jude Medical Therapy__Cool-Flex L1 Curve__7F/4mm 66
ieABCATYP_45_MTP17 | St. Jude Medical Therapy__Dual 8 Small__7F/8mm 45
ieABCATYP_46_MTP17 | St. Jude Medical Therapy__Dual 8 Medium__7F/8mm 46
ieABCATYP_47_MTP17 | St. Jude Medical Therapy__Dual 8 Large__7F/8mm 47
ieABCATYP_48_MTP17 | St. Jude Medical Therapy__Dual 8 X-Large__7F/8mm 48
ieABCATYP_49_MTP17 | St. Jude Medical Therapy__ Dual 8 Extended__7F/8mm 49
ieABCATYP_50_MTP17 | St. Jude Medical Therapy__Dual 8 Far Reach__7F/8mm 50
ieABCATYP_51_MTP17 [ St. Jude Medical Therapy__Thermocouple Small__7F/4mm 51
ieABCATYP_52_MTP17 [ St. Jude Medical Therapy__Thermocouple Medium__7F/4mm 52
ieABCATYP_53_MTP17 [ St. Jude Medical Therapy__ Thermocouple Large__7F/4mm 53
ieABCATYP_54_MTP17 [ St. Jude Medical Therapy__ Thermocouple X-Large__7F/4mm 54
ieABCATYP_55_MTP17 | St. Jude Medical Therapy__Thermocouple Extended__7F/4mm 55
ieABCATYP_56_MTP17 [ St. Jude Medical Therapy__ Thermocouple Far Reach__7F/4mm 56
ieABCATYP_57_MTP17 | St. Jude Medical Therapy__Cool Path Med Curve__7F/5mm 57
ieABCATYP_58_MTP17 | St. Jude Medical Therapy__ Cool Path Large Curve__7F/5mm 58
ieABCATYP_59_MTP17 [ St. Jude Medical Therapy__Cool Path X-Large Med Curve__7F/5mm 59
ieABCATYP_60_MTP17 [ St. Jude Medical Therapy__ Cool Path Flutter Curve__7F/5mm 60
Pulldown List 8:

RefName Display Text Value | Design Note
ieABCATYP_01_MTP17 | Bard__Stinger__4mm 1
ieABCATYP_02_MTP17 [ Bard__Stinger S__4mm 2
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ieABCATYP_03_MTP17 [ Bard__Stinger SM__4mm 3
ieABCATYP_04_MTP17 |Bard__Stinger M__5 mm 4
ieABCATYP_O5_MTP17 [ Bard__Stinger S__5mm 5
ieABCATYP_06_MTP17 | Bard__Stinger SM__5 mm 6
ieABCATYP_07_MTP17 | Biosense Webster__ CELSIUS Long Reach__7F/4-5mm 7
ieABCATYP_08_MTP17 | Biosense Webster__ CELSIUS Long Reach__8F/4-5mm 8
ieABCATYP_09_MTP17 | Biosense Webster__ CELSIUS Braided Tip__ 7F/4-5mm 9
ieABCATYP_10_MTP17 | Biosense Webster__ CELSIUS Braided Tip__8F/4-5mm 10
ieABCATYP_11_MTP17 | Biosense Webster__ CELSIUS RMT__ 7F/4mm 11
ieABCATYP_12_MTP17 | Biosense Webster__NaviStar__7F/4mm 12
ieABCATYP_13_MTP17 | Biosense Webster__ NaviStar DS__7F/8mm 13
ieABCATYP_14_MTP17 | Biosense Webster__ NaviStar RMT__ 7F/4mm 14
ieABCATYP_15_MTP17 | Biosense Webster__ NaviStar RMT__ 7F/8mm 15
ieABCATYP_16_MTP17 | Biosense Webster__ NaviStar Thermo-Cool__7.5F/3.5mm 16
ieABCATYP_67_MTP17 | Biosense Webster__ ThermoCool SF__8F/3.5mm 67
ieABCATYP_70_Fix15 [Biosense Webster Thermocool Smarttouch 70
ieABCATYP_17_MTP17 | Boston Scientific__Blazer Il RF__7F/4mm 17
ieABCATYP_18_MTP17 | Boston Scientific__Blazer Il XP__8F/8mm 18
ieABCATYP_19_MTP17 | Boston Scientific__Blazer RPM__8F/5mm 19
ieABCATYP_20_MTP17 | Boston Scientific__Chilli 11 Cooled__7F/4mm 20
ieABCATYP_21_MTP17 | Boston Scientific__Chilli Il Standard__7.5F 21
ieABCATYP_22_MTP17 | Boston Scientific__Chilli 1l Large__7.5F 22
ieABCATYP_23_MTP17 [ Boston Scientific__Chilli 1l Asymmetric__7.5F 23
ieABCATYP_24_MTP17 | Boston Scientific__StereoCath__7F/4mm 24
ieABCATYP_25_MTP17 | Medtronic__CryoCath LP Freezor 1__7F/4mm 25
ieABCATYP_26_MTP17 [ Medtronic__ CryoCath LP Freezor 3__7F/4mm 26
ieABCATYP_27_MTP17 | Medtronic__CryoCath LP Freezor 5__7F/4mm 27
ieABCATYP_28_MTP17 [ Medtronic__ CryoCath LP Freezor MAX 3__9F/8mm 28
ieABCATYP_29_MTP17 | Medtronic__CryoCath LP Freezor MAX 5__9F/8mm 29
ieABCATYP_61_MTP17 [ Medtronic__ CryoCath LP Balloon Model 2AF282 61
ieABCATYP_62_MTP17 [ Medtronic__CryoCath LP Balloon Model 2AF232 62
ieABCATYP_30_MTP17 | Medtronic__CryoCath LP Freezor Xtra 1__7F/6mm 30
ieABCATYP_31_MTP17 [ Medtronic__ CryoCath LP Freezor Xtra 3__7F/6mm 31
ieABCATYP_32_MTP17 | Medtronic__CryoCath LP Freezor Xtra 5__7F/6mm 32
ieABCATYP_68_MTP17 [ Medtronic__ Cardiac Ablation System__9F/3mm 68
ieABCATYP_33_MTP17 | St. Jude Medical__Livewire TC XLS Large Curl__7F/4mm 33
ieABCATYP_34_MTP17 | St. Jude Medical__Livewire TC XLS Large Curl__7F/5mm 34
ieABCATYP_35_MTP17 | St. Jude Medical__Livewire TC XLS Large Sweep__7F/4mm 35
ieABCATYP_36_MTP17 [ St. Jude Medical__Livewire TC XLS Large Sweep__7F/5mm 36
ieABCATYP_37_MTP17 | St. Jude Medical__Livewire TC XLS Medium Curl__7F/4mm 37
ieABCATYP_38_MTP17 | St. Jude Medical__Livewire TC XLS Medium Curl__7F/5mm 38
ieABCATYP_39_MTP17 [ St. Jude Medical__Livewire TC XLS Medium Sweep__7F/4mm 39
ieABCATYP_40_MTP17 | St. Jude Medical__Livewire TC XLS Medium Sweep__7F/5mm 40
ieABCATYP_41_MTP17 | St. Jude Medical__Safire Sm/Med/Lg Curl__7F/4mm 41
ieABCATYP_42_MTP17 [ St. Jude Medical__Safire Sm/Med/Lg Curl__7F/5mm 42
ieABCATYP_43_MTP17 | St. Jude Medical__Safire Sm/Med/Lg Sweep__7F/4mm 43
ieABCATYP_44_MTP17 | St. Jude Medical__Safire Sm/Med/Lg Sweep__7F/5mm 44
ieABCATYP_69_Fix15 |St. Jude Medical TactiCath Quartz 69
ieABCATYP_63_MTP17 [ St. Jude Medical Therapy__ Cool-Flex Medium Curve__7F/4mm 63
ieABCATYP_64_MTP17 [ St. Jude Medical Therapy__ Cool-Flex Large Curve__7F/4mm 64
ieABCATYP_65_MTP17 [ St. Jude Medical Therapy__ Cool-Flex X-Large Curve__7F/4mm 65
ieABCATYP_66_MTP17 [ St. Jude Medical Therapy__Cool-Flex L1 Curve__7F/4mm 66
ieABCATYP_45_MTP17 | St. Jude Medical Therapy__Dual 8 Small__7F/8mm 45
ieABCATYP_46_MTP17 | St. Jude Medical Therapy__Dual 8 Medium__7F/8mm 46
ieABCATYP_47_MTP17 | St. Jude Medical Therapy__Dual 8 Large__7F/8mm 47
ieABCATYP_48_MTP17 [ St. Jude Medical Therapy__Dual 8 X-Large__7F/8mm 48

ieABCATYP 49 MTP17
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St. Jude Medical Therapy__Dual 8 Extended__7F/8mm 49
ieABCATYP_50_MTP17 | St. Jude Medical Therapy__Dual 8 Far Reach__7F/8mm 50
ieABCATYP_51_MTP17 [ St. Jude Medical Therapy__Thermocouple Small__7F/4mm 51
ieABCATYP_52_MTP17 | St. Jude Medical Therapy__Thermocouple Medium__7F/4mm 52
ieABCATYP_53_MTP17 [ St. Jude Medical Therapy__Thermocouple Large__7F/4mm 53
ieABCATYP_54_MTP17 | St. Jude Medical Therapy__Thermocouple X-Large__7F/4mm 54
ieABCATYP_55_MTP17 [ St. Jude Medical Therapy__Thermocouple Extended__7F/4mm 55
ieABCATYP_56_MTP17 | St. Jude Medical Therapy__Thermocouple Far Reach__7F/4mm 56
ieABCATYP_57_MTP17 | St. Jude Medical Therapy__Cool Path Med Curve__7F/5mm 57
ieABCATYP_58_MTP17 | St. Jude Medical Therapy__Cool Path Large Curve__7F/5mm 58
ieABCATYP_59_MTP17 [ St. Jude Medical Therapy__ Cool Path X-Large Med Curve__7F/5mm 59
ieABCATYP_60_MTP17 | St. Jude Medical Therapy__Cool Path Flutter Curve__7F/5mm 60
Pulldown List 9:
RefName Display Text Value | Design Note
ieABCATYP_01_MTP17 | Bard__Stinger__4mm 1
ieABCATYP_02_MTP17 [ Bard__Stinger S__4mm 2
ieABCATYP_03_MTP17 | Bard__Stinger SM__4mm 3
ieABCATYP_04_MTP17 [ Bard__Stinger M__5 mm 4
ieABCATYP_05_MTP17 [ Bard__Stinger S__5mm 5
ieABCATYP_06_MTP17 | Bard__Stinger SM__5 mm 6
ieABCATYP_07_MTP17 | Biosense Webster__ CELSIUS Long Reach__7F/4-5mm 7
ieABCATYP_08_MTP17 | Biosense Webster__ CELSIUS Long Reach__8F/4-5mm 8
ieABCATYP_09_MTP17 | Biosense Webster__ CELSIUS Braided Tip__7F/4-5mm 9
ieABCATYP_10_MTP17 | Biosense Webster__ CELSIUS Braided Tip__8F/4-5mm 10
ieABCATYP_11_MTP17 | Biosense Webster__ CELSIUS RMT__7F/4mm 11
ieABCATYP_12_MTP17 | Biosense Webster__NaviStar__ 7F/4mm 12
ieABCATYP_13_MTP17 | Biosense Webster__ NaviStar DS__7F/8mm 13
ieABCATYP_14_MTP17 | Biosense Webster__ NaviStar RMT__ 7F/4mm 14
ieABCATYP_15_MTP17 | Biosense Webster__ NaviStar RMT__7F/8mm 15
ieABCATYP_16_MTP17 | Biosense Webster__ NaviStar Thermo-Cool__7.5F/3.5mm 16
ieABCATYP_67_MTP17 | Biosense Webster__ ThermoCool SF__8F/3.5mm 67
ieABCATYP_70_Fix15 [Biosense Webster Thermocool Smarttouch 70
ieABCATYP_17_MTP17 | Boston Scientific__Blazer Il RF__7F/4mm 17
ieABCATYP_18_MTP17 | Boston Scientific__Blazer 11 XP__8F/8mm 18
ieABCATYP_19_MTP17 | Boston Scientific__Blazer RPM__8F/5mm 19
ieABCATYP_20_MTP17 | Boston Scientific__Chilli 11 Cooled__7F/4mm 20
ieABCATYP_21_MTP17 | Boston Scientific__Chilli Il Standard__7.5F 21
ieABCATYP_22_MTP17 | Boston Scientific__Chilli Il Large__7.5F 22
ieABCATYP_23_MTP17 | Boston Scientific__Chilli Il Asymmetric__7.5F 23
ieABCATYP_24_MTP17 | Boston Scientific__StereoCath__7F/4mm 24
ieABCATYP_25_MTP17 [ Medtronic__CryoCath LP Freezor 1__7F/4mm 25
ieABCATYP_26_MTP17 | Medtronic__CryoCath LP Freezor 3__7F/4mm 26
ieABCATYP_27_MTP17 [ Medtronic__ CryoCath LP Freezor 5__7F/4mm 27
ieABCATYP_28_MTP17 | Medtronic__CryoCath LP Freezor MAX 3__9F/8mm 28
ieABCATYP_29_MTP17 [ Medtronic__ CryoCath LP Freezor MAX 5__9F/8mm 29
ieABCATYP_61_MTP17 [ Medtronic__CryoCath LP Balloon Model 2AF282 61
ieABCATYP_62_MTP17 [ Medtronic__ CryoCath LP Balloon Model 2AF232 62
ieABCATYP_30_MTP17 | Medtronic__CryoCath LP Freezor Xtra 1__7F/6mm 30
ieABCATYP_31_MTP17 [ Medtronic__ CryoCath LP Freezor Xtra 3__7F/6mm 31
ieABCATYP_32_MTP17 | Medtronic__CryoCath LP Freezor Xtra 5__7F/6mm 32
ieABCATYP_68_MTP17 [ Medtronic__ Cardiac Ablation System__9F/3mm 68
ieABCATYP_33_MTP17 | St. Jude Medical__Livewire TC XLS Large Curl__7F/4mm 33
ieABCATYP_34_MTP17 | St. Jude Medical__Livewire TC XLS Large Curl__7F/5mm 34
ieABCATYP_35_MTP17 | St. Jude Medical__Livewire TC XLS Large Sweep__7F/4mm 35
ieABCATYP_36_MTP17 | St. Jude Medical__Livewire TC XLS Large Sweep__7F/5mm 36

|
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ieABCATYP_37_MTP17 [ St. Jude Medical__Livewire TC XLS Medium Curl__7F/4mm 37
ieABCATYP_38_MTP17 | St. Jude Medical__Livewire TC XLS Medium Curl__7F/5mm 38
ieABCATYP_39_MTP17 | St. Jude Medical__Livewire TC XLS Medium Sweep__7F/4mm 39
ieABCATYP_40_MTP17 | St. Jude Medical__Livewire TC XLS Medium Sweep__7F/5mm 40
ieABCATYP_41_MTP17 [ St. Jude Medical__Safire Sm/Med/Lg Curl__7F/4mm 41
ieABCATYP_42_MTP17 | St. Jude Medical__Safire Sm/Med/Lg Curl__7F/5Smm 42
ieABCATYP_43_MTP17 | St. Jude Medical__Safire Sm/Med/Lg Sweep__7F/4mm 43
ieABCATYP_44_MTP17 | St. Jude Medical__Safire Sm/Med/Lg Sweep__7F/5mm 44
ieABCATYP_69_Fix15 [St. Jude Medical TactiCath Quartz 69
ieABCATYP_63_MTP17 [ St. Jude Medical Therapy__Cool-Flex Medium Curve__7F/4mm 63
ieABCATYP_64_MTP17 [ St. Jude Medical Therapy__ Cool-Flex Large Curve__7F/4mm 64
ieABCATYP_65_MTP17 [ St. Jude Medical Therapy__ Cool-Flex X-Large Curve__7F/4mm 65
ieABCATYP_66_MTP17 [ St. Jude Medical Therapy__ Cool-Flex L1 Curve__7F/4mm 66
ieABCATYP_45_MTP17 | St. Jude Medical Therapy__Dual 8 Small__7F/8mm 45
ieABCATYP_46_MTP17 | St. Jude Medical Therapy__Dual 8 Medium__7F/8mm 46
ieABCATYP_47_MTP17 | St. Jude Medical Therapy__Dual 8 Large__7F/8mm 47
ieABCATYP_48_MTP17 | St. Jude Medical Therapy__Dual 8 X-Large__7F/8mm 48
ieABCATYP_49_MTP17 | St. Jude Medical Therapy__Dual 8 Extended__7F/8mm 49
ieABCATYP_50_MTP17 | St. Jude Medical Therapy__Dual 8 Far Reach__7F/8mm 50
ieABCATYP_51_MTP17 [ St. Jude Medical Therapy__Thermocouple Small__7F/4mm 51
ieABCATYP_52_MTP17 | St. Jude Medical Therapy__Thermocouple Medium__7F/4mm 52
ieABCATYP_53_MTP17 [ St. Jude Medical Therapy__Thermocouple Large__7F/4mm 53
ieABCATYP_54_MTP17 | St. Jude Medical Therapy__Thermocouple X-Large__7F/4mm 54
ieABCATYP_55_MTP17 [ St. Jude Medical Therapy__Thermocouple Extended__7F/4mm 55
ieABCATYP_56_MTP17 | St. Jude Medical Therapy__Thermocouple Far Reach__7F/4mm 56
ieABCATYP_57_MTP17 | St. Jude Medical Therapy__Cool Path Med Curve__7F/5mm 57
ieABCATYP_58_MTP17 | St. Jude Medical Therapy__Cool Path Large Curve__7F/5mm 58
ieABCATYP_59_MTP17 [ St. Jude Medical Therapy__ Cool Path X-Large Med Curve__7F/5mm 59
ieABCATYP_60_MTP17 | St. Jude Medical Therapy__Cool Path Flutter Curve__7F/5mm 60
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CDD: cabana_pivcdd Table: PVIABL1 Key Type: PATIENTVISIT

Column Name [ Column Data Type
ABLDISDT DATE - DDMONYYYY
MGMOTH STRING(30) - A30
ABLNRJRF NUMERIC
ABLULTRA NUMERIC
IMGINTM1 NUMERIC
PVIABVIS NUMERIC - 1, 2, 3, 4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18
CATHOTTM DATE - HHMM
MGMNAVX NUMERIC
ABLNRJOP NUMERIC
PHROTH STRING(30) - A30
ESOP1 NUMERIC
PHRPRABL NUMERIC
ABCATYP1 NUMERIC - 1, 2, 3,4, 5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 67, 70, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 61, 62, 30, 31, 32, 68, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 69, 63, 64, 65, 66, 45, 46, 47, 48, 49, 50, 51, 52, 53, 54, 55, 56,
57, 58, 59, 60
CATHINTM DATE - HHMM
PROCPVI1 NUMERIC
CMMMAGNV NUMERIC
MGMRPM NUMERIC
EGMIMPED NUMERIC
IMGINTM3 NUMERIC
PHRLPAC NUMERIC
PHROTHER NUMERIC
EGMPOWER NUMERIC
ESOPO NUMERIC
IMGINTM4 NUMERIC

Design Note

CABANA_PIV Production eCRF _ Release 7.0 _ 28-Jul-2017

http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0

7128/2017



Annotated Trial Design

Page 72 of 164

RADIATE NUMERIC - N4

ABLDELVR NUMERIC - N3

MGMOTHR NUMERIC

PROCANT1 NUMERIC

MGMCIRCA NUMERIC

NRGSPTM DATE - HHMM

MGMBASKE NUMERIC

ABNRJCRY NUMERIC

ESOP2 NUMERIC

ABCATYP2 NUMERIC - 1, 2, 3, 4,5, 6, 7, 8, 9, 10, 11, 12, 13, 14, 15, 16, 67, 70, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 61, 62, 30, 31, 32, 68, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 69, 63, 64, 65, 66, 45, 46, 47, 48, 49, 50, 51, 52, 53, 54, 55, 56,
57, 58, 59, 60

EGMTEMPE NUMERIC

CMMROBOT NUMERIC

ABLNROTH NUMERIC

CMMMBH NUMERIC

PHRPSABL NUMERIC

ACTLOW NUMERIC - N3

MGMESI NUMERIC

PHRLOTHR NUMERIC

PHRNEVAL NUMERIC

PHRLNEV NUMERIC

ABLATDT DATE - DDMONYYYY

FOOTTTM NUMERIC - N3

ACTHIGH NUMERIC - N3

FLUORTYP NUMERIC

MGMICE NUMERIC

MGMCARTO NUMERIC

ABNJLZR NUMERIC

PHRDIAFR NUMERIC

ESOP4 NUMERIC

ABLNRJCL NUMERIC

TOTXRYTM NUMERIC - N3

NRGSTTM DATE - HHMM

ABLENGTM NUMERIC - N3

FLUOROSC NUMERIC

ABLNRSNS NUMERIC

ABLOPUNK NUMERIC

ABLSERES NUMERIC - N11

CMMOTH NUMERIC

IMGINTM2 NUMERIC

ABLSRUNK NUMERIC

ABLOPSTL NUMERIC - N11

ABLNROTR STRING(30) - A30

PHRLOTH STRING(30) - A30

TEEANSTH NUMERIC - 1, 2, 3

ABLATAS NUMERIC - 1, 2, 3, 4,5

PHRL3D NUMERIC

PROCWAC1 NUMERIC

ESOP3 NUMERIC

ABCATYP4 NUMERIC - 1, 2, 3, 4,5, 6, 7, 8, 9, 10, 11, 12, 13, 14, 15, 16, 67, 70, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 61, 62, 30, 31, 32, 68, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 69, 63, 64, 65, 66, 45, 46, 47, 48, 49, 50, 51, 52, 53, 54, 55, 56,
57, 58, 59, 60

ABCATYP5 NUMERIC - 1, 2, 3, 4,5, 6, 7, 8, 9, 10, 11, 12, 13, 14, 15, 16, 67, 70, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 61, 62, 30, 31, 32, 68, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 69, 63, 64, 65, 66, 45, 46, 47, 48, 49, 50, 51, 52, 53, 54, 55, 56,
57, 58, 59, 60

ABCATYP3 NUMERIC - 1, 2, 3, 4,5, 6, 7, 8, 9, 10, 11, 12, 13, 14, 15, 16, 67, 70, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 61, 62, 30, 31, 32, 68, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 69, 63, 64, 65, 66, 45, 46, 47, 48, 49, 50, 51, 52, 53, 54, 55, 56,
57, 58, 59, 60

ABLHSPDT DATE - DDMONYYYY

FOOTUNT NUMERIC - 1, 2, 4, 3

PHRDURNG NUMERIC
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cabana_pivdevl : PVI Ablation 2 (PVIABL2)

Ablation - Primary and Ancillary sites

|Req ] / |Req[¥] / |Req|¥] (2009-2020) (cabana_pivedd:PVIABL2. ABLAT2DT)

1. |Date of Ablation Procedure

2. |Visit
3. |RSPV:
Targeted
4. |RMPV:

RMPV Present

5. |RIPV:
Targeted

6. |LSPV:
Targeted

7. |LMPV:
LMPV Present

|Pulidown List 1 [v] (cabana_pivcdd:PVIABL2.PVAB2VIS)

(cabana_pivcdd:PVIABL2.RSPVTRGT)
[o1 () No

[1] © ves
(cabana_pivcdd:PVIABL2.RSPVTRAN)

Entrance block o] () No

[1] OYes

[95] () Block not assessed
(cabana_pivedd:PVIABL2.RSPVEXIT)
Exit block 0] (2No

[1] OYes
[95] (O Block not assessed

(cabana_pivcdd:PVIABL2.RMPVPRSN)

[0] ©No

[1] © (cabana_pivcdd:PVIABL2.RMPVTRGT)
Yes

Targeted

[o1 ) No

[1] < vYes
(cabana_pivcdd:PVIABL2.RMPVTRAN)

Entrance block o] () No

[1] OYes

[95] () Block not assessed
(cabana_pivcdd:PVIABL2.RMPVEXIT)
Exit block [0] (No

[1] OYes
[95] (Block not assessed

(cabana_pivcdd:PVIABL2.RIPVTRGT)
[o1 ) No

[1] © Yes
(cabana_pivcdd:PVIABL2.RIPVTRAN)

Entrance block [g] () No
[1] OYes
[95] (CBlock not assessed
(cabana_pivcdd:PVIABL2.RIPVEXIT)
Exit block 0] No
[11 Yes
[95] (0 Block not assessed

(cabana_pivcdd:PVIABL2.LSPVTRGT)
[o1 () No

[1] © ves
(cabana_pivcdd:PVIABL2.LSPVTRAN)

Entrance block o] () No
[1] OYes
[95] (CBlock not assessed
(cabana_pivedd:PVIABL2.LSPVEXIT)
Exit block 0] (&:No
[1] OYes

[95] (O Block not assessed

(cabana_pivcdd:PVIABL2.LMPVPRSN)
[0] ©No
[1] © (cabana_pivcdd:PVIABL2.LMPVTRGT)

Yes
Targeted

[o1 ) No

[1] © Yes
(cabana_pivcdd:PVIABL2.LMPVTRAN)

Entrance block o] () No

[1] OYes

[95] (CBlock not assessed
(cabana_pivedd:PVIABL2.LMPVEXIT)
Exit block 0] (:No

[1] Oves
[95] () Block not assessed

(cabana_pivcdd:PVIABL2.LIPVTRGT)

8. |LIPV:
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Targeted

[0] ©No
[1] © ves
(cabana_pivcdd:PVIABL2.LIPVTRAN)
Entrance block o] () No
[1] OYes
[95] () Block not assessed
(cabana_pivcdd:PVIABL2.LIPVEXIT)
Exit block 0] (2No
[11 O Yes
[95] (O Block not assessed
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Ablation Procedure Ancillary

9.

10.

11.

[

12.

N

1

w

RSPV to LSPV (Roof)

LIPV to MVA (Mitral Isthmus):

RIPV to MVA (Septal)

LA Septum

LA Posterior / Mitral Annulus

(cabana_pivcdd:PVIABL2.ROOFABL)
Created

[o1 ) No

[1] OYes
(cabana_pivcdd:PVIABL2.ROOFBLOC)
Block

[o1 3 No

[1] Qves

[94] () Not tested

(cabana_pivcdd:PVIABL2.MITRABL)

Created

[0] &No

[1] OYes

(cabana_pivedd:PVIABL2.MITRBLOC)

Block

[0] &No

[1] © (cabana_pivcdd:PVIABL2.MITRDIRC)
Yes

[2] C Bidirectional
[1] © Unidirectional only
[94] (Not tested

(cabana_pivcdd:PVIABL2.SEPTABL)
Created

[0] &No

[1] CYes
(cabana_pivedd:PVIABL2.SEPTBLOC)
Block

[0] &No

[1] OYes

[94] (O Not tested

(cabana_pivedd:PVIABL2.SPTMABL)
Created

o1 () No

[1] Oves
(cabana_pivcdd:PVIABL2.SPTMBLOC)
Block

[o1 ) No

[1] OYes

[94] (CNot tested

(cabana_pivcdd:PVIABL2.PSTRABL)
Created

[0] & No

[1] Qves
(cabana_pivedd:PVIABL2.PSTRBLOC)
Block

[0] &No

[1] OYes

[94] (© Not tested

14.

Coronary Sinus Linear

(cabana_pivcdd:PVIABL2.CSLNABL)
Created

[0] ©No

[1] OYes
(cabana_pivcdd:PVIABL2.CSLNBLOC)
Block

o1 () No

[1] Oves
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[94] (C:Not tested
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1

o

1

o

17.

18.

19.

20.

Cavotricuspid Isthmus

RA Septum

RA Linear

Other Linear:

Complex Fractionated Atrial Electrogram (CAFE)

Ganglionated Plexus

(cabana_pivcdd:PVIABL2.CTIABL)

Ablated

[o1 3 No

[1] Qves

(cabana_pivcdd:PVIABL2.CTIBLOC)

Block [0] (OJNo

[1] © (cabana_pivcdd:PVIABL2.CTIDIRC)

Yes

[2] O Bidirectional
[1] ¢ Unidirectional only
[94] O Not tested

(cabana_pivcdd:PVIABL2.RASTRGT)
Targeted

o1 ) No

[a] OYes
(cabana_pivcdd:PVIABL2.RASBLOC)
Block

o1 () No

[1] OYes

[94] (CNot tested

(cabana_pivcdd:PVIABL2.RALABL)
Created

[o1 3 No

[1] Qves
(cabana_pivcdd:PVIABL2.RALBLOC)
Block

[0] &No

[1] CYes

[94] (O Not tested

(cabana_pivedd:PVIABL2.OTHLABL)
Created

[0] &No

[a] OYes
(cabana_pivcdd:PVIABL2.0THLBLOC)
Block

o1 () No

[a] OYes

[94] (CNot tested

(cabana_pivcdd:PVIABL2.CAFEABL)

[o1 (O No

[1] © ves
(cabana_pivcdd:PVIABL2.CAFELFTA)
[1] [JLeft Atrium
(cabana_pivcdd:PVIABL2.CAFERGHA)
[1] [JRight Atrium
(cabana_pivcdd:PVIABL2.CAFECS)
[1] [JCoronary Sinus

(cabana_pivcdd:PVIABL2.GPLXABL)

[o1 (O No

[1] © ves
(cabana_pivcdd:PVIABL2.GPLXSL)
[1] [JSuperior left
(cabana_pivcdd:PVIABL2.GPLXIL)
[1] []!nferior left
(cabana_pivcdd:PVIABL2.GPLXAR)
[1] [JAnterior right
(cabana_pivcdd:PVIABL2.GLPXIR)
[1] []!Inferior right

21.

[

Other Ancillary Strategy

(cabana_pivcdd:PVIABL2.ANCILABL)
[0] O No
[1] ©Yes

Pulldown List 1:

RefName | Display Text Value | Design Note

ieVISITO1 | Baseline 1

ieVISITO2 | Month 3 2
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ieVISITO3 | Month 6 3
ieVISITO4 | Month 12 4
ieVISITO5 [ Month 18 5
ieVISITO6 | Month 24 6
ieVISITO7 | Month 30 7
ieVISITO8 | Month 36 8
ieVISITO9 | Month 42 9
ieVISIT10 [ Month 48 10
ieVISIT11 [ Month 54 11
ieVISIT12 | Month 60 12
ieVISIT13 [ Month 66 13
ieVISIT14 [ Month 72 14
ieVISIT15 [ Month 78 15
ieVISIT16 | Month 84 16
ieVISIT17 [ Month 90 17
ieVISIT18 [ Month 96 18
CDD: cabana_pivcdd Table: PVIABL2 Key Type: PATIENTVISIT
Column Name | Column Data Type Design Note
LSPVTRAN NUMERIC
CAFECS NUMERIC
GPLXAR NUMERIC
GPLXSL NUMERIC
RIPVEXIT NUMERIC
SEPTBLOC NUMERIC
GPLXABL NUMERIC
RASBLOC NUMERIC
CAFELFTA NUMERIC
MITRBLOC NUMERIC
CTIBLOC NUMERIC
RIPVTRAN NUMERIC
RALBLOC NUMERIC
RMPVEXIT NUMERIC
LMPVPRSN NUMERIC
LSPVEXIT NUMERIC
PVAB2VIS NUMERIC - 1, 2, 3, 4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18
OTHLBLOC NUMERIC
RMPVTRGT NUMERIC
LSPVTRGT NUMERIC
RSPVEXIT NUMERIC
RSPVTRGT NUMERIC
ROOFABL NUMERIC
MITRDIRC NUMERIC
SPTMABL NUMERIC
RMPVPRSN NUMERIC
PSTRBLOC NUMERIC
MITRABL NUMERIC
OTHLABL NUMERIC
LMPVTRAN NUMERIC
CAFEABL NUMERIC
LIPVTRGT NUMERIC
ROOFBLOC NUMERIC
ABLAT2DT DATE - DDMONYYYY
LIPVTRAN NUMERIC
RASTRGT NUMERIC
RMPVTRAN NUMERIC
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LMPVTRGT NUMERIC
RALABL NUMERIC
SPTMBLOC NUMERIC
GLPXIR NUMERIC
CSLNBLOC NUMERIC
CTIABL NUMERIC
SEPTABL NUMERIC
RSPVTRAN NUMERIC
LMPVEXIT NUMERIC
CTIDIRC NUMERIC
CAFERGHA NUMERIC
RIPVTRGT NUMERIC
PSTRABL NUMERIC
LIPVEXIT NUMERIC
ANCILABL NUMERIC
GPLXIL NUMERIC
CSLNABL NUMERIC
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cabana_pivdevl : PVI Ablation 3 (PVIABL3)
Other Ablation Sites

1. | Date of Ablation Procedure |Req[+] / |Req|¥] / |Req[¥] (2009-2020) (cabana_pivedd:PVIABL3.ABLAT3DT)

2. | Visit ‘pundgwn List 13 (cabana_pivcdd:PVIABL3.PVAB3VIS)
3.

Superior Vena Cava: (cabana_pivcdd:PVIABL3.SVCFABL)
Ablated

o1 ()No

[1] OYes
(cabana_pivcdd:PVIABL3.SVCBLOC)
Block

o1 O No

[1] OYes

[94] CNot tested

IN

.| Coronary Sinus Focal: (cabana_pivedd:PVIABL3.CSABL)
Ablated

[0] CNo

[1] CYes

o

Vein of Marshal: (cabana_pivcdd:PVIABL3.MARSHABL)
Targeted
o1 ()No
[1] OYes
.| Left Atrial Focus: (cabana_pivedd:PVIABL3.LFTATRGT)
Targeted
o1 ) No
[1] © ves
(cabana_pivcdd:PVIABL3.LFTELIMN)
Eliminated
[0] & No
[1] Qves

[

~N

Right Atrial Focus: (cabana_pivedd:PVIABL3.RTATRGT)
Targeted
o1 ) No
[1] © ves
(cabana_pivcdd:PVIABL3.RTELIMN)
Eliminated
[o1 3No
[1] Qves

®

Other: (cabana_pivedd:PVIABL3.OTHTRGT)
Targeted

o1 () No

[1] CYes

Ablation Endpoint Assessment

9. | Ablation End-Point Assessment Check all that apply

(cabana_pivcdd:PVIABL3.ENDPVI)

[1] [JPulmonary vein isolation
(cabana_pivcdd:PVIABL3.ENDTAFA)

[1] []Termination of Atrial fibrillation with ablation
(cabana_pivcdd:PVIABL3.ENDFIBFL)

[1] [[Atrial fibrillation converted to Atrial Flutter
(cabana_pivcdd:PVIABL3.ENDAFNI)

[1] [JAtrial fibrillation non-inducibility (with high dose isoproterenol)
(cabana_pivcdd:PVIABL3.ENDUIAT)

[1] [[JUnable to isolate with available technology
(cabana_pivcdd:PVIABL3.ENDUIAF)

[1] [JUnable to isolate due to anatomic factors

Pulldown List 1:

RefName | Display Text Value | Design Note

ieVISITO1 | Baseline

ieVISITO2 | Month 3

ieVISITO3 | Month 6

ieVISITO4 | Month 12

ieVISITO5 | Month 18

ieVISITO6 | Month 24

o A W N R
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ieVISITO7 | Month 30 7
ieVISITO8 | Month 36 8
ieVISITO9 | Month 42 9
ieVISIT10 [ Month 48 10
ieVISIT11 [ Month 54 11
ieVISIT12 [ Month 60 12
ieVISIT13 [ Month 66 13
ieVISIT14 [ Month 72 14
ieVISIT15 [ Month 78 15
ieVISIT16 | Month 84 16
ieVISIT17 [ Month 90 17
ieVISIT18 [ Month 96 18

CDD: cabana_pivcdd Table: PVIABL3 Key Type: PATIENTVISIT

Column Name | Column Data Type Design Note
ENDUIAF NUMERIC

CSABL NUMERIC

RTELIMN NUMERIC

ENDAFNI NUMERIC

OTHTRGT NUMERIC

ENDTAFA NUMERIC

SVCBLOC NUMERIC

MARSHABL NUMERIC

LFTELIMN NUMERIC

RTATRGT NUMERIC

ENDPVI NUMERIC

ENDUIAT NUMERIC

LFTATRGT NUMERIC

SVCFABL NUMERIC

PVAB3VIS NUMERIC - 1, 2, 3, 4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18
ENDFIBFL NUMERIC

ABLAT3DT DATE - DDMONYYYY
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cabana_pivdevl : Atrial Flutter Ablation (FLUTR)
Atrial Flutter Ablation ONLY

1. |Visit ‘Pulldown List 1 z| (cabana_pivedd:FLUTR.FLUTVIS)

'2. | Date of Ablation procedure ‘Req zl / ‘Req z / ‘Req zl (2009-2020) (cabana_pivedd:FLUTR.FLUABLDT)
T Hospitalization Admission Date ‘Req z| / ‘Req E / ‘Req z| (2009-2020) (cabana_pivedd:FLUTR.FLUHSPDT)
T Indicate the type of anesthesia given during procedure ‘Pulldown List 2 EI (cabana_pivcdd:FLUTR.FLUANSTH)

Ablation Procedure Times/ Totals / Values

5. |Ablation catheter insert time ‘Req z| H ‘Req E 24-hour clock (cabana_pivedd:FLUTR.FLTHINTM)
T First energy delivery time ‘Req z| : ‘Req E 24-hour clock (cabana_pivedd:FLUTR.FLGSTTM)
7. | Last energy delivery time ‘Req z| : ‘Req E 24-hour clock (cabana_pivedd:FLUTR.FLGSPTM)
'8. | Ablation catheter remove time ‘Req Z| : ‘Req E 24-hour clock (cabana_pivedd:FLUTR.FLTHOTTM)
'9. |Total foot pedal time (AP-+Lat) ‘ XXX ‘ minutes (cabana_pivedd:FLUTR.FLFOOTTM)
'10. | Total X-ray delivery time ‘ XXX ‘ minutes (cabana_pivedd:FLUTR.FLTXRYTM)
'11. | Total radiation exposure ‘ XXXX‘ (cabana_pivcdd:FLUTR.FLRADIAT) | pulldown List 3Z| (cabana_pivedd:FLUTR.FLFOTUNT)
'12. | Total ablation energy time ‘ XXX ‘ minutes (cabana_pivedd:FLUTR.FABENGTM)
? Total number of ablation deliveries ‘ xxx‘ (cabana_pivcdd:FLUTR.FLABLDEL)
(14 |AcT during procedure (cabana_pivedd:FLUTR.FLACTPRO)

[0] ) Not Assessed
[1] © Assessed
‘ xxx‘ Lowest Recorded (cabana_pivedd:FLUTR.FLACTLOW)

‘ xxx‘ Highest Recorded (cabana_pivedd:FLUTR.FLACTHI)

15. | Discharge date: ‘Reqﬂ / ‘Reqz / ‘Reqﬂ (2009-2020) (cabana_pivedd:FLUTR.FLABDSDT)

Flutter Ablation Procedure

16. | Cavotricuspid isthmus dependent (typical) (cabana_pivcdd:FLUTR.CAVO)

Ablated?

o1 () No

[1] O Yes (cabana_pivedd:FLUTR.CAVOCLOK)
[1] O Clockwise

[2] © Counter clockwise

(cabana_pivcdd:FLUTR.CAVOBLAC)

Block Achieved?

[o1 3No

[94] O Not tested

[1] © (cabana_pivedd:FLUTR.CAVODIRC)
Yes

[2] (C Bidirectional
[1] © Unidirectional only

17.

]

Other right atrial flutter (cabana_pivcdd:FLUTR.ORAFLUT)
Ablated?
[o1 ) No
11 () (cabana_pivedd:FLUTR.ORAFBLAC)
Yes
Block Achieved?
o1 ()No
[94] (O Not tested
[1] Oves

18. | Mitral valve atrial flutter (cabana_pivcdd:FLUTR.MVAFLUT)

Ablated?

o1 () No

[1] © Yes (cabana_pivedd:FLUTR.MVAFCLOK)
[1] © Clockwise

21 () Counter clockwise

(cabana_pivcdd:FLUTR.MVAFBLAC)

Block Achieved?

[o1 No

[94] O Not tested

[1] © (cabana_pivedd:FLUTR.MVAFDIRC)
Yes
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Annotated Trial Design

[2] O Bidirectional
[1] ¢ Unidirectional only

Page 82 of 164

19.

©

Other left atrial flutter

20. | Ablation Energy

(cabana_pivcdd:FLUTR.OLAFLUT)
Ablated?
[01 ) No
[1] © Yes
(cabana_pivedd:FLUTR.OLAFBLAC)
Block Achieved?
[0] & No
[94] (CNot tested
[11 () (cabana_pivcdd:FLUTR.OLAFDIRC)
Yes
[2] CBidirectional
[1] O Unidirectional only

Check all that apply
(cabana_pivedd:FLUTR.ABENRF)
[1] [IRF
(cabana_pivcdd:FLUTR.ABENRFIC)
[1] [JRF with irrigation (closed)
(cabana_pivedd:FLUTR.ABENRFIO)
[1] []RF with irrigation (open)
(cabana_pivcedd:FLUTR.ABENCRYO)
[1] [JCryoablation
(cabana_pivcdd:FLUTR.ABENLASR)
[1] [JLaser
(cabana_pivcdd:FLUTR.ABENULTS)
[1] [JUltrasound
(cabana_pivedd:FLUTR.AEBNOTH)
[98] [] other, Specify | A30 | (cabana_pivedd:FLUTR. AEBNOTHR)

21.

[

Ablation catheter brand and type

Catheter 1 ‘ Pulldown List 4 | (cabana_pivcdd:FLUTR.FLCATYP1)
Catheter 2 ‘ Pulldown List 5 |+ (cabana_pivedd:FLUTR.FLCATYP2)
Catheter 3 |pylidown List 6 |+ (cabana_pivcdd:FLUTR.FLCATYP3)
Catheter 4 | pulldown List 7 + | (cabana_pivcdd:FLUTR.FLCATYP4)
Catheter 5 ‘ Pulldown List 8 + | (cabana_pivcdd:FLUTR.FLCATYP5)

Pulldown List 1:

RefName | Display Text Value | Design Note
ieVISITO1 | Baseline 1
ieVISITO2 | Month 3 2
ieVISITO3 [ Month 6 3
ieVISITO4 | Month 12 4
ieVISITO5 | Month 18 5
ieVISITO6 | Month 24 6
ieVISITO7 | Month 30 7
ieVISITO8 | Month 36 8
ieVISITO9 | Month 42 9
ieVISIT10 [ Month 48 10
ieVISIT11 [ Month 54 11
ieVISIT12 | Month 60 12
ieVISIT13 [ Month 66 13
ieVISIT14 | Month 72 14
ieVISIT15 [ Month 78 15
ieVISIT16 | Month 84 16
ieVISIT17 [ Month 90 17
ieVISIT18 [ Month 96 18
Pulldown List 2:

RefName | Display Text Value | Design Note
ieTEEYN1 |Conscious sedation 1
ieTEEYN2 | General sedation 2
ieTEEYN3 [ Combination 3
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Pulldown List 3:

RefName |Display Text Value [Design Note
ieRADIATEL | Rads 1
ieRADIATE2 | MilliGray (mGy) 2
ieRADIATE4 [ gy-cm2 4
ieRADIATE3 [ Roentgen (R) 3

Pulldown List 4:

RefName

ieABCATYP_01_MTP17

ieABCATYP_02_MTP17

ieABCATYP_03_MTP17

ieABCATYP_04_MTP17

ieABCATYP_05_MTP17

ieABCATYP_06_MTP17

ieABCATYP_07_MTP17

ieABCATYP_08_MTP17

ieABCATYP_09_MTP17

ieABCATYP_10_MTP17

ieABCATYP_11_MTP17

ieABCATYP_12_MTP17

ieABCATYP_13_MTP17

ieABCATYP_14_MTP17

ieABCATYP_15_MTP17

ieABCATYP_16_MTP17

ieABCATYP_67_MTP17

ieABCATYP_70_Fix15

ieABCATYP_17_MTP17

ieABCATYP_18_MTP17

ieABCATYP_19_MTP17

ieABCATYP_20_MTP17

ieABCATYP_21_MTP17

ieABCATYP_22_MTP17

ieABCATYP_23_MTP17

ieABCATYP_24_MTP17

ieABCATYP_25_MTP17

ieABCATYP_26_MTP17

ieABCATYP_27_MTP17

ieABCATYP_28_MTP17

ieABCATYP_29_MTP17

ieABCATYP_61_MTP17

ieABCATYP_62_MTP17

ieABCATYP_30_MTP17

ieABCATYP_31_MTP17

ieABCATYP_32_MTP17

ieABCATYP_68_MTP17

ieABCATYP_33_MTP17

ieABCATYP_34_MTP17

ieABCATYP_35_MTP17

ieABCATYP_36_MTP17

ieABCATYP_37_MTP17

ieABCATYP_38_MTP17

ieABCATYP_39_MTP17

ieABCATYP_40_MTP17

ieABCATYP_41_MTP17

ieABCATYP_42_MTP17

Display Text

Bard__Stinger__4mm

Bard__Stinger S__4mm

Bard__Stinger SM__4mm

Bard__Stinger M__5 mm

Bard__Stinger S__5mm

Bard__Stinger SM__5 mm

Biosense Webster__CELSIUS Long Reach__7F/4-5mm
Biosense Webster__ CELSIUS Long Reach__8F/4-5mm
Biosense Webster__ CELSIUS Braided Tip__7F/4-5mm
Biosense Webster__ CELSIUS Braided Tip__8F/4-5mm
Biosense Webster__ CELSIUS RMT___7F/4mm
Biosense Webster__NaviStar__ 7F/4mm

Biosense Webster__ NaviStar DS__ 7F/8mm

Biosense Webster__ NaviStar RMT__7F/4mm

Biosense Webster__NaviStar RMT__7F/8mm

Biosense Webster__ NaviStar Thermo-Cool__7.5F/3.5mm
Biosense Webster__ThermoCool SF__8F/3.5mm
Biosense Webster Thermocool Smarttouch

Boston Scientific__Blazer Il RF__7F/4mm

Boston Scientific__Blazer 1l XP__8F/8mm

Boston Scientific__Blazer RPM__8F/5mm

Boston Scientific__Chilli 11 Cooled__7F/4mm

Boston Scientific__Chilli Il Standard__7.5F

Boston Scientific__Chilli 11 Large__7.5F

Boston Scientific__Chilli Il Asymmetric__7.5F

Boston Scientific__StereoCath__7F/4mm

Medtronic__ CryoCath LP Freezor 1__7F/4mm
Medtronic__CryoCath LP Freezor 3__7F/4mm
Medtronic__ CryoCath LP Freezor 5__7F/4mm
Medtronic__CryoCath LP Freezor MAX 3__9F/8mm
Medtronic__ CryoCath LP Freezor MAX 5__9F/8mm
Medtronic__ CryoCath LP Balloon Model 2AF282
Medtronic__ CryoCath LP Balloon Model 2AF232
Medtronic__CryoCath LP Freezor Xtra 1__7F/6mm
Medtronic__ CryoCath LP Freezor Xtra 3__7F/6mm
Medtronic__CryoCath LP Freezor Xtra 5__7F/6mm
Medtronic__ Cardiac Ablation System__9F/3mm

St. Jude Medical__Livewire TC XLS Large Curl__7F/4mm
St. Jude Medical__Livewire TC XLS Large Curl__7F/5mm
St.

2

Jude Medical__Livewire TC XLS Large Sweep__7F/4mm
St. Jude Medical__Livewire TC XLS Large Sweep__7F/5mm
St.

-

Jude Medical__Livewire TC XLS Medium Curl__7F/4mm
St. Jude Medical__Livewire TC XLS Medium Curl__7F/5mm
St.

-

St. Jude Medical__Livewire TC XLS Medium Sweep__7F/5mm

St.

I

Jude Medical__Safire Sm/Med/Lg Curl__7F/4mm
St. Jude Medical__Safire Sm/Med/Lg Curl__7F/5mm

Jude Medical__Livewire TC XLS Medium Sweep__7F/4mm

Value

© ® N O A W N R

BB W OW W W W W R WWW o ONNNDNNNNNRNNDNERERERSNORRE B R R R
P O © ©® N O 0 b @ ® N P ONP © ® N O 00 8 W NP O © ® N O N O 00 h W NP O

42

Design Note

|
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ieABCATYP_43_MTP17 | St. Jude Medical__Safire Sm/Med/Lg Sweep__7F/4mm 43
ieABCATYP_44_MTP17 | St. Jude Medical__Safire Sm/Med/Lg Sweep__7F/5mm 44
ieABCATYP_69_Fix15 [St. Jude Medical TactiCath Quartz 69
ieABCATYP_63_MTP17 | St. Jude Medical Therapy__Cool-Flex Medium Curve__7F/4mm 63
ieABCATYP_64_MTP17 [ St. Jude Medical Therapy__ Cool-Flex Large Curve__7F/4mm 64
ieABCATYP_65_MTP17 | St. Jude Medical Therapy__Cool-Flex X-Large Curve__7F/4mm 65
ieABCATYP_66_MTP17 [ St. Jude Medical Therapy__ Cool-Flex L1 Curve__7F/4mm 66
ieABCATYP_45_MTP17 | St. Jude Medical Therapy__Dual 8 Small__7F/8mm 45
ieABCATYP_46_MTP17 | St. Jude Medical Therapy__Dual 8 Medium__7F/8mm 46
ieABCATYP_47_MTP17 | St. Jude Medical Therapy__Dual 8 Large__7F/8mm 47
ieABCATYP_48_MTP17 | St. Jude Medical Therapy__Dual 8 X-Large__7F/8mm 48
ieABCATYP_49_MTP17 | St. Jude Medical Therapy__Dual 8 Extended__7F/8mm 49
ieABCATYP_50_MTP17 | St. Jude Medical Therapy__Dual 8 Far Reach__7F/8mm 50
ieABCATYP_51_MTP17 [ St. Jude Medical Therapy__Thermocouple Small__7F/4mm 51
ieABCATYP_52_MTP17 | St. Jude Medical Therapy__Thermocouple Medium__7F/4mm 52
ieABCATYP_53_MTP17 [ St. Jude Medical Therapy__Thermocouple Large__7F/4mm 53
ieABCATYP_54_MTP17 | St. Jude Medical Therapy__Thermocouple X-Large__7F/4mm 54
ieABCATYP_55_MTP17 [ St. Jude Medical Therapy__Thermocouple Extended__7F/4mm 55
ieABCATYP_56_MTP17 | St. Jude Medical Therapy__Thermocouple Far Reach__7F/4mm 56
ieABCATYP_57_MTP17 | St. Jude Medical Therapy__Cool Path Med Curve__7F/5mm 57
ieABCATYP_58_MTP17 | St. Jude Medical Therapy__Cool Path Large Curve__7F/5mm 58
ieABCATYP_59_MTP17 [ St. Jude Medical Therapy__Cool Path X-Large Med Curve__7F/5mm 59
ieABCATYP_60_MTP17 | St. Jude Medical Therapy__Cool Path Flutter Curve__7F/5Smm 60
Pulldown List 5:

RefName Display Text Value | Design Note
ieABCATYP_01_MTP17 [ Bard__Stinger__4mm 1
ieABCATYP_02_MTP17 |Bard__Stinger S__4mm 2
ieABCATYP_03_MTP17 | Bard__Stinger SM__4mm 3
ieABCATYP_04_MTP17 |Bard__Stinger M__5 mm 4
ieABCATYP_O5_MTP17 [ Bard__Stinger S__5mm 5
ieABCATYP_06_MTP17 | Bard__Stinger SM__5 mm 6
ieABCATYP_07_MTP17 | Biosense Webster__ CELSIUS Long Reach__7F/4-5mm 7
ieABCATYP_08_MTP17 | Biosense Webster__ CELSIUS Long Reach__8F/4-5mm 8
ieABCATYP_09_MTP17 | Biosense Webster__ CELSIUS Braided Tip__ 7F/4-5mm 9
ieABCATYP_10_MTP17 | Biosense Webster__ CELSIUS Braided Tip__8F/4-5mm 10
ieABCATYP_11_MTP17 | Biosense Webster__ CELSIUS RMT__ 7F/4mm 11
ieABCATYP_12_MTP17 | Biosense Webster__ NaviStar__ 7F/4mm 12
ieABCATYP_13_MTP17 | Biosense Webster__ NaviStar DS__ 7F/8mm 13
ieABCATYP_14_MTP17 | Biosense Webster__ NaviStar RMT__ 7F/4mm 14
ieABCATYP_15_MTP17 | Biosense Webster__ NaviStar RMT__7F/8mm 15
ieABCATYP_16_MTP17 | Biosense Webster__ NaviStar Thermo-Cool__7.5F/3.5mm 16
ieABCATYP_67_MTP17 | Biosense Webster__ThermoCool SF__8F/3.5mm 67
ieABCATYP_70_Fix15 [Biosense Webster Thermocool Smarttouch 70
ieABCATYP_17_MTP17 | Boston Scientific__Blazer Il RF__7F/4mm 17
ieABCATYP_18_MTP17 | Boston Scientific__Blazer Il XP__8F/8mm 18
ieABCATYP_19_MTP17 | Boston Scientific__Blazer RPM__8F/5mm 19
ieABCATYP_20_MTP17 | Boston Scientific__Chilli 11 Cooled__7F/4mm 20
ieABCATYP_21_MTP17 | Boston Scientific__Chilli 1l Standard__7.5F 21
ieABCATYP_22_MTP17 | Boston Scientific__Chilli 1l Large__7.5F 22
ieABCATYP_23_MTP17 | Boston Scientific__Chilli Il Asymmetric__7.5F 23
ieABCATYP_24_MTP17 | Boston Scientific__StereoCath__7F/4mm 24
ieABCATYP_25_MTP17 | Medtronic__CryoCath LP Freezor 1__7F/4mm 25
ieABCATYP_26_MTP17 [ Medtronic__ CryoCath LP Freezor 3__7F/4mm 26
ieABCATYP_27_MTP17 | Medtronic__CryoCath LP Freezor 5__7F/4mm 27
ieABCATYP_28_MTP17 | Medtronic__ CryoCath LP Freezor MAX 3__9F/8mm 28
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ieABCATYP_29_MTP17 [ Medtronic__ CryoCath LP Freezor MAX 5__9F/8mm 29
ieABCATYP_61_MTP17 [ Medtronic__CryoCath LP Balloon Model 2AF282 61
ieABCATYP_62_MTP17 [ Medtronic__ CryoCath LP Balloon Model 2AF232 62
ieABCATYP_30_MTP17 | Medtronic__CryoCath LP Freezor Xtra 1__7F/6mm 30
ieABCATYP_31_MTP17 [ Medtronic__ CryoCath LP Freezor Xtra 3__7F/6mm 31
ieABCATYP_32_MTP17 | Medtronic__CryoCath LP Freezor Xtra 5__7F/6mm 32
ieABCATYP_68_MTP17 [ Medtronic__ Cardiac Ablation System__9F/3mm 68
ieABCATYP_33_MTP17 | St. Jude Medical__Livewire TC XLS Large Curl__7F/4mm 33
ieABCATYP_34_MTP17 | St. Jude Medical__Livewire TC XLS Large Curl__7F/5mm 34
ieABCATYP_35_MTP17 | St. Jude Medical__Livewire TC XLS Large Sweep__7F/4mm 35
ieABCATYP_36_MTP17 | St. Jude Medical__Livewire TC XLS Large Sweep__7F/5mm 36
ieABCATYP_37_MTP17 | St. Jude Medical__Livewire TC XLS Medium Curl__7F/4mm 37
ieABCATYP_38_MTP17 | St. Jude Medical__Livewire TC XLS Medium Curl__7F/5mm 38
ieABCATYP_39_MTP17 [ St. Jude Medical__Livewire TC XLS Medium Sweep__7F/4mm 39
ieABCATYP_40_MTP17 | St. Jude Medical__Livewire TC XLS Medium Sweep__7F/5mm 40
ieABCATYP_41_MTP17 [ St. Jude Medical__Safire Sm/Med/Lg Curl__7F/4mm 41
ieABCATYP_42_MTP17 | St. Jude Medical__Safire Sm/Med/Lg Curl__7F/5mm 42
ieABCATYP_43_MTP17 | St. Jude Medical__Safire Sm/Med/Lg Sweep__7F/4mm 43
ieABCATYP_44_MTP17 | St. Jude Medical__Safire Sm/Med/Lg Sweep__7F/5mm 44
ieABCATYP_69_Fix15 [St. Jude Medical TactiCath Quartz 69
ieABCATYP_63_MTP17 [ St. Jude Medical Therapy__Cool-Flex Medium Curve__7F/4mm 63
ieABCATYP_64_MTP17 [ St. Jude Medical Therapy__Cool-Flex Large Curve__7F/4mm 64
ieABCATYP_65_MTP17 [ St. Jude Medical Therapy__ Cool-Flex X-Large Curve__7F/4mm 65
ieABCATYP_66_MTP17 [ St. Jude Medical Therapy__ Cool-Flex L1 Curve__7F/4mm 66
ieABCATYP_45_MTP17 | St. Jude Medical Therapy__Dual 8 Small__7F/8mm 45
ieABCATYP_46_MTP17 | St. Jude Medical Therapy__Dual 8 Medium__7F/8mm 46
ieABCATYP_47_MTP17 | St. Jude Medical Therapy__Dual 8 Large__7F/8mm 47
ieABCATYP_48_MTP17 | St. Jude Medical Therapy__Dual 8 X-Large__7F/8mm 48
ieABCATYP_49_MTP17 | St. Jude Medical Therapy__Dual 8 Extended__7F/8mm 49
ieABCATYP_50_MTP17 | St. Jude Medical Therapy__Dual 8 Far Reach__7F/8mm 50
ieABCATYP_51_MTP17 | St. Jude Medical Therapy__Thermocouple Small__7F/4mm 51
ieABCATYP_52_MTP17 | St. Jude Medical Therapy__Thermocouple Medium__7F/4mm 52
ieABCATYP_53_MTP17 [ St. Jude Medical Therapy__Thermocouple Large__7F/4mm 53
ieABCATYP_54_MTP17 | St. Jude Medical Therapy__Thermocouple X-Large__7F/4mm 54
ieABCATYP_55_MTP17 [ St. Jude Medical Therapy__Thermocouple Extended__7F/4mm 55
ieABCATYP_56_MTP17 | St. Jude Medical Therapy__Thermocouple Far Reach__7F/4mm 56
ieABCATYP_57_MTP17 | St. Jude Medical Therapy__Cool Path Med Curve__7F/5mm 57
ieABCATYP_58_MTP17 | St. Jude Medical Therapy__Cool Path Large Curve__7F/5mm 58
ieABCATYP_59_MTP17 [ St. Jude Medical Therapy__Cool Path X-Large Med Curve__7F/5mm 59
ieABCATYP_60_MTP17 | St. Jude Medical Therapy__Cool Path Flutter Curve__7F/5mm 60
Pulldown List 6:

RefName Display Text Value | Design Note
ieABCATYP_01_MTP17 [ Bard__Stinger__4mm 1
ieABCATYP_02_MTP17 | Bard__Stinger S__4mm 2
ieABCATYP_03_MTP17 | Bard__Stinger SM__4mm 3
ieABCATYP_04_MTP17 |Bard__Stinger M__5 mm 4
ieABCATYP_O5_MTP17 [ Bard__Stinger S__5mm 5
ieABCATYP_06_MTP17 [ Bard__Stinger SM__5 mm 6
ieABCATYP_07_MTP17 | Biosense Webster__ CELSIUS Long Reach__7F/4-5mm 7
ieABCATYP_08_MTP17 | Biosense Webster__ CELSIUS Long Reach__8F/4-5mm 8
ieABCATYP_09_MTP17 | Biosense Webster__ CELSIUS Braided Tip__7F/4-5mm 9
ieABCATYP_10_MTP17 | Biosense Webster__ CELSIUS Braided Tip__8F/4-5mm 10
ieABCATYP_11_MTP17 | Biosense Webster__ CELSIUS RMT__7F/4mm 11
ieABCATYP_12_MTP17 | Biosense Webster__NaviStar__7F/4mm 12
ieABCATYP_13_MTP17 | Biosense Webster__ NaviStar DS__7F/8mm 13
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Annotated Trial Design

ieABCATYP_14_MTP17 | Biosense Webster__ NaviStar RMT__ 7F/4mm 14
ieABCATYP_15_MTP17 | Biosense Webster__ NaviStar RMT__7F/8mm 15
ieABCATYP_16_MTP17 | Biosense Webster__ NaviStar Thermo-Cool__7.5F/3.5mm 16
ieABCATYP_67_MTP17 | Biosense Webster__ ThermoCool SF__8F/3.5mm 67
ieABCATYP_70_Fix15 [Biosense Webster Thermocool Smarttouch 70
ieABCATYP_17_MTP17 | Boston Scientific__Blazer Il RF__7F/4mm 17
ieABCATYP_18_MTP17 | Boston Scientific__Blazer 11 XP__8F/8mm 18
ieABCATYP_19_MTP17 | Boston Scientific__Blazer RPM__8F/5mm 19
ieABCATYP_20_MTP17 | Boston Scientific__Chilli 11 Cooled__7F/4mm 20
ieABCATYP_21_MTP17 [ Boston Scientific__Chilli 1l Standard__7.5F 21
ieABCATYP_22_MTP17 | Boston Scientific__Chilli 1l Large__7.5F 22
ieABCATYP_23_MTP17 | Boston Scientific__Chilli Il Asymmetric__7.5F 23
ieABCATYP_24_MTP17 | Boston Scientific__StereoCath__7F/4mm 24
ieABCATYP_25_MTP17 [ Medtronic__ CryoCath LP Freezor 1__7F/4mm 25
ieABCATYP_26_MTP17 | Medtronic__CryoCath LP Freezor 3__7F/4mm 26
ieABCATYP_27_MTP17 [ Medtronic__ CryoCath LP Freezor 5__7F/4mm 27
ieABCATYP_28_MTP17 | Medtronic__CryoCath LP Freezor MAX 3__9F/8mm 28
ieABCATYP_29_MTP17 [ Medtronic__ CryoCath LP Freezor MAX 5__9F/8mm 29
ieABCATYP_61_MTP17 | Medtronic__CryoCath LP Balloon Model 2AF282 61
ieABCATYP_62_MTP17 [ Medtronic__ CryoCath LP Balloon Model 2AF232 62
ieABCATYP_30_MTP17 | Medtronic__CryoCath LP Freezor Xtra 1__7F/6mm 30
ieABCATYP_31_MTP17 [ Medtronic__ CryoCath LP Freezor Xtra 3__7F/6mm 31
ieABCATYP_32_MTP17 [ Medtronic__CryoCath LP Freezor Xtra 5__7F/6mm 32
ieABCATYP_68_MTP17 [ Medtronic__ Cardiac Ablation System__9F/3mm 68
ieABCATYP_33_MTP17 | St. Jude Medical__Livewire TC XLS Large Curl__7F/4mm 33
ieABCATYP_34_MTP17 | St. Jude Medical__Livewire TC XLS Large Curl__7F/5mm 34
ieABCATYP_35_MTP17 | St. Jude Medical__Livewire TC XLS Large Sweep__7F/4mm 35
ieABCATYP_36_MTP17 | St. Jude Medical__Livewire TC XLS Large Sweep__7F/5mm 36
ieABCATYP_37_MTP17 | St. Jude Medical__Livewire TC XLS Medium Curl__7F/4mm 37
ieABCATYP_38_MTP17 | St. Jude Medical__Livewire TC XLS Medium Curl__7F/5mm 38
ieABCATYP_39_MTP17 | St. Jude Medical__Livewire TC XLS Medium Sweep__7F/4mm 39
ieABCATYP_40_MTP17 | St. Jude Medical__Livewire TC XLS Medium Sweep__7F/5mm 40
ieABCATYP_41_MTP17 [ St. Jude Medical__Safire Sm/Med/Lg Curl__7F/4mm 41
ieABCATYP_42_MTP17 | St. Jude Medical__Safire Sm/Med/Lg Curl__7F/5mm 42
ieABCATYP_43_MTP17 [ St. Jude Medical__Safire Sm/Med/Lg Sweep__7F/4mm 43
ieABCATYP_44_MTP17 | St. Jude Medical__Safire Sm/Med/Lg Sweep__7F/5mm 44
ieABCATYP_69_Fix15 [St. Jude Medical TactiCath Quartz 69
ieABCATYP_63_MTP17 [ St. Jude Medical Therapy__Cool-Flex Medium Curve__7F/4mm 63
ieABCATYP_64_MTP17 [ St. Jude Medical Therapy__ Cool-Flex Large Curve__7F/4mm 64
ieABCATYP_65_MTP17 [ St. Jude Medical Therapy__Cool-Flex X-Large Curve__7F/4mm 65
ieABCATYP_66_MTP17 [ St. Jude Medical Therapy__Cool-Flex L1 Curve__7F/4mm 66
ieABCATYP_45_MTP17 | St. Jude Medical Therapy__Dual 8 Small__7F/8mm 45
ieABCATYP_46_MTP17 | St. Jude Medical Therapy__Dual 8 Medium__7F/8mm 46
ieABCATYP_47_MTP17 | St. Jude Medical Therapy__Dual 8 Large__7F/8mm 47
ieABCATYP_48_MTP17 | St. Jude Medical Therapy__Dual 8 X-Large__7F/8mm 48
ieABCATYP_49_MTP17 | St. Jude Medical Therapy__Dual 8 Extended__7F/8mm 49
ieABCATYP_50_MTP17 | St. Jude Medical Therapy__Dual 8 Far Reach__7F/8mm 50
ieABCATYP_51_MTP17 | St. Jude Medical Therapy__Thermocouple Small__7F/4mm 51
ieABCATYP_52_MTP17 [ St. Jude Medical Therapy__ Thermocouple Medium__7F/4mm 52
ieABCATYP_53_MTP17 [ St. Jude Medical Therapy__Thermocouple Large__7F/4mm 53
ieABCATYP_54_MTP17 [ St. Jude Medical Therapy__ Thermocouple X-Large__7F/4mm 54
ieABCATYP_55_MTP17 [ St. Jude Medical Therapy__Thermocouple Extended__7F/4mm 55
ieABCATYP_56_MTP17 [ St. Jude Medical Therapy__ Thermocouple Far Reach__7F/4mm 56
ieABCATYP_57_MTP17 | St. Jude Medical Therapy__Cool Path Med Curve__7F/5mm 57
ieABCATYP_58_MTP17 | St. Jude Medical Therapy__ Cool Path Large Curve__7F/5mm 58
ieABCATYP_59_MTP17 [ St. Jude Medical Therapy__Cool Path X-Large Med Curve__7F/5mm 59

ieABCATYP 60 MTP17
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Annotated Trial Design

St. Jude Medical Therapy__Cool Path Flutter Curve__7F/5mm 60|
Pulldown List 7:
RefName Display Text Value | Design Note
ieABCATYP_01_MTP17 |Bard__Stinger__4mm 1
ieABCATYP_02_MTP17 [ Bard__Stinger S__4mm 2
ieABCATYP_03_MTP17 | Bard__Stinger SM__4mm 3
ieABCATYP_04_MTP17 | Bard__Stinger M__5 mm 4
ieABCATYP_O05_MTP17 [ Bard__Stinger S__5mm 5
ieABCATYP_06_MTP17 [ Bard__Stinger SM__5 mm 6
ieABCATYP_07_MTP17 | Biosense Webster__ CELSIUS Long Reach__7F/4-5mm 7
ieABCATYP_08_MTP17 | Biosense Webster__ CELSIUS Long Reach__8F/4-5mm 8
ieABCATYP_09_MTP17 | Biosense Webster__ CELSIUS Braided Tip__7F/4-5mm 9
ieABCATYP_10_MTP17 | Biosense Webster__ CELSIUS Braided Tip__8F/4-5mm 10
ieABCATYP_11_MTP17 | Biosense Webster__ CELSIUS RMT__7F/4mm 11
ieABCATYP_12_MTP17 | Biosense Webster__NaviStar__7F/4mm 12
ieABCATYP_13_MTP17 | Biosense Webster__ NaviStar DS__7F/8mm 13
ieABCATYP_14_MTP17 | Biosense Webster__ NaviStar RMT__7F/4mm 14
ieABCATYP_15_MTP17 | Biosense Webster__ NaviStar RMT___7F/8mm 15
ieABCATYP_16_MTP17 | Biosense Webster__ NaviStar Thermo-Cool__7.5F/3.5mm 16
ieABCATYP_67_MTP17 | Biosense Webster__ ThermoCool SF__8F/3.5mm 67
ieABCATYP_70_Fix15 |Biosense Webster Thermocool Smarttouch 70
ieABCATYP_17_MTP17 | Boston Scientific__Blazer Il RF__7F/4mm 17
ieABCATYP_18_MTP17 | Boston Scientific__Blazer I XP__8F/8mm 18
ieABCATYP_19_MTP17 | Boston Scientific__ Blazer RPM__8F/5mm 19
ieABCATYP_20_MTP17 | Boston Scientific__Chilli Il Cooled__7F/4mm 20
ieABCATYP_21_MTP17 | Boston Scientific__Chilli 11 Standard__7.5F 21
ieABCATYP_22_MTP17 | Boston Scientific__Chilli Il Large__7.5F 22
ieABCATYP_23_MTP17 | Boston Scientific__Chilli 1l Asymmetric__7.5F 23
ieABCATYP_24_MTP17 | Boston Scientific__StereoCath__7F/4mm 24
ieABCATYP_25_MTP17 | Medtronic__CryoCath LP Freezor 1__7F/4mm 25
ieABCATYP_26_MTP17 [ Medtronic__ CryoCath LP Freezor 3__7F/4mm 26
ieABCATYP_27_MTP17 | Medtronic__CryoCath LP Freezor 5__7F/4mm 27
ieABCATYP_28_MTP17 [ Medtronic__ CryoCath LP Freezor MAX 3__9F/8mm 28
ieABCATYP_29_MTP17 | Medtronic__CryoCath LP Freezor MAX 5__9F/8mm 29
ieABCATYP_61_MTP17 [ Medtronic__ CryoCath LP Balloon Model 2AF282 61
ieABCATYP_62_MTP17 | Medtronic__CryoCath LP Balloon Model 2AF232 62
ieABCATYP_30_MTP17 [ Medtronic__ CryoCath LP Freezor Xtra 1__7F/6mm 30
ieABCATYP_31_MTP17 | Medtronic__CryoCath LP Freezor Xtra 3__7F/6mm 31
ieABCATYP_32_MTP17 [ Medtronic__ CryoCath LP Freezor Xtra 5__7F/6mm 32
ieABCATYP_68_MTP17 | Medtronic__Cardiac Ablation System__9F/3mm 68
ieABCATYP_33_MTP17 | St. Jude Medical__Livewire TC XLS Large Curl__7F/4mm 33
ieABCATYP_34_MTP17 | St. Jude Medical__Livewire TC XLS Large Curl__7F/5mm 34
ieABCATYP_35_MTP17 | St. Jude Medical__Livewire TC XLS Large Sweep__7F/4mm 35
ieABCATYP_36_MTP17 | St. Jude Medical__Livewire TC XLS Large Sweep__7F/5mm 36
ieABCATYP_37_MTP17 | St. Jude Medical__Livewire TC XLS Medium Curl__7F/4mm 37
ieABCATYP_38_MTP17 | St. Jude Medical__Livewire TC XLS Medium Curl__7F/5mm 38
ieABCATYP_39_MTP17 [ St. Jude Medical__Livewire TC XLS Medium Sweep__7F/4mm 39
ieABCATYP_40_MTP17 [ St. Jude Medical__Livewire TC XLS Medium Sweep__7F/5mm 40
ieABCATYP_41_MTP17 [ St. Jude Medical__Safire Sm/Med/Lg Curl__7F/4mm 41
ieABCATYP_42_MTP17 [ St. Jude Medical__Safire Sm/Med/Lg Curl__7F/5mm 42
ieABCATYP_43_MTP17 | St. Jude Medical__Safire Sm/Med/Lg Sweep__7F/4mm 43
ieABCATYP_44_MTP17 | St. Jude Medical__Safire Sm/Med/Lg Sweep__7F/5mm 44
ieABCATYP_69_Fix15 [St. Jude Medical TactiCath Quartz 69
ieABCATYP_63_MTP17 [ St. Jude Medical Therapy__Cool-Flex Medium Curve__7F/4mm 63
ieABCATYP_64_MTP17 [ St. Jude Medical Therapy__ Cool-Flex Large Curve__7F/4mm 64

|
CABANA_PIV Production eCRF _ Release 7.0 _ 28-Jul-2017

http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0

Page 87 of 164

7128/2017


http://im46ad01.dcri.int/cabana_pivdev1/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdev1&SP=&AS=59391&CP=65535&FP=0&RSV=0

Annotated Trial Design

ieABCATYP_65_MTP17 [ St. Jude Medical Therapy__ Cool-Flex X-Large Curve__7F/4mm 65
ieABCATYP_66_MTP17 | St. Jude Medical Therapy__Cool-Flex L1 Curve__7F/4mm 66
ieABCATYP_45_MTP17 | St. Jude Medical Therapy__Dual 8 Small__7F/8mm 45
ieABCATYP_46_MTP17 | St. Jude Medical Therapy__Dual 8 Medium__7F/8mm 46
ieABCATYP_47_MTP17 | St. Jude Medical Therapy__Dual 8 Large__7F/8mm 47
ieABCATYP_48_MTP17 | St. Jude Medical Therapy__Dual 8 X-Large__7F/8mm 48
ieABCATYP_49_MTP17 [ St. Jude Medical Therapy__Dual 8 Extended__7F/8mm 49
ieABCATYP_50_MTP17 | St. Jude Medical Therapy__Dual 8 Far Reach__7F/8mm 50
ieABCATYP_51_MTP17 [ St. Jude Medical Therapy__Thermocouple Small__7F/4mm 51
ieABCATYP_52_MTP17 | St. Jude Medical Therapy__Thermocouple Medium__7F/4mm 52
ieABCATYP_53_MTP17 [ St. Jude Medical Therapy__Thermocouple Large__7F/4mm 53
ieABCATYP_54_MTP17 [ St. Jude Medical Therapy__ Thermocouple X-Large__ 7F/4mm 54
ieABCATYP_55_MTP17 [ St. Jude Medical Therapy__Thermocouple Extended__7F/4mm 55
ieABCATYP_56_MTP17 [ St. Jude Medical Therapy__ Thermocouple Far Reach__7F/4mm 56
ieABCATYP_57_MTP17 | St. Jude Medical Therapy__Cool Path Med Curve__7F/5mm 57
ieABCATYP_58_MTP17 | St. Jude Medical Therapy__Cool Path Large Curve__7F/5mm 58
ieABCATYP_59_MTP17 | St. Jude Medical Therapy__Cool Path X-Large Med Curve__7F/5mm 59
ieABCATYP_60_MTP17 [ St. Jude Medical Therapy__Cool Path Flutter Curve__7F/5mm 60
Pulldown List 8:

RefName Display Text Value | Design Note
ieABCATYP_01_MTP17 | Bard__Stinger__4mm 1
ieABCATYP_02_MTP17 [ Bard__Stinger S__4mm 2
ieABCATYP_03_MTP17 | Bard__Stinger SM__4mm 3
ieABCATYP_04_MTP17 [ Bard__Stinger M__5 mm 4
ieABCATYP_05_MTP17 | Bard__Stinger S__5mm 5
ieABCATYP_06_MTP17 [ Bard__Stinger SM__5 mm 6
ieABCATYP_07_MTP17 | Biosense Webster__ CELSIUS Long Reach__7F/4-5mm 7
ieABCATYP_08_MTP17 | Biosense Webster__ CELSIUS Long Reach__8F/4-5mm 8
ieABCATYP_09_MTP17 | Biosense Webster__ CELSIUS Braided Tip__7F/4-5mm 9
ieABCATYP_10_MTP17 | Biosense Webster__ CELSIUS Braided Tip__8F/4-5mm 10
ieABCATYP_11_MTP17 | Biosense Webster__ CELSIUS RMT__7F/4mm 11
ieABCATYP_12_MTP17 | Biosense Webster__NaviStar__ 7F/4mm 12
ieABCATYP_13_MTP17 | Biosense Webster__ NaviStar DS__7F/8mm 13
ieABCATYP_14_MTP17 | Biosense Webster__ NaviStar RMT__ 7F/4mm 14
ieABCATYP_15_MTP17 | Biosense Webster__ NaviStar RMT__ 7F/8mm 15
ieABCATYP_16_MTP17 | Biosense Webster__ NaviStar Thermo-Cool__7.5F/3.5mm 16
ieABCATYP_67_MTP17 | Biosense Webster__ ThermoCool SF__8F/3.5mm 67
ieABCATYP_70_Fix15 [Biosense Webster Thermocool Smarttouch 70
ieABCATYP_17_MTP17 | Boston Scientific__Blazer Il RF__7F/4mm 17
ieABCATYP_18_MTP17 | Boston Scientific__Blazer 11 XP__8F/8mm 18
ieABCATYP_19_MTP17 | Boston Scientific__Blazer RPM__8F/5mm 19
ieABCATYP_20_MTP17 | Boston Scientific__Chilli 11 Cooled__7F/4mm 20
ieABCATYP_21_MTP17 | Boston Scientific__Chilli Il Standard__7.5F 21
ieABCATYP_22_MTP17 | Boston Scientific__Chilli I Large__7.5F 22
ieABCATYP_23_MTP17 | Boston Scientific__Chilli 11 Asymmetric__7.5F 23
ieABCATYP_24_MTP17 | Boston Scientific__StereoCath__7F/4mm 24
ieABCATYP_25_MTP17 [ Medtronic__CryoCath LP Freezor 1__7F/4mm 25
ieABCATYP_26_MTP17 | Medtronic__CryoCath LP Freezor 3__7F/4mm 26
ieABCATYP_27_MTP17 [ Medtronic__ CryoCath LP Freezor 5__7F/4mm 27
ieABCATYP_28_MTP17 | Medtronic__CryoCath LP Freezor MAX 3__9F/8mm 28
ieABCATYP_29_MTP17 [ Medtronic__ CryoCath LP Freezor MAX 5__9F/8mm 29
ieABCATYP_61_MTP17 [ Medtronic__CryoCath LP Balloon Model 2AF282 61
ieABCATYP_62_MTP17 [ Medtronic__ CryoCath LP Balloon Model 2AF232 62
ieABCATYP_30_MTP17 | Medtronic__CryoCath LP Freezor Xtra 1__7F/6mm 30
ieABCATYP_31_MTP17 [ Medtronic__ CryoCath LP Freezor Xtra 3__7F/6mm 31
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Annotated Trial Design

ieABCATYP_32_MTP17 [ Medtronic__ CryoCath LP Freezor Xtra 5__7F/6mm 32
ieABCATYP_68_MTP17 | Medtronic__Cardiac Ablation System__9F/3mm 68
ieABCATYP_33_MTP17 | St. Jude Medical__Livewire TC XLS Large Curl__7F/4mm 33
ieABCATYP_34_MTP17 | St. Jude Medical__Livewire TC XLS Large Curl__7F/5mm 34
ieABCATYP_35_MTP17 | St. Jude Medical__Livewire TC XLS Large Sweep__7F/4mm 35
ieABCATYP_36_MTP17 | St. Jude Medical__Livewire TC XLS Large Sweep__7F/5mm 36
ieABCATYP_37_MTP17 | St. Jude Medical__Livewire TC XLS Medium Curl__7F/4mm 37
ieABCATYP_38_MTP17 | St. Jude Medical__Livewire TC XLS Medium Curl__7F/5mm 38
ieABCATYP_39_MTP17 [ St. Jude Medical__Livewire TC XLS Medium Sweep__7F/4mm 39
ieABCATYP_40_MTP17 | St. Jude Medical__Livewire TC XLS Medium Sweep__7F/5mm 40
ieABCATYP_41_MTP17 [ St. Jude Medical__Safire Sm/Med/Lg Curl__7F/4mm 41
ieABCATYP_42_MTP17 [ St. Jude Medical__Safire Sm/Med/Lg Curl__7F/5mm 42
ieABCATYP_43_MTP17 | St. Jude Medical__Safire Sm/Med/Lg Sweep__7F/4mm 43
ieABCATYP_44_MTP17 | St. Jude Medical__Safire Sm/Med/Lg Sweep__7F/5mm 44
ieABCATYP_69_Fix15 [St. Jude Medical TactiCath Quartz 69
ieABCATYP_63_MTP17 [ St. Jude Medical Therapy__Cool-Flex Medium Curve__7F/4mm 63
ieABCATYP_64_MTP17 | St. Jude Medical Therapy__Cool-Flex Large Curve__7F/4mm 64
ieABCATYP_65_MTP17 [ St. Jude Medical Therapy__ Cool-Flex X-Large Curve__7F/4mm 65
ieABCATYP_66_MTP17 | St. Jude Medical Therapy__Cool-Flex L1 Curve__7F/4mm 66
ieABCATYP_45_MTP17 | St. Jude Medical Therapy__Dual 8 Small__7F/8mm 45
ieABCATYP_46_MTP17 | St. Jude Medical Therapy__Dual 8 Medium__7F/8mm 46
ieABCATYP_47_MTP17 | St. Jude Medical Therapy__Dual 8 Large__7F/8mm 47
ieABCATYP_48_MTP17 | St. Jude Medical Therapy__Dual 8 X-Large__7F/8mm 48
ieABCATYP_49_MTP17 | St. Jude Medical Therapy__Dual 8 Extended__7F/8mm 49
ieABCATYP_50_MTP17 | St. Jude Medical Therapy__Dual 8 Far Reach__7F/8mm 50
ieABCATYP_51_MTP17 [ St. Jude Medical Therapy__Thermocouple Small__7F/4mm 51
ieABCATYP_52_MTP17 | St. Jude Medical Therapy__Thermocouple Medium__7F/4mm 52
ieABCATYP_53_MTP17 [ St. Jude Medical Therapy__Thermocouple Large__7F/4mm 53
ieABCATYP_54_MTP17 | St. Jude Medical Therapy__Thermocouple X-Large__7F/4mm 54
ieABCATYP_55_MTP17 | St. Jude Medical Therapy__Thermocouple Extended__7F/4mm 55
ieABCATYP_56_MTP17 | St. Jude Medical Therapy__Thermocouple Far Reach__7F/4mm 56
ieABCATYP_57_MTP17 | St. Jude Medical Therapy__Cool Path Med Curve__7F/5mm 57
ieABCATYP_58_MTP17 | St. Jude Medical Therapy__Cool Path Large Curve__7F/5mm 58
ieABCATYP_59_MTP17 | St. Jude Medical Therapy__Cool Path X-Large Med Curve__7F/5mm 59
ieABCATYP_60_MTP17 [ St. Jude Medical Therapy__Cool Path Flutter Curve__7F/5mm 60
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CDD: cabana_pivcdd Table: FLUTR  Key Type: PATIENTVISIT

NUMERIC - 1, 2, 3, 4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 67, 70, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 61, 62, 30, 31, 32, 68, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 69, 63, 64, 65, 66, 45, 46, 47, 48, 49, 50, 51, 52, 53, 54, 55, 56,

NUMERIC - 1, 2, 3,4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 67, 70, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 61, 62, 30, 31, 32, 68, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 69, 63, 64, 65, 66, 45, 46, 47, 48, 49, 50, 51, 52, 53, 54, 55, 56,

Column Name [ Column Data Type
FLTXRYTM NUMERIC - N3
CAVODIRC NUMERIC
ORAFBLAC NUMERIC
FLGSTTM DATE - HHMM
OLAFLUT NUMERIC
MVAFLUT NUMERIC
FLUABLDT DATE - DDMONYYYY
FLUHSPDT DATE - DDMONYYYY
MVAFCLOK NUMERIC
OLAFBLAC NUMERIC
FLACTHI NUMERIC - N3
FLFOTUNT NUMERIC -1, 2, 4,3
FLABLDEL NUMERIC - N3
ABENRFIO NUMERIC
FLABDSDT DATE - DDMONYYYY
FLCATYP4

57, 58, 59, 60
FLCATYP1

57, 58, 59, 60

Design Note
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FLCATYP3 NUMERIC - 1, 2, 3,4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 67, 70, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 61, 62, 30, 31, 32, 68, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 69, 63, 64, 65, 66, 45, 46, 47, 48, 49, 50, 51, 52, 53, 54, 55, 56,
57, 58, 59, 60

FLGSPTM DATE - HHMM

ABENLASR NUMERIC

CAVOBLAC NUMERIC

FLCATYP2 NUMERIC - 1, 2, 3,4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 67, 70, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 61, 62, 30, 31, 32, 68, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 69, 63, 64, 65, 66, 45, 46, 47, 48, 49, 50, 51, 52, 53, 54, 55, 56,
57, 58, 59, 60

ORAFLUT NUMERIC

ABENULTS NUMERIC

ABENCRYO NUMERIC

FABENGTM NUMERIC - N3

CAVOCLOK NUMERIC

ABENRFIC NUMERIC

FLRADIAT NUMERIC - N4

ABENRF NUMERIC

MVAFDIRC NUMERIC

AEBNOTHR STRING(30) - A30

FLACTPRO NUMERIC

MVAFBLAC NUMERIC

FLUANSTH NUMERIC - 1, 2, 3

OLAFDIRC NUMERIC

FLCATYPS NUMERIC - 1, 2, 3,4, 5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 67, 70, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 61, 62, 30, 31, 32, 68, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 69, 63, 64, 65, 66, 45, 46, 47, 48, 49, 50, 51, 52, 53, 54, 55, 56,
57, 58, 59, 60

FLACTLOW NUMERIC - N3

FLTHOTTM DATE - HHMM

FLTHINTM DATE - HHMM

CAVO NUMERIC

AEBNOTH NUMERIC

FLUTVIS NUMERIC - 1, 2, 3,4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18

FLFOOTTM NUMERIC - N3
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cabana_pivdevl : Hospitalization (HOSP)

Hospitalization Status

1. |Visit
2. |Admission Date

3. |Discharge Date

4. |Duration of Hospitalization

5. | Type of Hospitalization

6. |Was the randomly assigned therapy initiated during this hospitalization?

7. |Primary reason for hospitalization (Check only one)

|Pulldown List 1 || (cabana_pivedd:HOSP.HOSPVIS)

‘Reqzl / ‘Reqzl / ‘Reqz (2009-2020) (cabana_pivedd:HOSP.HSPADMDT)

(cabana_pivcdd:HOSP.HSPONGO)
[o] © ‘Reqz / ‘Reqz / ‘Reqz (2009-2020) (cabana_pivcdd:HOSP.HSPDSCDT)

11 (2 Ongoing

(cabana_pivedd:HOSP.HSPDURTN)
[1] © <24 hours
[2] ©>= 24 hours

(cabana_pivcdd:HOSP.HSPTYPE)
[1] ©Planned
[2] ©Unplanned

(cabana_pivcdd:HOSP.HSPRNTH)

o] () No

[1] O (cabana_pivcdd:HOSP.HSPINARM)
Yes
[11 () Initial Drug therapy
[2] O Initial Ablation therapy

(cabana_pivcdd:HOSP.HSPREAS)
[1] © (cabana_pivcdd:HOSP.HSPCARDO)
Cardiovascular
11 () (cabana_pivcdd:HOSP.HSPCARR)
Arrhythmic
[11 () Anti-arrhythmic drug therapy (drug start, dose change, proarrhythmia)
21 () Rate control drug titration/rapid ventricular response
[3] CCardioversion
[41 (0 Pacemaker implantation
[5] C ICD implantation
[6] C Other cardiac device
71 () Ventricular arrhythmia
[8] O Atrial fibrillation and other supraventricular rhythm disorders
[9] (Resuscitated Cardiac Arrest
[2] O Heart Failure (pulmonary edema, dyspnea of cardiac origin requiring intervention beyond simple diuresis)

(cabana_pivcdd:HOSP.HOSPHF)
[1]  due to atrial fibrillation

[2] C not due to atrial fibrillation
[3] O Coronary Artery Disease

(cabana_pivcdd:HOSP.HSPCAD)
[11 (0 Stable angina or typical chest pain

[2] O Unstable angina or myocardial infarction
[3] (& Percutaneous intervention
[4] © Coronary artery bypass surgery
[5] O Cardiac transplantation
41 () TIA or Stroke (except intracranial hemorrhage)
[5] (O Serious Bleeding (requiring >=3 units blood product or any intracranial hemorrhage)
61 (O Valvular Intervention
71 () (cabana_pivedd:HOSP.HSPOTH)
Other cardiovascular reasons
[11 () Atherosclerosis related (if not otherwise specified)
21 () Syncope
31 () Transcutaneous cerebrovascular or peripheral procedure
[41 () Blood pressure related (hypotension, hypertension; except syncope)
[5] O Cardiovascular infection
[6] ( Pulmonary embolism or deep vein thrombosis
[7] (C Post procedure assessment

[0] O Non-cardiovascular

8.* | Secondary cardiovascular reasons for hospitalization/cardiovascular events during hospitalization
(Check all that apply)

(cabana_pivcdd:HOSP.HSPSAADT)
[1] [JAnti-arrhythmic drug therapy (drug start, dose change, proarrhythmia)
(cabana_pivedd:HOSP.HSPSARCT)

[1] [JRate control drug titration/rapid ventricular response
(cabana_pivcdd:HOSP.HSPSACDV)

[1] [Cardioversion

(cabana_pivcdd:HOSP.HSPSAPCM)

[1] [JPacemaker implantation

(cabana_pivcdd:HOSP.HSPSAICD)

[1] []ICD implantation

(cabana_pivedd:HOSP.HSPSOTHD)
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[1] [JOther cardiac device

(cabana_pivcdd:HOSP.HSPSVARR)

[1] []Ventricular arrhythmia

(cabana_pivcdd:HOSP.HSPSAFIB)

[1] []Atrial fibrillation and other supraventricular rhythm disorders
(cabana_pivcdd:HOSP.HSPSRCA)

[1] [JResuscitated Cardiac Arrest

(cabana_pivedd:HOSP.HSPSHF)

[1] [](cabana_pivedd:HOSP.HSPHFAF)

Heart Failure (pulmonary edema, dyspnea of cardiac origin requiring intervention beyond simple diuresis)

[1] ©due to atrial fibrillation

[2] ©not due to atrial fibrillation
(cabana_pivcdd:HOSP.HSPSSACP)
[1] []Stable angina or typical chest pain
(cabana_pivcdd:HOSP.HSPSUAMI)
[1] [JUnstable angina or myocardial infarction
(cabana_pivcdd:HOSP.HSPSCPCI)
[1] [JPercutaneous intervention
(cabana_pivcdd:HOSP.HSPSCABG)
[1] [JCoronary artery bypass surgery
(cabana_pivedd:HOSP.HSPSCTRN)
[1] [JcCardiac transplantation
(cabana_pivcdd:HOSP.HSPSTIA)
[1] [ITIA or Stroke (except intracranial hemorrhage)
(cabana_pivedd:HOSP.HSPSBLD)
[1] [ Serious Bleeding (requiring >=3 units blood product or any intracranial hemorrhage )
(cabana_pivcdd:HOSP.HSPSVLVI)
[1] [JValvular Intervention
(cabana_pivcdd:HOSP.HSPSASHD)
[1] [JAtherosclerosis related (if not otherwise specified)
(cabana_pivcdd:HOSP.HSPSSYNC)
[1] []Syncope
(cabana_pivcdd:HOSP.HSPSSTCV)
[1] [JTranscutaneous cerebrovascular or peripheral procedure
(cabana_pivedd:HOSP.HSPSBPR)
[1] [IBlood pressure related (hypotension, hypertension; except syncope)
(cabana_pivedd:HOSP.HSPSCVI)
[1] [[JCardiovascular infection
(cabana_pivcdd:HOSP.HSPSPLEM)
[1] [JPulmonary embolism or deep vein thrombosis
(cabana_pivcdd:HOSP.HSPSPPA)
[1] []Post procedure assessment

Page 92 of 164

9.* | Nights in specialized unit

10. | If discharged, discharge disposition

(cabana_pivcdd:HOSP.HOSPICU)

ICU [1] [[]How many nights ‘ Pulldown List 2 z| (cabana_pivcdd:HOSP.HOSPICUN)
(cabana_pivcdd:HOSP.HOSPCCU)

CCU [1] [[]How many nights ‘ Pulldown List 3 Z| (cabana_pivcdd:HOSP.HOSPCCUN)
(cabana_pivedd:HOSP.HOSPSTP)

Step-down care [1] [[JHow many nights ‘Pulldown List 42 (cabana_pivedd:HOSP.HOSPSTPN)

(cabana_pivedd:HOSP.HSPDSCH)

[1] O Home

21 (O Transfer to another Hospital Facility [Please complete Hospitalization Form]
[3] O Transfer to Extended Care Facility [Please complete Extended Care Form]
[41 (0 Died [Please complete Death Form]

* Item is not required

Pulldown

List 1:

RefName

ieVISITO1

ieVISITO2

ieVISITO3

ieVISITO4

ieVISITOS

ieVISITO6

ieVISITO7

ievVISITO8

ieVISITO9

ievVISIT10

ievISIT11

ievISIT12

Display Text Value
Baseline
Month 3
Month 6
Month 12
Month 18
Month 24
Month 30
Month 36

© ® N O O A W N R

Month 42
Month 48

i
o

Month 54

[
[

Month 60

.
N

Design Note
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ieVISIT13 | Month 66 13
ieVISIT14 [ Month 72 14
ieVISIT15 [ Month 78 15
ieVISIT16 | Month 84 16
ieVISIT17 [ Month 90 17
ieVISIT18 [ Month 96 18

Pulldown List 2:

RefName Display Text Value |Design Note
ieHOWMNY1 |1 1
ieHOWMNY2 |2 2
ieHOWMNY3 |3 3
ieHOWMNY4 |4 4
ieHOWMNY5 |5 5
ieHOWMNY6 |6 6
ieHOWMNY7 |7 7
ieHOWMNY8 |8 8
ieHOWMNY9 |9 9
ieHOWMNY10 | 10 10
ieHOWMNY11 |11 or more 11

Pulldown List 3:

RefName Display Text Value [ Design Note
ieHOWMNY1 |1 1
ieHOWMNY2 |2 2
ieHOWMNY3 |3 3
ieHOWMNY4 |4 4
ieHOWMNY5 |5 5
ieHOWMNY6 |6 6
ieHOWMNY7 |7 7
ieHOWMNY8 |8 8
ieHOWMNY9 |9 9
ieHOWMNY10 | 10 10
ieHOWMNY11 |11 or more 11

Pulldown List 4:

RefName Display Text Value | Design Note
ieHOWMNY1 |1 1
ieHOWMNY2 |2 2
ieHOWMNY3 |3 3
ieHOWMNY4 |4 4
ieHOWMNY5 |5 5
ieHOWMNY6 |6 6
ieHOWMNY7 |7 7
ieHOWMNY8 |8 8
ieHOWMNY9 |9 9
ieHOWMNY10 | 10 10
ieHOWMNY11 |11 or more 11

CDD: cabana_pivcdd Table: HOSP  Key Type: PATIENTVISIT

Column Name [ Column Data Type
HOSPCCU NUMERIC
HSPSSYNC NUMERIC
HSPONGO NUMERIC
HSPSAFIB NUMERIC
HSPSCTRN NUMERIC
HSPSVARR NUMERIC

Design Note
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HSPSCVI NUMERIC

HSPDSCH NUMERIC
HSPSPLEM NUMERIC
HSPSSACP NUMERIC
HSPSSTCV NUMERIC

HSPSTIA NUMERIC

HOSPHF NUMERIC

HSPSRCA NUMERIC

HSPSBLD NUMERIC
HOSPCCUN NUMERIC -1, 2, 3,4,5,6,7,8,9, 10, 11
HOSPVIS NUMERIC - 1, 2, 3,4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18
HSPHFAF NUMERIC

HSPCARR NUMERIC

HSPSVLVI NUMERIC

HSPSBPR NUMERIC
HSPSARCT NUMERIC
HSPSCPCI NUMERIC
HSPSAADT NUMERIC
HSPSUAMI NUMERIC

HSPCAD NUMERIC

HSPSPPA NUMERIC

HSPREAS NUMERIC
HSPINARM NUMERIC

HSPRNTH NUMERIC

HSPTYPE NUMERIC

HOSPICU NUMERIC
HSPSCABG NUMERIC
HOSPSTPN NUMERIC -1, 2, 3,4,5,6,7,8,9, 10, 11
HOSPSTP NUMERIC
HSPCARDO NUMERIC
HSPSAPCM NUMERIC

HSPOTH NUMERIC
HSPADMDT DATE - DDMONYYYY
HSPSOTHD NUMERIC
HSPSAICD NUMERIC
HSPDSCDT DATE - DDMONYYYY
HSPDURTN NUMERIC
HOSPICUN NUMERIC - 1, 2, 3,4,5,6,7,8,9, 10, 11
HSPSHF NUMERIC
HSPSACDV NUMERIC
HSPSASHD NUMERIC
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cabana_pivdevl : Extended Care (EXTCARE)
Extended Care Status

1. | Visit Pulldown List 1 |+ (cabana_pivcdd:EXTCARE.EXTVIS)

2. | Type of Facility (cabana_pivedd:EXTCARE.EXTFACIL)
[1] < Skilled Nursing

[2] © Rehabilitation

[3] Home/Hospice (non-skilled)

3. | Admission Date Req|v| / |Req | / |Req|¥| (2009-2020) (cabana_pivcdd:EXTCARE.EXTADDT)

all

Discharge Date (cabana_pivcdd:EXTCARE.EXTONGO)
o] © Req v | / |Req | / |Req ~| (2009-2020) (cabana_pivcdd:EXTCARE.EXTDSDT)

[11 {1 Ongoing

a

.| If discharged, discharge disposition (cabana_pivcdd:EXTCARE.EXTDSCH)

[1] ©Home

[2] ©Transfer to a Hospital [ Please complete Hospitalization Form]

31 (O Transfer to another Extended Care Hospital [ Please complete another Extended Care Hospitalization Form]
[4] () Died [ Please complete Death Form ]

Pulldown List 1:

RefName | Display Text Value | Design Note
ieVISITO1 | Baseline 1
ieVISITO2 [ Month 3 2
ieVISITO3 [ Month 6 3
ieVISITO4 | Month 12 4
ieVISITO5 | Month 18 5
ieVISITO6 | Month 24 6
ieVISITO7 | Month 30 7
ieVISITO8 | Month 36 8
ieVISITO9 | Month 42 9
ieVISIT10 [ Month 48 10
ieVISIT11 [ Month 54 11
ieVISIT12 [ Month 60 12
ieVISIT13 [ Month 66 13
ieVISIT14 | Month 72 14
ieVISIT15 [ Month 78 15
ieVISIT16 | Month 84 16
ieVISIT17 [ Month 90 17
ieVISIT18 [ Month 96 18

CDD: cabana_pivedd Table: EXTCARE Key Type: PATIENTVISIT

Column Name | Column Data Type Design Note
EXTDSCH NUMERIC

EXTONGO NUMERIC

EXTADDT DATE - DDMONYYYY

EXTVIS NUMERIC - 1, 2, 3, 4,5, 6,7, 8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18

EXTFACIL NUMERIC

EXTDSDT DATE - DDMONYYYY
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cabana_pivdevl : Lung (V/Q Scan) (VQSCAN)
Lung (V/Q Scan)
1. |Visit Pulldown List 1 |+ (cabana_pivedd:VQSCAN.VQSVIS)
2. |Date of assessment Req | / |Req|v| / |Req |+ (2009-2020) (cabana_pivedd:VQSCAN.VQSDT)
3. |Timing of Scan (cabana_pivcdd:VQSCAN.VQTS)
[1] O Baseline
[2] O Post-Ablation
[3] ) Recheck abnormal scan
[4] () Pre pulmonary vein dilation/stent
[5] C Post pulmonary vein dilation/stent
4. |Reason for Scan (cabana_pivedd:VQSCAN.VQRS)
[1] O Pre-ablation
[3] © symptom initiated
Date symptom onset: |Req[+| / |Req|%] / |Req | (2009-2020) (cabana_pivcdd:VQSCAN.VQRSSDT)
(cabana_pivcdd:VQSCAN.VQRSS1)
Check all that apply:
[1] [[]Shortness of breath
(cabana_pivedd:VQSCAN.VQRSS2)
[1] [[]Dyspnea on exertion
(cabana_pivedd:VQSCAN.VQRSS3)
[1] []Fatigue
(cabana_pivcdd:VQSCAN.VQRSS4)
[1] [JHemoptysis
(cabana_pivedd:VQSCAN.VQRSS5)
[1] [JCough
(cabana_pivedd:VQSCAN.VQRSS6)
[1] []Chest pain
(cabana_pivcdd:VQSCAN.VQRSS7)
[1] [JPleuritic pain
5.* | Ventilation: (right lung) (cabana_pivedd:VQSCAN.RVENT)
[1] O xxx (0 =<, <= 100)|% upper (cabana_pivcdd:VQSCAN.RVENTU)
XXX (0 =<, <= 100) % middle (cabana_pivcdd:VQSCAN.RVENTM)
XXX (0 =<, <= 100) % lower (cabana_pivedd:VQSCAN.RVENTL)
XXX (0 =<, <= 100) 9% total (cabana_pivedd:VQSCAN.RVENTT)
[97] © Not Available
6. | Ventilation: (left lung) (cabana_pivcdd:VQSCAN.LVENT)
[11 O xxx (0 =<, <= 100)|% upper (cabana_pivcdd:VQSCAN.LVENTU)
XXX (0 =<, <= 100) % middle (cabana_pivcdd:VQSCAN.LVENTM)
XXX (0 =<, <= 100) 9% lower (cabana_pivedd:VQSCAN.LVENTL)
xxx (0 =<, <= 100)]|% total (cabana_pivcdd:VQSCAN.LVENTT)
[97] © Not Available
7. | Ventilation interpretation (cabana_pivcdd:VQSCAN.VENTI)
[1] ©Normal
[2] ©Abnormal
[97] (CNot Interpretable
8. |Perfusion: (right lung) (cabana_pivedd:VQSCAN.RPERF)
1] O | xxx (0 =<, <= 100)|% upper (cabana_pivedd:VQSCAN.RPERFU)
xxx (0 =<, <= 100)|% middle (cabana_pivcdd:VQSCAN.RPERFM)
XXX (0 =<, <= 100)| % lower (cabana_pivedd:VQSCAN.RPERFL)
XXX (0 =<, <= 100) 9% total (cabana_pivcdd:VQSCAN.RPERFT)
[97] CNot Available
9. |Perfusion: (left lung) (cabana_pivcdd:VQSCAN.LPERF)
[11 O] xxx (0 =<, <= 100)|% upper (cabana_pivcdd:VQSCAN.LPERFU)
XXX (0 =<, <= 100) % middle (cabana_pivcdd:VQSCAN.LPERFM)
XXX (0 =<, <= 100)| % lower (cabana_pivedd:VQSCAN.LPERFL)
XXX (0 =<, <= 100) 9% total (cabana_pivedd:VQSCAN.LPERFT)
[97] CNot Available
10. | Perfusion interpretation (cabana_pivedd:VQSCAN.PERFI)
[1] ©Normal
[2] Abnormal
[97] (O Not Interpretable
* Item is not required
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Pulldown List 1:

RefName | Display Text Value | Design Note
ieVISITO1 | Baseline 1
ieVISITO2 [ Month 3 2
ieVISITO3 [ Month 6 3
ieVISITO4 | Month 12 4
ieVISITOS [ Month 18 5
ieVISITO6 | Month 24 6
ieVISITO7 | Month 30 7
ieVISITO8 | Month 36 8
ieVISITO9 | Month 42 9
ieVISIT10 [ Month 48 10
ieVISIT11 [ Month 54 11
ieVISIT12 [ Month 60 12
ieVISIT13 | Month 66 13
ieVISIT14 [ Month 72 14
ieVISIT15 [ Month 78 15
ieVISIT16 | Month 84 16
ieVISIT17 | Month 90 17
ieVISIT18 [ Month 96 18

CDD: cabana_pivcdd Table: VQSCAN  Key Type: PATIENTVISIT

Column Name

RPERFT

RVENTU

LVENTT

RVENTT

LPERF

LPERFT

VENTI

VQRSS1

VQRSSDT

VQRSS2

VQRSS5

RVENTL

LPERFU

VQRSS4

LVENT

VQRSS6

VQSsVIs

LPERFL

PERFI

RVENTM

LVENTU

RPERFM

LVENTL

VQSDT

LPERFM

RVENT

RPERFU

VQRSS3

VQRS

RPERFL

VQRSS7

LVENTM

RPERF

Column Data Type
NUMERIC - N3
NUMERIC - N3
NUMERIC - N3
NUMERIC - N3
NUMERIC

NUMERIC - N3
NUMERIC

NUMERIC

DATE - DDMONYYYY
NUMERIC

NUMERIC

NUMERIC - N3
NUMERIC - N3
NUMERIC

NUMERIC

NUMERIC

NUMERIC - 1, 2, 3, 4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18
NUMERIC - N3
NUMERIC

NUMERIC - N3
NUMERIC - N3
NUMERIC - N3
NUMERIC - N3
DATE - DDMONYYYY
NUMERIC - N3
NUMERIC

NUMERIC - N3
NUMERIC

NUMERIC

NUMERIC - N3
NUMERIC

NUMERIC - N3
NUMERIC

Design Note
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cabana_pivdevl : CARDIOVERSION (CVERSION)
CARDIOVERSION

1. | Visit Pulldown List 1 |+| (cabana_pivedd:CVERSION.CVERVIS)
2. | Cardioversion Date Req|v¥| / |Req v| / |Req|¥| (2009-2020) (cabana_pivcdd:CVERSION.CVERDT)
3. | Pre-Cardioversion rhythm (cabana_pivcdd:CVERSION.CVERRYTH)
[1] O Atrial Fibrillation
[2] O Atrial Flutter
31 () Atrial Tachycardia
4. | Estimated duration of present rhythm (cabana_pivedd:CVERSION.itCVERONSE)
[11 (| Pulldown List 2 |+| Hours (cabana_pivcedd:CVERSION.CVERONS1)
[21 O Pulldown List 3 «|| Days (cabana_pivcdd:CVERSION.CVERONS2)
[31 (2| Pulldown List 4 |+| Weeks (cabana_pivcdd:CVERSION.CVERONS3)
41 (| Pulldown List 5 +| Months (cabana_pivedd:CVERSION.CVERONS4)
[99] () Unknown
5. | Pre-Cardioversion Echocardiography (TTE or TEE) Performed? (cabana_pivedd:CVERSION.CVERECHO)
o1 () No
[1] () Yes (Please complete appropriate Echocardiography Form)
6. | Cardioversion Approach (cabana_pivcdd:CVERSION.CVERAPP)
[1] O Direct Current Cardioversion DC/CV
[2] ICD Cardioversion
[3] () Pharmacologic Cardioversion (1 Dose)
7. | Cardioversion Outcome (cabana_pivedd:CVERSION.CVEROUTC)
[o] () Failure - No rhythm other than presenting arrhythmia seen
1] () Immediate recurrence of arrhythmia -5; least 1 beat of sinus or atrial paced rhythm followed by recurrence of arrhythmia, prior to
discharge from cardioversion procedure
[21 () Success - Discharged from cardioversion procedure in sinus or atrial paced rhythm

Pulldown List 1:

RefName | Display Text Value | Design Note
ieVISITO1 | Baseline
ieVISITO2 | Month 3
ieVISITO3 [ Month 6

ieVISITO4 | Month 12
ieVISITOS [ Month 18
ieVISITO6 | Month 24
ieVISITO7 | Month 30
ieVISITO8 | Month 36

© ® N O O A W N R

ieVISITO9 | Month 42
ieVISIT10 [ Month 48

[
o

ieVISIT11 | Month 54

PP
N B

ieVISIT12 | Month 60
ieVISIT13 | Month 66

B
AW

ieVISIT14 | Month 72
ieVISIT15 | Month 78

.
5

ieVISIT16 | Month 84

[
o

ieVISIT17 | Month 90

-
3

ieVISIT18 [ Month 96

i
@

Pulldown List 2:

RefName |Display Text Value | Design Note

ieHOURSO1 |1

ieHOURS02

ieHOURSO03

2
3
ieHOURSO04 | 4
ieHOURSOS5 | 5
6

7

8

9

ieHOURS06

ieHOURSO7

ieHOURSO08

© ® N O 0 A W N Rk

ieHOURS09
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ieHOURS10 | 10 10
ieHOURS11 (11 11
ieHOURS12 12 12
ieHOURS13 |13 13
ieHOURS14 | 14 14
ieHOURS15 | 15 15
ieHOURS16 | 16 16
ieHOURS17 (17 17
ieHOURS18 |18 18
ieHOURS19 | 19 19
ieHOURS20 | 20 20
ieHOURS21 | 21 21
ieHOURS22 | 22 22
ieHOURS23 | 23 23
ieHOURS24 | 23:59 24
Pulldown List 3:

RefName | Display Text Value | Design Note
ieDAYSO1 |1 1
ieDAYS02 |2 2
ieDAYSO03 |3 3
ieDAYS04 |4 4
ieDAYSO05 |5 5
ieDAYS06 |6 6
ieDAYSO07 |7 7
ieDAYS08 |8 8
ieDAYS09 |9 9
ieDAYS10 |10 10
ieDAYS11 |11 11
ieDAYS12 (12 12
ieDAYS13 |13 13
ieDAYS14 |14 14
ieDAYS15 |15 15
ieDAYS16 |16 16
ieDAYS17 |17 17
ieDAYS18 |18 18
ieDAYS19 |19 19
ieDAYS20 |20 20
ieDAYS21 |21 21
ieDAYS22 |22 22
ieDAYS23 (23 23
ieDAYS24 |24 24
ieDAYS25 |25 25
ieDAYS26 |26 26
ieDAYS27 |27 27
ieDAYS28 |28 28
ieDAYS29 |29 29
ieDAYS30 |30 30
ieDAYS31 |31 31
Pulldown List 4:

RefName | Display Text Value [ Design Note
ieWEEKS1 | 1 1
ieWEEKS2 | 2 2
ieWEEKS3 | 3 3
ieWEEKS4 | 4 4
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Pulldown List 5:

RefName Display Text Value

Design Note

ieMONTHSO01

ieMONTHS02

ieMONTHS03

ieMONTHS04

ieMONTHS06

ieMONTHSO07

ieMONTHS08

1
2
3
4
ieMONTHSOS5 |5
6
7
8
9

© ® N O O b~ W N P

ieMONTHS09

ieMONTHS10 [ 10

=
o

i
[

ieMONTHS11 |11

ieMONTHS12 (12

i
N

CDD: cabana_pivedd Table: CVERSION Key Type: PATIENTVISIT

Column Name | Column Data Type Design Note
CVEROUTC NUMERIC

CVERONS2 NUMERIC - 1, 2, 3, 4,5, 6,7, 8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31

CVERAPP NUMERIC

CVERECHO NUMERIC

itCVERONSE NUMERIC

CVERONS3 NUMERIC - 1, 2, 3, 4

CVERONS1 NUMERIC - 1, 2, 3, 4,5, 6, 7, 8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24
CVERDT DATE - DDMONYYYY

CVERRYTH NUMERIC

CVERONS4 NUMERIC -1, 2, 3,4,5,6,7,8,9, 10, 11, 12

CVERVIS NUMERIC - 1, 2, 3, 4,5, 6, 7, 8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18

http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0
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cabana_pivdevl : Bleeding (BLEED)

Details of Event

1. Visit

2.* | Associated with an AE / SAE

3. |Date and Time of bleeding event

4. Bleeding event type

5. |Bleeding severity by modified GUSTO criteria

6. |Bleeding site

7. Was there a transfusion?

8. Lowest (Nadir) Blood Count - Hemoglobin

9. Lowest (Nadir) Blood Count - Hematocrit

Pulldown List 1 |+ (cabana_pivcdd:BLEED.BLDVIS)

(cabana_pivcdd:BLEED.ASSOCBAE)
[0] (O Does not meet AE / SAE criteria

[1] © Corresponding AE / SAE Number | A30 (cabana_pivcdd:BLEED.BLAENUM)

Req || / |Req|v| / |Req|v] (2009-2020) (cabana_pivcdd:BLEED.BLDDTM)
Req|+~| * |Req|¥| 24-hour clock

(cabana_pivcdd:BLEED.BLDTYP)
[1] O Ablation Procedure

[2] © Non-Ablation Procedure
[3] © Non-Procedural/Non Surgical

(cabana_pivcdd:BLEED.BLDSEV)
[1] © Severe or life-threatening
Defined as (1) Intracranial hemorrhage or (2) bleeding that causes hemodynamic compromise and requires intervention, transfusion of blood product units >= 3

[2] O Moderate
Overt bleeding that requires blood transfusion but does not result in hemodynamic compromise, transfusion of blood product units >= 3

[3] © Mild

Overt bleeding that does not meet criteria for either severe or moderate bleeding

(cabana_pivcdd:BLEED.BLDSIT)
[1] © Intraocular/Retinal

[2] O Subconjunctival

[3] O Other Ocular

[4] O Epistaxis

5] () Gingival/Oral

61 () Hemoptysis

[7] OPleural

[8] (Hemothorax

91 () Gastrointestinal - upper
[10] (Gastrointestinal - lower
[11] Intra-abdominal

[12] O Rectal

[13] (Retroperitoneal

[14] (O Hematuria

[15] O Vaginal

[16] (Puncture Site

[17] () Skin (other than instrumented site)
[18] (Hematoma

[19] CIntramuscular

[20] O Intra-articular

[21] CIntraspinal

[22] © Intraoperative blood loss (specify surgery): | A30 (cabana_pivcdd:BLEED.BLBSIOBL)

[23] ) Intraprocedural blood loss (specify procedure): | A30 (cabana_pivcdd:BLEED.BLBSIPBL)
[24] (Non-observed Site

[25] (O Other (specify): | A30 (cabana_pivcdd:BLEED.BLBSOTHR)

(cabana_pivcdd:BLEED.BLDTRN)

[01 () No

[11 O Yes
Number of blood product units transfused for this event
Pulldown List 2 |+ (cabana_pivcdd:BLEED.BLDTRNUN)

(cabana_pivcdd:BLEED.LBCHEMOG)
[92] (O Not Done
[97] CNot Available

[1] OYes |Req+|/ |Req[+] / |Req[+| (2009-2020) (cabana_pivcdd:BLEED.BLDHMDTM)
Req|*| - |Req|¥| 24-hour clock
Hemoglobin | xxxxxxxx.| (g/dL & mmol/L (cabana_pivcdd:BLEED.BLDNCTHG)

(cabana_pivedd:BLEED.LBCHEMAC)
[92] (Not Done
[97] (O Not Available

[1] OYes Req v |/ |Req|¥| / |Req|¥| (2009-2020) (cabana_pivcdd:BLEED.BLDHTDTM)
Req v | |[Req|¥ 24-hour clock
Hematocrit | xxx (0 =<, <= 100) 9 (cabana_pivcdd:BLEED.BLDNCTHC)

Narrative

E :
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10. |Please provide narrative A2000 (cabana_pivcdd:BLEED.BLDNARR)
CEC Adjudication Information
11.” | Trigger number A100 (cabana_pivcdd:BLEED.ADJTRIG)
12.* | CEC status Pulldown List 3 |+| (cabana_pivcdd:BLEED.ADJSTAT)

(cabana_pivcdd:BLEED.ADJDUPTR)

If No action needed, specify reason

[1] [] Duplicate trigger, specify: | A100 (cabana_pivcdd:BLEED.ADJDUPNR)

(cabana_pivedd:BLEED.ADJOTH)

[1] [ other, specify: | a60 (cabana_pivcdd:BLEED.ADJOSPY)

(cabana_pivcdd:BLEED.ADJSDQRY)

[1] [JCEC Source Document Query Needed
13.% | CEC status Date Req|v| / |Req[v] / |Req[+| (2009-2020) (cabana_pivcdd:BLEED.ADISTADT)
14.% | Reviewer 1 (cabana_pivcdd:BLEED.ADJSSB1)

[1] [JSuppress Sponsor Billing

Reviewer ID | pylldown List 4 |+ (cabana_pivcdd:BLEED.ADJRV1)

Date sent |Req|w|| / |Req|v| / |Req|~| (2009-2020) (cabana_pivedd:BLEED.ADJSNTDT)

Date returned |Req [+ | / |Req[+] / |Req[%]| (2009-2020) (cabana_pivcdd:BLEED.ADIRTNDT)
15." | Reviewer 2 (cabana_pivedd:BLEED.ADJSSB2)

[1] [JSuppress Sponsor Billing

Reviewer ID | pylldown List 5 |+ (cabana_pivcdd:BLEED.ADJRV2)

Date sent |Req|w|| / |Req|v| / |Req|~| (2009-2020) (cabana_pivedd:BLEED.ADJSN2DT)

Date returned |Req v | / |Req[+| / |Req+]| (2009-2020) (cabana_pivcdd:BLEED.ADIRT2DT)
16.* | Reviewer 3 (cabana_pivedd:BLEED.ADJSSB3)

[1] [JSuppress Sponsor Billing

Reviewer ID | pylldown List 6 |+ (cabana_pivcdd:BLEED.ADJRV3)

Date sent |Req|«|| / |Req|v| / |Req|~| (2009-2020) (cabana_pivedd:BLEED.ADJSN3DT)

Date returned |Req | / |Req|+| / |Req|*| (2009-2020) (cabana_pivcdd:BLEED.ADJRT3DT)
17.* | Reviewer 4 (cabana_pivedd:BLEED.ADJSSB4)

[1] [JSuppress Sponsor Billing

Reviewer ID | pylldown List 7 |+| (cabana_pivcdd:BLEED.ADJRV4)

Date sent |Req |« || / |Req|v| / |Req|~| (2009-2020) (cabana_pivedd:BLEED.ADJSN4DT)

Date returned |Req | / |Req|+| / |Req|*| (2009-2020) (cabana_pivcdd:BLEED.ADIRTADT)
18.* | Reviewer 5 (cabana_pivedd:BLEED.ADJSSB5)

[1] [JSuppress Sponsor Billing

Reviewer ID | pylldown List 8 |+ (cabana_pivcdd:BLEED.ADJRV5)

Date sent |Req |« || / |Req|v| / |Req|~| (2009-2020) (cabana_pivedd:BLEED.ADJSN5DT)

Date returned |Req w| / |Req|+| / |Req|*| (2009-2020) (cabana_pivcdd:BLEED.ADIRTSDT)
19.* | Committee (cabana_pivedd:BLEED.ADJSSBC)

[1] []Suppress Sponsor Billing

Date sent |Req|w| / |Req|v| / |Req|v| (2009-2020) (cabana_pivcdd:BLEED.ADIJSNCDT)

Date returned |Req | / |Req|v| / |Req|v| (2009-2020) (cabana_pivcdd:BLEED.ADIRTCDT)
20.7|QC (cabana_pivcdd:BLEED.ADJSSBQ)

[1] [JSuppress Sponsor Billing

Date sent |Req|v| / |Req|v| / |Req|*¥| (2009-2020) (cabana_pivcdd:BLEED.ADISNQDT)

Date Returned |Req|v]| / |Req[+| / |Req || (2009-2020) (cabana_pivcdd:BLEED.ADIRTQDT)
CEC Bleeding Adjudication
21.*| Did Serious bleeding event occur? (cabana_pivcdd:BLEED.BLDEVNT)

o1 () No

[11 (O Yes: If Yes, indicate date and time of onset:

Req|v| / |Req|v |/ |Req|v| (2008-2020) (cabana_pivedd:BLEED.ADBLDDTM)
Req/Unk |*| : |Req/Unk % 24-hour clock

22.* | Modified GUSTO Criteria of serious bleeding met (check all that apply)

(cabana_pivcdd:BLEED.BGHEMCO)

[1] [[]Hemodynamic compromise

(cabana_pivcdd:BLEED.BGSRGIN)

[1] [ Surgical Intervention

(cabana_pivcdd:BLEED.BGTRNFS)

[1] [ Transfusion of == 3 units blood product, Number of units | pulldown List 9 + | (cabana_pivcdd:BLEED.BFTRNFSU)

(cabana_pivcdd:BLEED.BGINCRB)

CABANA_PIV Production eCRF _ Release 7.0 _ 28-Jul-2017

http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0

7128/2017



Annotated Trial Design

[1] [JIntracranial bleed

Page 104 of 164

23."

Location

(cabana_pivcdd:BLEED.BZLOCA)
11 (O Intraocular/Retinal

[2] © Subconjunctival

[31 (0) Other Ocular

[4] O Epistaxis

[5] O Gingival/Oral

[6] O Hemoptysis

[7] OPleural

[8] ) Hemothorax

[9] (O Gastrointestinal - upper
[10] (O Gastrointestinal - lower
[11] © Intra-abdominal

[12] O Rectal

[13] (O Retroperitoneal

[14] CHematuria

[15] (O Vaginal

[16] () Puncture Site

[171 () Skin (other than instrumented site)
[18] (©Hematoma

[19] () Intramuscular

[20] Intra-articular

[21] O Intraspinal

[22] () Intraoperative blood loss (specify surgery): | A30 (cabana_pivcdd:BLEED.BZBSIOBL)

[23] O Intraprocedural blood loss (specify procedure): | A30 (cabana_pivcdd:BLEED.BZBSIPBL)
[24] (O Non-observed Site

[25] O Other (specify): | A30 (cabana_pivcdd:BLEED.BZBSOTHR)

CEC

Finalization

24.

25."

26."

27.

Comments

Final Review Signature
CEC Coordinator Signature

Report Printed Today

A200 (cabana_pivcdd: BLEED.ADICMTS)

Req|v |/ |Req|v| / |Req|v| (2009-2020) (cabana_pivcdd:BLEED.ADIJCOMDT)

Req | / |Req|v| / |Req|~ (2009-2020) (cabana_pivcdd:BLEED.ADJCECDT)

Req|~| / |Req|v| / |Req|¥| (2009-2020) (cabana_pivedd:BLEED.ADIRPTDT)

Item is not required

Pulldown List 1:

RefName | Display Text Value | Design Note
ieVISITO1 | Baseline 1
ieVISITO2 | Month 3 2
ieVISITO3 [ Month 6 3
ieVISITO4 | Month 12 4
ieVISITO5 | Month 18 5
ieVISITO6 | Month 24 6
ieVISITO7 | Month 30 7
ieVISITO8 | Month 36 8
ieVISITO9 | Month 42 9
ieVISIT10 [ Month 48 10
ieVISIT11 [ Month 54 11
ieVISIT12 | Month 60 12
ieVISIT13 [ Month 66 13
ieVISIT14 | Month 72 14
ieVISIT15 [ Month 78 15
ieVISIT16 | Month 84 16
ieVISIT17 | Month 90 17
ieVISIT18 [ Month 96 18
Pulldown List 2:

RefName Display Text Value | Design Note

ieRBCUNITSO1 | 1 Unit

1
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ieRBCUNITS

02 | 2 Units

ieRBCUNITS

03 | 3 Units

ieRBCUNITS

04 | 4 Units

ieRBCUNITS

05 | 5 Units

ieRBCUNITS

06 | 6 Units

ieRBCUNITS

07 | 7 Units

ieRBCUNITS

08 | 8 Units

ieRBCUNITS

09 | 9 Units

© ® N O g A w|N

ieRBCUNITS

10|10 Units and more

10

Pulldown L

ist 3:

RefName |Display Text Value | Design Note
ieCECSTAT1 | New 1
ieCECSTAT2 | Query 2
ieCECSTAT3 | Phase 1 (2 reviewers) 3
ieCECSTAT4 | Phase 2 (Committee) 4
ieCECSTATS | QC 5
ieCECSTAT6 | Complete 6
ieCECSTAT7 | Re-review 7
ieCECSTAT8 | No action needed 8
ieCECSTAO9 | Additional Document required (different from Query) 9
ieCECSTA10 | Hold 10
ieCECSTA11 | Data change 11
ieCECSTA12 | No event to adjudicate 12
ieCECSTA13 | Ready for review 13
Pulldown List 4:

RefName |Display Text Value |Design Note

ieCECREO1 | 1 1

ieCECREO2 | 2 2

ieCECREO3 | 3 3

ieCECREO4 | 4 4

ieCECREOS | 5 5

ieCECREO6 | 6 6

ieCECREQ7 |7 7

ieCECREO8 | 8 8

ieCECREO9 | 9 9

ieCECRE10| 10 10

ieCECRE11|11 11

ieCECRE12| 12 12

ieCECRE13 |13 13

ieCECRE14 | 14 14

ieCECRE15| 15 15

ieCECRE16 | 16 16

ieCECRE17 |17 17

ieCECRE18| 18 18

ieCECRE19| 19 19

ieCECRE20 | 20 20

ieCECRE21| 21 21

ieCECRE22 | 22 22

ieCECRE23 | 23 23

ieCECRE24 | 24 24

ieCECRE25 | 25 25

ieCECRE26 | 26 26

ieCECRE27 | 27 27

ieCECRE28 | 28 28
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ieCECRE29 | 29 29
ieCECRE30 | 30 30
ieCECRE31 |31 31
ieCECRE32| 32 32
ieCECRE33 | 33 33
ieCECRE34 | 34 34
ieCECRE35 | 35 35
ieCECRE36 | 36 36
ieCECRE37 | 37 37
ieCECRE38 | 38 38
ieCECRE39 | 39 39
ieCECRE40 | 40 40
ieCECRE41 | 41 41
ieCECRE42 | 42 42
ieCECRE43 |43 43
ieCECRE44 | 44 44
ieCECRE45 | 45 45
ieCECRE46 | 46 46
ieCECREA47 | 47 47
ieCECRE48 | 48 48
ieCECRE49 | 49 49
ieCECRES0 | 50 50

Pulldown List 5:

RefName

ieCECREOL

ieCECREO2

ieCECREO3

ieCECREO4

ieCECREOS

ieCECREO6

ieCECREO7

ieCECREO8

ieCECREO9

ieCECRE10

ieCECRE11

ieCECRE12

ieCECRE13

ieCECRE14

ieCECRE15

ieCECRE16

ieCECRE17

ieCECRE18

ieCECRE19

ieCECRE20

ieCECRE21

ieCECRE22

ieCECRE23

ieCECRE24

ieCECRE25

ieCECRE26

ieCECRE27

ieCECRE28

ieCECRE29

ieCECRE30

ieCECRE31

Display Text Value

1 1
2 2
3 3
4 4
5 5
6 6
7 7
8 8
9 9
10 10
11 11
12 12
13 13
14 14
15 15
16 16
17 17
18 18
19 19
20 20
21 21
22 22
23 23
24 24
25 25
26 26
27 27
28 28
29 29
30 30
31 31
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ieCECRE32 | 32 32
ieCECRE33 | 33 33
ieCECRE34 |34 34
ieCECRE35 | 35 35
ieCECRE36 | 36 36
ieCECRE37 | 37 37
ieCECRE38 | 38 38
ieCECRE39 | 39 39
ieCECRE40 | 40 40
ieCECRE41 |41 41
ieCECRE42 | 42 42
ieCECRE43 | 43 43
ieCECRE44 | 44 44
ieCECRE45 | 45 45
ieCECRE46 | 46 46
ieCECREA47 | 47 47
ieCECRE48 | 48 48
ieCECRE49 | 49 49
ieCECRE50 | 50 50

Pulldown List 6:

RefName

ieCECREO1

ieCECREO2

ieCECREO3

ieCECREO4

ieCECREOS

ieCECREO6

ieCECREO7

ieCECREO8

ieCECREO9

ieCECRE10

ieCECRE11

ieCECRE12

ieCECRE13

ieCECRE14

ieCECRE15

ieCECRE16

ieCECRE17

ieCECRE18

ieCECRE19

ieCECRE20

ieCECRE21

ieCECRE22

ieCECRE23

ieCECRE24

ieCECRE25

ieCECRE26

ieCECRE27

ieCECRE28

ieCECRE29

ieCECRE30

ieCECRE31

ieCECRE32

ieCECRE33

ieCECRE34

Display Text Value

1 1
2 2
3 3
4 4
5 5
6 6
7 7
8 8
9 9
10 10
11 11
12 12
13 13
14 14
15 15
16 16
17 17
18 18
19 19
20 20
21 21
22 22
23 23
24 24
25 25
26 26
27 27
28 28
29 29
30 30
31 31
32 32
33 33
34 34
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ieCECRE35 | 35 35
ieCECRE36 | 36 36
ieCECRE37 | 37 37
ieCECRE38 | 38 38
ieCECRE39 | 39 39
ieCECRE40 | 40 40
ieCECRE41 | 41 41
ieCECRE42 | 42 42
ieCECRE43 | 43 43
ieCECRE44 | 44 44
ieCECRE45 | 45 45
ieCECRE46 | 46 46
ieCECREA47 | 47 47
ieCECRE48 | 48 48
ieCECRE49 | 49 49
ieCECRES0 | 50 50
Pulldown List 7:

RefName |Display Text Value |Design Note
ieCECREO1 | 1 1
ieCECREO2 | 2 2
ieCECREO3 |3 3
ieCECREO4 | 4 4
ieCECREOS | 5 5
ieCECREO6 | 6 6
ieCECREQ7 |7 7
ieCECREO8 | 8 8
ieCECREOQ9 | 9 9
ieCECRE10| 10 10
ieCECRE11|11 11
ieCECRE12 |12 12
ieCECRE13| 13 13
ieCECRE14 | 14 14
ieCECRE15| 15 15
ieCECRE16 | 16 16
ieCECRE17 |17 17
ieCECRE18| 18 18
ieCECRE19| 19 19
ieCECRE20 | 20 20
ieCECRE21 |21 21
ieCECRE22 | 22 22
ieCECRE23 | 23 23
ieCECRE24 | 24 24
ieCECRE25 | 25 25
ieCECRE26 | 26 26
ieCECRE27 | 27 27
ieCECRE28 | 28 28
ieCECRE29 | 29 29
ieCECRE30 | 30 30
ieCECRE31 |31 31
ieCECRE32| 32 32
ieCECRE33 |33 33
ieCECRE34 | 34 34
ieCECRE35 | 35 35
ieCECRE36 | 36 36
ieCECRE37 | 37 37

|
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ieCECRE38 | 38 38
ieCECRE39 | 39 39
ieCECRE40 | 40 40
ieCECRE41 | 41 41
ieCECRE42 | 42 42
ieCECRE43 | 43 43
ieCECRE44 | 44 44
ieCECRE45 | 45 45
ieCECRE46 | 46 46
ieCECREA47 | 47 47
ieCECRE48 | 48 48
ieCECRE49 | 49 49
ieCECRE5S0 | 50 50
Pulldown List 8:

RefName |Display Text Value|Design Note
ieCECREO1 | 1 1
ieCECREO2 | 2 2
ieCECREO3 |3 3
ieCECREO4 | 4 4
ieCECREOS | 5 5
ieCECREO6 | 6 6
ieCECREQ7 |7 7
ieCECREOS8 | 8 8
ieCECREO9 | 9 9
ieCECRE10| 10 10
ieCECRE11 |11 11
ieCECRE12|12 12
ieCECRE13 |13 13
ieCECRE14 | 14 14
ieCECRE15 | 15 15
ieCECRE16 | 16 16
ieCECRE17 |17 17
ieCECRE18| 18 18
ieCECRE19| 19 19
ieCECRE20 | 20 20
ieCECRE21| 21 21
ieCECRE22| 22 22
ieCECRE23 | 23 23
ieCECRE24 | 24 24
ieCECRE25 | 25 25
ieCECRE26 | 26 26
ieCECRE27 | 27 27
ieCECRE28 | 28 28
ieCECRE29 | 29 29
ieCECRE30 | 30 30
ieCECRE31 |31 31
ieCECRE32 | 32 32
ieCECRE33 | 33 33
ieCECRE34 |34 34
ieCECRE35 | 35 35
ieCECRE36 | 36 36
ieCECRE37 | 37 37
ieCECRE38 | 38 38
ieCECRE39 | 39 39
ieCECRE40 | 40 40

|

CABANA_PIV Production eCRF _ Release 7.0 _ 28-Jul-2017

Page 109 of 164

7128/2017



Annotated Trial Design

ieCECRE41 | 41 41
ieCECRE42 | 42 42
ieCECRE43 | 43 43
ieCECRE44 | 44 44
ieCECRE45 | 45 45
ieCECRE46 | 46 46
ieCECREA47 | 47 47
ieCECRE48 | 48 48
ieCECRE49 | 49 49
ieCECRESO0 | 50 50
Pulldown List 9:

RefName Display Text Value | Design Note
ieRBCUNITSO01 | 1 Unit 1
ieRBCUNITSO02 | 2 Units 2
ieRBCUNITSO03 | 3 Units 3
ieRBCUNITSO04 | 4 Units 4
ieRBCUNITSO5 | 5 Units 5
ieRBCUNITSO06 | 6 Units 6
ieRBCUNITSO07 | 7 Units 7
ieRBCUNITSO08 | 8 Units 8
ieRBCUNITSO09 | 9 Units 9
ieRBCUNITS10 [ 10 Units and more 10
CDD: cabana_pivcdd Table: BLEED Key Type: PATIENTVISIT
Column Name | Column Data Type
ADJSNCDT DATE - DDMONYYYY
BLDEVNT NUMERIC

BLDNCTHG FLOAT - F9.0

ADJSSB3 NUMERIC

ADJDUPTR NUMERIC

BLDNARR STRING(234) - A2000
ADJSSBQ NUMERIC

LBCHEMAC NUMERIC

BLDNCTHC NUMERIC - N3

BLDTYP NUMERIC

ADJSN2DT DATE - DDMONYYYY
ADJRTSDT DATE - DDMONYYYY
ADJSSB4 NUMERIC

BLAENUM STRING(30) - A30
ADJDUPNR STRING(100) - A100
BLDSEV NUMERIC

ADJRV5 NUMERIC -1, 2, 3,4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50
ADJRV1 NUMERIC - 1, 2, 3, 4, 5,6, 7, 8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50
ADJSNQDT DATE - DDMONYYYY
BGHEMCO NUMERIC

ADJSSB5 NUMERIC

BZBSOTHR STRING(30) - A30
ADJSSB2 NUMERIC

ADJSSBC NUMERIC

BLBSOTHR STRING(30) - A30
ADJSN5DT DATE - DDMONYYYY
BLBSIOBL STRING(30) - A30
ADJSDQRY NUMERIC

BGSRGIN NUMERIC

ADJCECDT DATE - DDMONYYYY

Design Note
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ADJRPTDT DATE - DDMONYYYY

BLDVIS NUMERIC - 1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 13, 14, 15, 16, 17, 18
BLDTRN NUMERIC

ADJRV3 NUMERIC - 1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50
ASSOCBAE NUMERIC

ADJRT2DT DATE - DDMONYYYY

ADJRT3DT DATE - DDMONYYYY

BGTRNFS NUMERIC

ADJRTNDT DATE - DDMONYYYY

BZLOCA NUMERIC

ADJOSPY STRING(60) - A60

ADJSN3DT DATE - DDMONYYYY

ADJCOMDT DATE - DDMONYYYY

LBCHEMOG NUMERIC

ADJCMTS STRING(200) - A200

ADJSN4DT DATE - DDMONYYYY

ADBLDDTM DATE - DDMONYYYY HHMM

ADJTRIG STRING(100) - A100

BLBSIPBL STRING(30) - A30

ADJRTQDT DATE - DDMONYYYY

ADJSSB1 NUMERIC

ADJSTADT DATE - DDMONYYYY

BZBSIOBL STRING(30) - A30

BLDSIT NUMERIC

BFTRNFSU NUMERIC - 1, 2, 3, 4, 5, 6, 7, 8, 9, 10

ADJRV4 NUMERIC - 1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50
ADJRT4DT DATE - DDMONYYYY

ADJSTAT NUMERIC - 1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 13

BLDTRNUN NUMERIC - 1, 2, 3, 4, 5, 6,7, 8, 9, 10

ADJRV2 NUMERIC - 1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50
BLDHMDTM DATE - DDMONYYYY HHMM

BGINCRB NUMERIC

ADJSNTDT DATE - DDMONYYYY

BZBSIPBL STRING(30) - A30

BLDDTM DATE - DDMONYYYY HHMM

ADJRTCDT DATE - DDMONYYYY

ADJOTH NUMERIC

BLDHTDTM DATE - DDMONYYYY HHMM
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cab

ana_pivdevl : Neurological Event (NEURO)

Details of Event

1.

2.

10.

Visit:

Associated with an AE / SAE

Date and Time of TIA / CVA onset

Was subject hospitalized for this event?

Did subject experience rapid onset of focal neurological deficit? (onset of deficit
within minutes)

Please indicate all signs and symptoms exhibited by the subject

Did the subject have signs or symptoms with a duration of >24 hours?

If the subject's symptoms lasted <24 hours, was there neuro imaging evidence of
a new lesion consistent with neuro symptoms obvserved?

Heart rhythm at time of event or first available recording

Neuro imaging after neurological event:

Pulldown List 1 |+/| (cabana_pivcdd:NEURO.NEURVIS)

(cabana_pivedd:NEURO.ASSOCNAE)
[0] (O Does not meet AE / SAE criteria

[1] © Corresponding AE / SAE Number | A30 (cabana_pivedd:NEURO.NUAENUM)

Req || / |Req|v| / |Req|¥| (2009-2020) (cabana_pivcdd:NEURO.CVAONDTM)
Req|+~| * |Req|¥| 24-hour clock

(cabana_pivcdd:NEURO.CVAHSP)
[0] ©ONo
[1] O Yes, Provide date of hospitalization
Req|v| / |Req|v | / |Req|¥| (2009-2020) (cabana_pivcdd:NEURO.CVAHSPDT)

(cabana_pivcdd:NEURO.FOCAL)
[0] ©No
[1] OYes

Check all that apply
(cabana_pivcdd:NEURO.NESYMP1A)

[1] []Weakness/paralysis, Face
(cabana_pivedd:NEURO.NESYMP1B)

[1] [JWeakness/paralysis, Arm/hand
(cabana_pivcdd:NEURO.NESYMP1C)

[1] []Weakness/paralysis, Lower extremity
(cabana_pivcdd:NEURO.NESYMP2A)

[1] [JNumbness/sensory loss, Face
(cabana_pivedd:NEURO.NESYMP2B)

[1] [JNumbness/sensory loss, Arm/hand
(cabana_pivedd:NEURO.NESYMP2C)

[1] [JNumbness/sensory loss, Lower extremity
(cabana_pivcdd:NEURO.NESYMP3)

[1] []Sensory neglect
(cabana_pivcdd:NEURO.NESYMP4)

[1] [JChange in level of consciousness
(cabana_pivedd:NEURO.NESYMP5)

[1] [[JChange in cognition
(cabana_pivcdd:NEURO.NESYMP6)

[1] [JAphasia
(cabana_pivcdd:NEURO.NESYMP7)

[1] []Dysphagia
(cabana_pivedd:NEURO.NESYMPS)

[1] [JHemianopia
(cabana_pivedd:NEURO.NESYMP9)

[1] []Cerebellar signs
(cabana_pivcdd:NEURO.NESYMPOT)

[1] [] other, specify (cabana_pivcdd:NEURO.NESYMOTH)

A30

(cabana_pivcdd:NEURO.SIGN24)
o] () No |pulldown List 2 |+ | Hours (cabana_pivcdd:NEURO.CVASYMPX)

[1] OYes

(cabana_pivcdd :NEURO.NEWLSN)
[01 () No

[1] OYes

[97] CNot Applicable

(cabana_pivcdd:NEURO.HEARTRHY)
[1] O Sinus Rhythm

[2] O Atrial Fibrillation
[3] O Atrial Flutter
[4] O Other, specify | az0

[99] (rUnknown

(cabana_pivedd:NEURO.HEARTOT)

(cabana_pivcdd:NEURO.NEURO)

o1 (O No

[1] © Yes, check all that apply:
(cabana_pivcdd:NEURO.CT)
[11 Ocr
(cabana_pivcdd:NEURO.MRI)
[2] CIMRI

11.

Vascular imaging after neurological event:
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(cabana_pivcdd:NEURO.VASC1)
[1] [ISpecial CT Angiography
(cabana_pivcdd:NEURO.VASC2)
[2] []Carotid Sonography
(cabana_pivcdd:NEURO.VASC3)
[31 CIMRI
(cabana_pivcdd:NEURO.VASC4)
[4] [JTranscranial Doppler
(cabana_pivcdd:NEURO.VASC5)
[5] [Catheter arteriography

Page 113 of 164

Laboratory Assessments

12. |Date of most recent Prothrombin time and INR level:

(cabana_pivcdd:NEURO.INRDT)
[1] © |Req|v| / |Req || 7 |Req |+ (2009-2020) (cabana_pivcdd:NEURO.INRDTT)

Reported INR level: | yyuxxxxx.| (cabana_pivedd:NEURO.INR)
[0] O Not on anticoagulant
[99] Unknown

Final Diagnosis

13. |Please indicate final diagnosis

14. |Please indicate the subjects Modified Rankin Scale at 7 days after stoke or at
hospital discharge (whichever occurs first)

(cabana_pivcdd:NEURO.FINALDX)
[11 () (cabana_pivcdd:NEURO.FDXPRHEM)
Primary Hemorrhage
[11 () Intracerebral Hemorrhage
[2] O Intraventricular Hemorrhage
[3] O Subarachnoid Hemorrhage
[41 (0 Subdural Hemorrhage
[2] (O Cerebral Infarction
[3] (O Cerebral Infarction with Hemorrhagic conversion
[4] OTIA
51 () Disabling anoxic encephalopathy
61 (0 Uncertain type

(cabana_pivcdd:NEURO.RANKDIS)
[o1 (O No symptoms at all

[1] © No significant disability despite symptoms: able to carry out all usual duties and activities
21 () Slight disability: unable to carry out all previous activities but able to look after own affairs without assistance
31 () Moderate disability: requiring some help, but able to walk without assistance
[4] () Moderately severe disability: unable to walk without assistance and unable to attend to own bodily needs without assistance
51 (0) Severe disability: bedridden, incontinent and requiring constant care and attention
61 () (cabana_pivedd:NEURO.DRNKAUTP)
Subject Death: Autopsy?
o1 () No
11 OYes

Modified Rankin Scale

15. |Follow-up modified Rankin Scale (performed 3 to 6 months after the event) Date

Req|¥ |/ |Req|+¥| / |Req|*| (2009-2020) (cabana_pivedd:NEURO.RANKINDT)

performed |
(cabana_pivcdd:NEURO.RANKIN)
[o1 () No symptoms at all
[1] © No significant disability despite symptoms: able to carry out all usual duties and activities
21 () Slight disability: unable to carry out all previous activities but able to look after own affairs without assistance
31 (©)Moderate disability: requiring some help, but able to walk without assistance
[4] () Moderately severe disability: unable to walk without assistance and unable to attend to own bodily needs without assistance
51 () Severe disability: bedridden, incontinent and requiring constant care and attention
[6] O (cabana_pivcdd:NEURO.RNKAUTP)
Subject Death: Autopsy?
o1 () No
[1] OYes
Narrative
16. |Please provide narrative: A2000 (cabana_pivedd:NEURO.CVANARR)
CEC Adjudication Information
17.* | Trigger number A100 (cabana_pivcdd:NEURO.ADJTRIG)

18.* | CEC status

Pulldown List 3 |+| (cabana_pivedd:NEURO.ADJSTAT)
(cabana_pivedd:NEURO.ADJDUPTR)

If No action needed, specify reason

[1] [ puplicate trigger, specify: | A100 (cabana_pivcdd:NEURO.ADJDUPNR)

(cabana_pivcdd:NEURO.ADJOTH)

[1] [] other, specify: | A60 (cabana_pivcdd:NEURO.ADJOSPY)
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(cabana_pivcdd:NEURO.ADJSDQRY)
[1] [JCEC Source Document Query Needed
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19.* | CEC Status Date Req|~| / |Req|¥| / |Req|¥| (2009-2020) (cabana_pivedd:NEURO.ADISTADT)
20.” | Reviewer 1 (cabana_pivcdd:NEURO.ADJSSB1)

[1] [JSuppress Sponsor Billing

Reviewer ID | pulldown List 4 |+ (cabana_pivcdd:NEURO.ADJRV1)

Date sent |Req|v] / |Req [+ / |Req || (2009-2020) (cabana_pivcdd:NEURO.ADISNTDT)

Date returned |Req w| / |Req|v / |Req|¥| (2009-2020) (cabana_pivcdd:NEURO.ADJRTNDT)
21." | Reviewer 2 (cabana_pivcdd:NEURO.ADJSSB2)

[1] [JSuppress Sponsor Billing

Reviewer ID | pulldown List 5 |+ (cabana_pivcdd:NEURO.ADJRV2)

Date sent |req|v] / |Req[v| / |Req || (2009-2020) (cabana_pivcdd:NEURO.ADISN2DT)

Date returned |Req v | / |Req|v| / |Req|v| (2009-2020) (cabana_pivcdd:NEURO.ADJRT2DT)
22." | Reviewer 3 (cabana_pivcdd:NEURO.ADJSSB3)

[1] [JSuppress Sponsor Billing

Reviewer ID | pulldown List 6 |+ (cabana_pivcdd:NEURO.ADJRV3)

Date sent |req|v] / |Req %] / |Req || (2009-2020) (cabana_pivcdd:NEURO.ADISN3DT)

Date returned |Req v | / |Req|v| / |Req|v| (2009-2020) (cabana_pivcdd:NEURO.ADJRT3DT)
23.% | Reviewer 4 (cabana_pivcdd:NEURO.ADJSSB4)

[1] [JSuppress Sponsor Billing

Reviewer ID | pulldown List 7 |+ (cabana_pivcdd:NEURO.ADJRV4)

Date sent |req|v] / |Req %] / |Req || (2009-2020) (cabana_pivcdd:NEURO.ADISN4DT)

Date returned |Req v | / |Req|v| / |Req|v| (2009-2020) (cabana_pivcdd:NEURO.ADJRT4DT)
24." | Reviewer 5 (cabana_pivcdd:NEURO.ADJSSB5)

[1] [JSuppress Sponsor Billing

Reviewer ID | pyulldown List 8 |+ (cabana_pivcdd:NEURO.ADJRV5)

Date sent |Req|v] / |Req[+| / |Req || (2009-2020) (cabana_pivcdd:NEURO.ADISNSDT)

Date returned |Req v | / |Req|v| / |Req|v| (2009-2020) (cabana_pivcdd:NEURO.ADJRTSDT)
25.% | Committee (cabana_pivcdd:NEURO.ADJSSBC)

[1] []Suppress Sponsor Billing

Date sent |Req|«|| / |Req|v| / |Req|~| (2009-2020) (cabana_pivedd:NEURO.ADJSNCDT)

Date returned |Req w| / |Req|+| / |Req|*| (2009-2020) (cabana_pivcdd:NEURO.ADJRTCDT)
26.7|QC (cabana_pivedd:NEURO.ADJSSBQ)

[1] []Suppress Sponsor Billing

Date sent |Req|w| / |Req|v| / |Req|v | (2009-2020) (cabana_pivcdd:NEURO.ADJSNQDT)

Date Returned Req || / |Req|v |/ |Req || (2009-2020) (cabana_pivedd:NEURO.ADJRTQDT)
CEC Neuro Adjudication

27.%

28.

29.

Did TIA event occur?

Did Stroke event occur?

Stroke Type:

(cabana_pivcdd:NEURO.CECTIA)
o] () No
[1] OYes

If Yes, date and time of event:
Req |+ / |Req|v | / |Req|*| (2008-2020) (cabana_pivcdd:NEURO.CECTIDTM)

Req/Unk |*#| * |Req/Unk ¥/ 24-hour clock

(cabana_pivedd:NEURO.CECSTRK)
o] ()No
[1] OYes

If Yes, date and time of event:
Req|v| / |Req|~| / |Req|¥| (2008-2020) (cabana_pivcdd:NEURO.CECSTDTM)

Reg/Unk |+ |  |Req/Unk |+ | 24-hour clock

(cabana_pivcdd:NEURO.CECSTRTP)
[1] O (cabana_pivcdd:NEURO.CECHEMOR)
Primary Hemorrhage

[11 () Intracerebral Hemorrhage

[2] O Intraventricular Hemorrhage

[3] (O Subarachnoid Hemorrhage

[41 () Subdural Hemorrhage
21 () Cerebral Infarction
[3] O Cerebral Infarction with Hemorrhagic conversion
[6] O Uncertain type

Modi

fied Rankin Scale

30.

Follow-up modified Rankin Scale (performed 3 to 6 months after the event) Date
performed

http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0

Req|¥ |/ |Req|+¥| / |Req|*| (2009-2020) (cabana_pivedd:NEURO.CECRKNDT)
(cabana_pivcdd:NEURO.CECMRS6M)
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o] (O No symptoms at all

[1] © No significant disability despite symptoms: able to carry out all usual duties and activities

21 () Slight disability: unable to carry out all previous activities but able to look after own affairs without assistance

31 () Moderate disability: requiring some help, but able to walk without assistance

[4] () Moderately severe disability: unable to walk without assistance and unable to attend to own bodily needs without assistance
5] (0) Severe disability: bedridden, incontinent and requiring constant care and attention

[6] O Subject Death

Page 115 of 164

CEC Finalization

31."| Comments A200 (cabana_pivcdd:NEURO.ADJCMTS)
32.* | Final Review Signature Req|~| / |Req|v| / |Req|v| (2009-2020) (cabana_pivcdd:NEURO.ADIJCOMDT)

33.” | CEC Coordinator Signature Req|v |/ |Req|¥| / |Req|+ (2009-2020) (cabana_pivcdd:NEURO.ADJCECDT)

34." | Report Printed Today Req || / |Req|v| / |Req|¥| (2009-2020) (cabana_pivcdd:NEURO.ADJRPTDT)

* Item is not required

Pulldown List 1:

RefName | Display Text Value | Design Note
ieVISITO1 | Baseline 1
ieVISITO2 [ Month 3 2
ieVISITO3 | Month 6 3
ieVISITO4 | Month 12 4
ieVISITO5 [ Month 18 5
ieVISITO6 | Month 24 6
ieVISITO7 | Month 30 7
ieVISITO8 | Month 36 8
ieVISITO9 | Month 42 9
ieVISIT10 [ Month 48 10
ieVISIT11 [ Month 54 11
ieVISIT12 [ Month 60 12
ieVISIT13 [ Month 66 13
ieVISIT14 | Month 72 14
ieVISIT15 [ Month 78 15
ieVISIT16 | Month 84 16
ieVISIT17 [ Month 90 17
ieVISIT18 [ Month 96 18

Pulldown List 2:

Design Note

RefName |Display Text Value
ieHOURSO1 |1 1
ieHOURSO2 | 2 2
ieHOURSO03 | 3 3
ieHOURSO04 | 4 4
ieHOURSO5 | 5 5
ieHOURSO06 | 6 6
ieHOURSO7 | 7 7
ieHOURSO8 | 8 8
ieHOURSO09 | 9 9
ieHOURS10 | 10 10
ieHOURS11 |11 11
ieHOURS12 (12 12
ieHOURS13 | 13 13
ieHOURS14 | 14 14
ieHOURS15 | 15 15
ieHOURS16 | 16 16
ieHOURS17 [ 17 17
ieHOURS18 |18 18
I
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ieHOURS19 | 19 19
ieHOURS20 | 20 20
ieHOURS21 | 21 21
ieHOURS22 | 22 22
ieHOURS23 | 23 23
ieHOURS24 | 23:59 24

Pulldown List 3:

RefName

ieCECSTAT1

ieCECSTAT2

ieCECSTAT3

ieCECSTAT4

ieCECSTATS

ieCECSTAT6

ieCECSTAT7

ieCECSTAT8

ieCECSTA09

ieCECSTA10

ieCECSTAl11

ieCECSTA12

Display Text
New

Query

QC
Complete
Re-review

No action needed

Hold

Data change

Phase 2 (Committee)

Phase 1 (2 reviewers)

Additional Document required (different from Query)

No event to adjudicate

Value | Design Note
1
2
3
4
5
6
7
8
9
10

11
12

ieCECSTA13

Ready for review

Pulldown List 4:

RefName

ieCECREO1

ieCECREO2

ieCECREO3

ieCECREO4

ieCECREOS

ieCECREO6

ieCECREO7

ieCECREO8

ieCECREO9

ieCECRE10

ieCECRE11

ieCECRE12

ieCECRE13

ieCECRE14

ieCECRE15

ieCECRE16

ieCECRE17

ieCECRE18

ieCECRE19

ieCECRE20

ieCECRE21

ieCECRE22

ieCECRE23

ieCECRE24

ieCECRE25

ieCECRE26

ieCECRE27

ieCECRE28

ieCECRE29

ieCECRE30

ieCECRE31

Display Text Val

ue

Design Note

© ® N O 0 AN W N R

i
o

i
[

i
N

i
w

i
a

i
I3

i
o

[
J

i
©

i
©

N
o

N
[y

N
N

N
W

]
i

N
&

N
o

N
~N

N
@

N
©

w
o

w
s
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ieCECRE32 | 32 32
ieCECRE33 | 33 33
ieCECRE34 |34 34
ieCECRE35 | 35 35
ieCECRE36 | 36 36
ieCECRE37 | 37 37
ieCECRE38 | 38 38
ieCECRE39 | 39 39
ieCECRE40 | 40 40
ieCECRE41 |41 41
ieCECRE42 | 42 42
ieCECRE43 | 43 43
ieCECRE44 | 44 44
ieCECRE45 | 45 45
ieCECRE46 | 46 46
ieCECREA47 | 47 47
ieCECRE48 | 48 48
ieCECRE49 | 49 49
ieCECRE50 | 50 50

Pulldown List 5:

RefName

ieCECREO1

ieCECREO2

ieCECREO3

ieCECREO4

ieCECREOS

ieCECREO6

ieCECREO7

ieCECREO8

ieCECREO9

ieCECRE10

ieCECRE11

ieCECRE12

ieCECRE13

ieCECRE14

ieCECRE15

ieCECRE16

ieCECRE17

ieCECRE18

ieCECRE19

ieCECRE20

ieCECRE21

ieCECRE22

ieCECRE23

ieCECRE24

ieCECRE25

ieCECRE26

ieCECRE27

ieCECRE28

ieCECRE29

ieCECRE30

ieCECRE31

ieCECRE32

ieCECRE33

ieCECRE34

Display Text Value

1 1
2 2
3 3
4 4
5 5
6 6
7 7
8 8
9 9
10 10
11 11
12 12
13 13
14 14
15 15
16 16
17 17
18 18
19 19
20 20
21 21
22 22
23 23
24 24
25 25
26 26
27 27
28 28
29 29
30 30
31 31
32 32
33 33
34 34

Design Note
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ieCECRE35 | 35 35
ieCECRE36 | 36 36
ieCECRE37 | 37 37
ieCECRE38 | 38 38
ieCECRE39 | 39 39
ieCECRE40 | 40 40
ieCECRE41 | 41 41
ieCECRE42 | 42 42
ieCECRE43 | 43 43
ieCECRE44 | 44 44
ieCECRE45 | 45 45
ieCECRE46 | 46 46
ieCECREA47 | 47 47
ieCECRE48 | 48 48
ieCECRE49 | 49 49
ieCECRES0 | 50 50
Pulldown List 6:

RefName |Display Text Value |Design Note
ieCECREO1 | 1 1
ieCECREO2 | 2 2
ieCECREO3 |3 3
ieCECREO4 | 4 4
ieCECREOS | 5 5
ieCECREO6 | 6 6
ieCECREQ7 |7 7
ieCECREO8 | 8 8
ieCECREOQ9 | 9 9
ieCECRE10| 10 10
ieCECRE11|11 11
ieCECRE12 |12 12
ieCECRE13| 13 13
ieCECRE14 | 14 14
ieCECRE15| 15 15
ieCECRE16 | 16 16
ieCECRE17 |17 17
ieCECRE18| 18 18
ieCECRE19| 19 19
ieCECRE20 | 20 20
ieCECRE21 |21 21
ieCECRE22 | 22 22
ieCECRE23 | 23 23
ieCECRE24 | 24 24
ieCECRE25 | 25 25
ieCECRE26 | 26 26
ieCECRE27 | 27 27
ieCECRE28 | 28 28
ieCECRE29 | 29 29
ieCECRE30 | 30 30
ieCECRE31 |31 31
ieCECRE32| 32 32
ieCECRE33 |33 33
ieCECRE34 | 34 34
ieCECRE35 | 35 35
ieCECRE36 | 36 36
ieCECRE37 | 37 37

|
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ieCECRE38 | 38 38
ieCECRE39 | 39 39
ieCECRE40 | 40 40
ieCECRE41 | 41 41
ieCECRE42 | 42 42
ieCECRE43 | 43 43
ieCECRE44 | 44 44
ieCECRE45 | 45 45
ieCECRE46 | 46 46
ieCECREA47 | 47 47
ieCECRE48 | 48 48
ieCECRE49 | 49 49
ieCECRE5S0 | 50 50
Pulldown List 7:

RefName |Display Text Value|Design Note
ieCECREO1 | 1 1
ieCECREO2 | 2 2
ieCECREO3 |3 3
ieCECREO4 | 4 4
ieCECREOS | 5 5
ieCECREO6 | 6 6
ieCECREQ7 |7 7
ieCECREOS8 | 8 8
ieCECREO9 | 9 9
ieCECRE10| 10 10
ieCECRE11 |11 11
ieCECRE12|12 12
ieCECRE13 |13 13
ieCECRE14 | 14 14
ieCECRE15 | 15 15
ieCECRE16 | 16 16
ieCECRE17 |17 17
ieCECRE18| 18 18
ieCECRE19| 19 19
ieCECRE20 | 20 20
ieCECRE21| 21 21
ieCECRE22| 22 22
ieCECRE23 | 23 23
ieCECRE24 | 24 24
ieCECRE25 | 25 25
ieCECRE26 | 26 26
ieCECRE27 | 27 27
ieCECRE28 | 28 28
ieCECRE29 | 29 29
ieCECRE30 | 30 30
ieCECRE31 |31 31
ieCECRE32 | 32 32
ieCECRE33 | 33 33
ieCECRE34 |34 34
ieCECRE35 | 35 35
ieCECRE36 | 36 36
ieCECRE37 | 37 37
ieCECRE38 | 38 38
ieCECRE39 | 39 39
ieCECRE40 | 40 40

|
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http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0

ieCECRE41 | 41 41
ieCECRE42 | 42 42
ieCECRE43 | 43 43
ieCECRE44 | 44 44
ieCECRE45 | 45 45
ieCECRE46 | 46 46
ieCECREA47 | 47 47
ieCECRE48 | 48 48
ieCECRE49 | 49 49
ieCECRESO0 | 50 50
Pulldown List 8:

RefName |Display Text Value |Design Note
ieCECREO1 | 1 1
ieCECREO2 | 2 2
ieCECREO3 |3 3
ieCECREO4 | 4 4
ieCECREO5 | 5 5
ieCECREO6 | 6 6
ieCECREQ7 | 7 7
ieCECREO8 | 8 8
ieCECREO9 | 9 9
ieCECRE10| 10 10
ieCECRE11|11 11
ieCECRE12 |12 12
ieCECRE13| 13 13
ieCECRE14 | 14 14
ieCECRE15| 15 15
ieCECRE16 | 16 16
ieCECRE17 |17 17
ieCECRE18| 18 18
ieCECRE19| 19 19
ieCECRE20 | 20 20
ieCECRE21 |21 21
ieCECRE22 | 22 22
ieCECRE23 | 23 23
ieCECRE24 | 24 24
ieCECRE25 | 25 25
ieCECRE26 | 26 26
ieCECRE27 | 27 27
ieCECRE28 | 28 28
ieCECRE29 | 29 29
ieCECRE30 | 30 30
ieCECRE31 |31 31
ieCECRE32| 32 32
ieCECRE33 |33 33
ieCECRE34 | 34 34
ieCECRE35 | 35 35
ieCECRE36 | 36 36
ieCECRE37 | 37 37
ieCECRE38 | 38 38
ieCECRE39 | 39 39
ieCECRE40 | 40 40
ieCECRE41 | 41 41
ieCECRE42 | 42 42
ieCECRE43 | 43 43

|
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Annotated Trial Design

ieCECRE44 | 44 44
ieCECRE45 | 45 45
ieCECRE46 | 46 46
ieCECRE47 | 47 47
ieCECRE48 | 48 48
ieCECRE49 | 49 49
ieCECRE50 | 50 50

CDD: cabana_pivcdd Table: NEURO Key Type: PATIENTVISIT

Column Name

ADJRTSDT

RANKINDT

ADJSTAT

ADJRTQDT

RANKIN

CECMRS6M

ADJSN5DT

ADJRV2

NESYMPOT

CVASYMPX

RANKDIS

VASC3

CECSTDTM

CECHEMOR

CECSTRK

NESYMP1B

NESYMP1C

NESYMP9

ADJRVS

NESYMP6

HEARTOT

VASC

VASC1

ADJRT4DT

INR

NESYMP4

ADJDUPNR

ADJSDQRY

ADJRV4

ADJSSBC

CECSTRTP

ADJRV3

FOCAL

NESYMP8

DRNKAUTP

ADJRTNDT

ASSOCNAE

FDXPRHEM

ADJCOMDT

ADJSNCDT

ADJOTH

SIGN24

NESYMOTH

CECRKNDT

VASC5

ADJSNQDT

Column Data Type

DATE - DDMONYYYY

DATE - DDMONYYYY

NUMERIC - 1, 2, 3,4,5,6,7,8,9, 10, 11, 12, 13

DATE - DDMONYYYY

NUMERIC

NUMERIC

DATE - DDMONYYYY

NUMERIC -1, 2,3, 4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50
NUMERIC

NUMERIC - 1, 2, 3, 4,5, 6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24
NUMERIC

NUMERIC

DATE - DDMONYYYY HHMM

NUMERIC

NUMERIC

NUMERIC

NUMERIC

NUMERIC

NUMERIC -1, 2,3, 4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50
NUMERIC

STRING(30) - A30

NUMERIC

NUMERIC

DATE - DDMONYYYY

FLOAT - F9.0

NUMERIC

STRING(100) - A100

NUMERIC

NUMERIC -1, 2, 3, 4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50
NUMERIC

NUMERIC

NUMERIC - 1, 2, 3, 4, 5,6, 7, 8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50
NUMERIC

NUMERIC

NUMERIC

DATE - DDMONYYYY

NUMERIC

NUMERIC

DATE - DDMONYYYY

DATE - DDMONYYYY

NUMERIC

NUMERIC

STRING(30) - A30

DATE - DDMONYYYY

NUMERIC

DATE - DDMONYYYY

Design Note
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CECTIDTM DATE - DDMONYYYY HHMM
ADJTRIG STRING(100) - A100
INRDT NUMERIC

CVANARR STRING(234) - A2000
ADJSSB3 NUMERIC

NESYMP2B NUMERIC

VASC4 NUMERIC

ADJSN3DT DATE - DDMONYYYY
RNKAUTP NUMERIC

CVAONDTM DATE - DDMONYYYY HHMM
ADJSN4DT DATE - DDMONYYYY
ADJSSB5 NUMERIC

ADJOSPY STRING(60) - A60
ADJRT3DT DATE - DDMONYYYY
ADJDUPTR NUMERIC

ADJSSBQ NUMERIC

CVAHSP NUMERIC

NESYMP2C NUMERIC

ADJRV1 NUMERIC - 1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50
FINALDX NUMERIC

ADJSSB2 NUMERIC

INRDTT DATE - DDMONYYYY
ADJSNTDT DATE - DDMONYYYY
NESYMP1A NUMERIC

ADICMTS STRING(200) - A200
NESYMP5 NUMERIC

ADJCECDT DATE - DDMONYYYY
NESYMP3 NUMERIC

ADJSN2DT DATE - DDMONYYYY
CECTIA NUMERIC

ADJSSB4 NUMERIC

ADJSTADT DATE - DDMONYYYY
VASC2 NUMERIC

NESYMP2A NUMERIC

CVAHSPDT DATE - DDMONYYYY
MRI NUMERIC

NEWLSN NUMERIC

HEARTRHY NUMERIC

NEURVIS NUMERIC - 1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 13, 14, 15, 16, 17, 18
ADJRPTDT DATE - DDMONYYYY
ADJSSBL NUMERIC

NUAENUM STRING(30) - A30
NESYMP7 NUMERIC

NEURO NUMERIC

cT NUMERIC

ADJRTCDT DATE - DDMONYYYY
ADJRT2DT DATE - DDMONYYYY

CABANA_PIV Production eCRF _ Release 7.0 _ 28-Jul-2017
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cabana_pivdevl : Cardiac Arrest Survival (CARREST)

Details of Event

1.

2.

10.

Visit

Associated with an AE / SAE

Date and time of cardiac arrest

Location of subject at the time of the event

Pulldown List 1 |+/| (cabana_pivcdd:CARREST.CARVIS)

(cabana_pivedd:CARREST.ASSOCCAE)
[0] (O Does not meet AE / SAE criteria

[1] © Corresponding AE / SAE Number | A30 (cabana_pivcdd:CARREST.CAAENUM)

Req || / |Req|v| / |Req|¥| (2009-2020) (cabana_pivcdd:CARREST.CARDTM)

Req|+| : |Req|+¥| 24-hour clock

(cabana_pivcdd: CARREST.CARTMEST)
[1] [JTime is estimated

(cabana_pivcdd:CARREST.CARLOC)
[11 () (cabana_pivedd:CARREST.CARLOCH)
Home,

[1] O specify |pulldown List 2 | (cabana_pivedd: CARREST.CARHOM)
[98] () If other, specify | A32 (cabana_pivcdd:CARREST.CARHOMOT)
[2] ©Work
[3] O Public place
[4] O Hospital
[5] O En route to hospital
61 (O Chronic care facility
[98]1 (O Other: | a2 (cabana_pivedd:CARREST.CARLOCOT)

[99] (Unknown

Was the event witnessed? (event occurring within 5 minutes of subject last being (cabana_pivedd:CARREST.CARWT)

seen or heard)

Activity of subject at the time of event

Was the subject's ECG monitored at the time of event?

o1 (O No
[1] OYes
[99] (Unknown

(cabana_pivcdd:CARREST.CRACTRG)
[1] ©|Pulidown List 3 |+| (cabana_pivcdd:CARREST.CARACT)

[98] ) If Other, specify | A255 (cabana_pivedd:CARREST.CARACTOT)

(cabana_pivcdd:CARREST.CARECG)
o] () No
[1] O (cabana_pivcdd:CARREST.CARECGTI)
Yes,
Timing in relation to event:
[1]1 () (cabana_pivedd:CARREST.CAECGROO)
At onset of event
Indicate initial rhythm:
[1] ©|Pulidown List 4 +] (cabana_pivcdd: CARREST.CAECGRO1)

[98] O If Other, specify: | A31 (cabana_pivcdd:CARREST.CAECGROT)
21 () (cabana_pivcdd:CARREST.CAREIIR)

Only later, after onset of event
Indicate initial rhythm:

[1] ©|pulidown List 5] (cabana_pivedd: CARREST.CARECGRY)
[98] ) If Other, specify: | A31 (cabana_pivcdd:CARREST.CARECGRO)

[99] (Unknown

Did this subject experience accelerating chest pain within two weeks prior to the (cabana_pivcdd:CARREST.CARCHP)

event?

o1 () No
[11 O Yes
[99] (rUnknown

Did this subject experience recurrent symptomatic atrial fibrillation within two (cabana_pivcdd:CARREST.CARCCHF)

weeks prior to the event? [hidden]

o] ()No
[1] OvYes
[99] (Unknown

Did this subject experience recurrent symptomatic atrial fibrillation within two (cabana_pivcdd:CARREST.CARCAF)

weeks prior to the event?

o1 () No
[11 O Yes
[99] © Unknown

11.

Did this subject have new onset or progressive heart failure within four months (cabana_pivedd:CARREST.CARHF4M)

prior to the event?

http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0

[o1 () No
[1] © Yes
(cabana_pivcdd:CARREST.CARHF2W)
Did this subject have new onset or progressive heart failure within two weeks prior to the event?
[0] ONo
[99] ( Unknown
[1] OYes
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[99] © Unknown

Page 124 of 164

12. [What treatment did the subject receive? (cabana_pivcdd:CARREST.CACRV)

[0] ) None

[1] () Treatment, Check All that apply
(cabana_pivcdd:CARREST.CACPR)
[1] []Cardiopulmonary resuscitation
(cabana_pivcdd:CARREST.CADFB)
[1] [ Defibrillation
(cabana_pivcdd:CARREST.CAAIF)
[1] [JAppropriate ICD firing
(cabana_pivcdd:CARREST.CAPAC)
[1] [JTransthoracic or transcutaneous temporary pacing
(cabana_pivcdd:CARREST.CAOTS)
[1] [] other, Specify: ‘ A32 (cabana_pivedd:CARREST.CAOTSPY)

13. |What was the status of subject post cardiac arrest? (cabana_pivedd:CARREST.PTDIS)
[1] O Nursing home care

[2] O Rehabilitation institution
[3] ©Home or private residence
[41 (0 Subject not discharged

[98] () other, Specify: A100 (cabana_pivcdd:CARREST.PTDISOTH)
14. |Did this subject receive an ICD as a result of surviving a cardiac arrest? (cabana_pivcdd:CARREST.ICDDATE)
o] () No

[1] © Yes, Date of Implant ‘Reqz / ‘Reqﬂ / ‘Reqz (2009-2020) (cabana_pivcdd:CARREST.ICDDT)
[99] © Unknown

15. | Indicate if subject requires additional assistance for any of the following activities, |(cabana_pivcdd:CARREST.CARAS)

compared to the precardiac arrest condition [o1 (C)No additional assistance required

[1] (0 Assistance required (check all that apply) :
(cabana_pivcdd:CARREST.CARASET)
[1] []Eating
(cabana_pivcdd:CARREST.CARASDR)
[1] []Dressing
(cabana_pivcdd:CARREST.CARASGR)
[1] []Grooming
(cabana_pivcdd:CARREST.CARASTL)

[1] [JToilet

(cabana_pivcdd:CARREST.CARASOT)

[98] [] Other, Specify: | A50 ‘ (cabana_pivcdd:CARREST.CARASOTS)
Narrative
16. |Please provide narrative A2000 (cabana_pivedd:CARREST.CARRNARR)
CEC Adjudication Information
17.* | Trigger number ‘ A100 ‘ (cabana_pivcdd:CARREST.ADJTRIG)
18.* | CEC status |Pulidown List 6 | (cabana_pivcdd:CARREST.ADJISTAT)

(cabana_pivcdd:CARREST.ADJDUPTR)
If No action needed, specify reason

[1] [ Duplicate trigger, specify: ‘ A100 ‘ (cabana_pivcdd:CARREST.ADJDUPNR)
(cabana_pivcdd:CARREST.ADJOTH)
[1] [ other, specify: ‘ A60 ‘ (cabana_pivcdd:CARREST.ADJOSPY)

(cabana_pivedd:CARREST.ADJSDQRY)
[1] [JCEC Source Document Query Needed

19.* | CEC status Date |Req[~] / |Req|¥] / |Req[¥] (2009-2020) (cabana_pivedd:CARREST.ADISTADT)

Reviewer 1 cabana_pivcdd:CARREST.ADJSSB1]
20.
[1] []Suppress Sponsor Billing

Reviewer ID ‘Pulldown List 72 (cabana_pivcdd:CARREST.ADJRV1)
Date sent ‘Reqﬂ / ‘Reqz / ‘Reqﬂ (2009-2020) (cabana_pivedd:CARREST.ADISNTDT)
Date returned ‘Reqz| / ‘REQE / ‘Reqz| (2009-2020) (cabana_pivedd:CARREST.ADJRTNDT)

21.* | Reviewer 2 (cabana_pivcdd:CARREST.ADJSSB2)
[1] []Suppress Sponsor Billing

Reviewer ID ‘Pulldown List sE (cabana_pivcdd:CARREST.ADJRV2)
Date sent ‘Reqﬂ / ‘Reqz / ‘Reqﬂ (2009-2020) (cabana_pivedd:CARREST.ADISN2DT)
Date returned ‘Reqz| / ‘REQE / ‘Reqz| (2009-2020) (cabana_pivedd:CARREST.ADJRT2DT)

22.* | Reviewer 3 (cabana_pivcdd:CARREST.ADJSSB3)
[1] Suppress Sponsor Billing

CABANA_PIV Production eCRF _ Release 7.0 _ 28-Jul-2017
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O

Reviewer ID | pulldown List 9 |+ (cabana_pivcdd:CARREST.ADJRV3)
Date sent |Req|w|| / |Req|v| / |Req|v| (2009-2020) (cabana_pivcdd:CARREST.ADIJSN3DT)
Date returned Req | / |Req|v| / |Req|v| (2009-2020) (cabana_pivcdd:CARREST.ADJRT3DT)

Page 125 of 164

23.

24

25."

26.

* | Reviewer 4

Reviewer 5

Committee

QC

(cabana_pivcdd:CARREST.ADJSSB4)
[1] [JSuppress Sponsor Billing

Reviewer ID | pulldown List 10 |+ (cabana_pivcdd:CARREST.ADJRV4)
Date sent |Req|w|| / |Req|v| / |Req|v | (2009-2020) (cabana_pivcdd:CARREST.ADIJSN4DT)

Date returned Req w| / |Req|v| / |Req|~| (2009-2020) (cabana_pivcdd:CARREST.ADJRT4DT)

(cabana_pivcdd:CARREST.ADJSSB5)
[1] []Suppress Sponsor Billing

Reviewer ID | pulldown List 11 |+ (cabana_pivcdd:CARREST.ADJRV5)
Date sent |req|v] / |Req v / |Req|+| (2009-2020) (cabana_pivcdd:CARREST.ADISNSDT)

Date returned Req | / |Req|v| / |Req|v| (2009-2020) (cabana_pivcdd:CARREST.ADJRTSDT)

(cabana_pivcdd:CARREST.ADJSSBC)
[1] [JSuppress Sponsor Billing

Date sent |Req|w|| / |Req|v| / |Req|~| (2009-2020) (cabana_pivedd:CARREST.ADJSNCDT)
Date returned |Req v | / |Req[+] / |Req[%]| (2009-2020) (cabana_pivcdd:CARREST.ADIRTCDT)

(cabana_pivcdd:CARREST.ADJSSBQ)
[1] [JSuppress Sponsor Billing

Date sent |Req |~/ / |Req|v| / |Req|¥| (2009-2020) (cabana_pivcdd:CARREST.ADJSNQDT)
Date Returned |Req |+ / |Req|~| / |Req |+ (2009-2020) (cabana_pivedd:CARREST.ADJRTQDT)

CEC

Cardiac Arrest Adjudication

27.%

28."

29."

30."

Did the subject have a cardiac arrest?

Was the onset of cardiac arrest sudden? (within 1hr of symptom onset)

Was the cardiac arrest witnessed (subject observed within prior 5 minutes) ?

Was the subject's ECG monitored at the time of event?

(cabana_pivcdd:CARREST.CECCARES)
[01 () No (Do not complete the rest of the section)

[1] OYes
Req (¥ / |Req[%| / |Req [+ (2009-2020) (cabana_pivcdd: CARREST.CECCADTM)

Req % * |Req|%| 24-hour clock

(cabana_pivedd:CARREST.CECCASUD)
o1 ()No

11 O Yes

[99] (Unknown

(cabana_pivcdd:CARREST.CECCAWTN)
[0] ©ONo

[1] OYes

[99] © Unknown

(cabana_pivedd:CARREST.CECCRECG)
o1 ()No
[1] © vYes;
(cabana_pivedd:CARREST.CECRCGTI)
Timing in relation to event:
11 () (cabana_pivedd:CARREST.CEECGM11)
At onset of event
Indicate initial rhythm:
[11 | Pulldown List 12 + | (cabana_pivcdd:CARREST.CEECGRO1)
[98] ) If Other, specify: | A32 (cabana_pivedd:CARREST.CEECGROT)
21 () (cabana_pivedd:CARREST.CECECIIR)

Only later, after onset of event
Indicate initial rhythm:

[1] ©|Pulldown List 13 | (cabana_pivcdd:CARREST.CECECGRY)
981 () If Other, specify: | A32 (cabana_pivedd:CARREST.CECECGOT)

[99] (Unknown

34.

CEC Coordinator Signature

31." | Outcome (cabana_pivcdd:CARREST.CECCAOQOUT)
[1] O Death
[2] O Fully Recovered
[3] O Recovered with Sequelae
CEC Finalization
32.* | Comments A200 (cabana_pivedd:CARREST.ADJCMTS)
33.* | Final Review Signature Req || / |Req|v| / |Req|¥| (2009-2020) (cabana_pivcdd:CARREST.ADJCOMDT)

Req|~| / |Req|v| / |Req|¥| (2009-2020) (cabana_pivcdd:CARREST.ADJCECDT)

http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0
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‘35.*

Report Printed Today

Req|v |/ |Req|v| / |Req|v| (2009-2020) (cabana_pivcdd:CARREST.ADJRPTDT)

Page 126 of 164

* Item is not required

Pulldown

List 1:

RefName
ieVISITO1
ievISITO2
ieVISITO3
ieVISITO4
ieVISITO5
ieVISITO6
ievISITO7
ieVISITO8
ieVISITO9
ieVISIT10
ievISIT11
ieVISIT12
ievISIT13
ievISIT14
ieVISIT15
ieVISIT16
ievISIT17

Display Text Value | Design Note

Baseline
Month 3
Month 6
Month 12
Month 18
Month 24
Month 30
Month 36

© ® N O 0 AN W N R

Month 42
Month 48

i
o

Month 54

i
[

Month 60

i
N

Month 66

[
w

Month 72

i
I

Month 78

[
I3

Month 84

i
o

Month 90

[
~

ieVISIT18

Pulldown

Month 96

i
©

List 2:

RefName

ieDCARH1

ieDCARH2

ieDCARH3

ieDCARH4

ieDCARHS5

ieDCARH6

Display Text Value
Bedroom 11
Bathroom 12
Kitchen 13
Living room 14
Dining room 15

Yard, porch, deck, etc. 16

Design Note

ieUnknown

Pulldown

Unknown 99

List 3:

RefName

ieDCARAL

ieDCARA2

ieDCARA3

ieDCARA4

ieDCARAS

ieDCARA6

ieDCARA7

ieDCARA8

ieDCARA9

ieDCRA10

Display Text

Awake, no distress, sedentary
Emotional distress

Bowel movement

Bed ridden

Sleeping

Eating

Urinating

Exercising

Sex

Shower/Bath

Value | Design Note

© ® N O O~ W N R

[
o

ieUnknown

Unknown

©
©

Pulldown

List 4:

RefName

Display Text

ieDCAE10

Atrial Fibrillation/Flutter

ieDCAE11

Normal sinus rhythm

ieDCAEC3

Ventricular Fibrillation

ieDCAEC4a

ieDCAEC5a

ieDCAEC6

Asystole

Polymorphic Ventricular Tachycardia

Monomorphic Ventricular Tachycardia

Value
10
11

o 0 b W

Design Note

http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0
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ieDCAEC7 | Pulseless Electrical Alternans 7

ieDCAEC8 | Bradycardia (<50 bpm, not asystole) 8

ieDCAECY9 |3rd degree AV block 9

Pulldown List 5:

RefName |Display Text Value | Design Note
ieDCAE10 | Atrial Fibrillation/Flutter 10

ieDCAE11 |Normal sinus rhythm 11

ieDCAEC3 | Ventricular Fibrillation 3

ieDCAEC4a | Polymorphic Ventricular Tachycardia 4

ieDCAEC5a | Monomorphic Ventricular Tachycardia 5

ieDCAEC6 | Asystole 6

ieDCAEC7 |Pulseless Electrical Alternans 7

ieDCAEC8 |Bradycardia (<50 bpm, not asystole) 8

ieDCAECY9 |3rd degree AV block 9

Pulldown List 6:

RefName Display Text Value | Design Note
ieCECSTAT1 | New 1
ieCECSTAT2 | Query 2
ieCECSTAT3 | Phase 1 (2 reviewers) 3
ieCECSTAT4 | Phase 2 (Committee) 4
ieCECSTATS5 | QC 5
ieCECSTAT6 | Complete 6
ieCECSTAT7 | Re-review 7
ieCECSTAT8 | No action needed 8
ieCECSTAO9 | Additional Document required (different from Query) 9
ieCECSTA10 | Hold 10
ieCECSTA11 | Data change 11
ieCECSTA12 | No event to adjudicate 12
ieCECSTA13 | Ready for review 13
Pulldown List 7:

RefName |Display Text Value |Design Note

ieCECREO1 | 1 1

ieCECREO2 | 2 2

ieCECREO3 |3 3

ieCECREO4 | 4 4

ieCECREO5 | 5 5

ieCECREO6 | 6 6

ieCECREQ7 | 7 7

ieCECREO8 | 8 8

ieCECREOQ9 | 9 9

ieCECRE10 | 10 10

ieCECRE11|11 11

ieCECRE12 |12 12

ieCECRE13| 13 13

ieCECRE14 | 14 14

ieCECRE15| 15 15

ieCECRE16 | 16 16

ieCECRE17 |17 17

ieCECRE18| 18 18

ieCECRE19| 19 19

ieCECRE20 | 20 20

ieCECRE21| 21 21

ieCECRE22 | 22 22

ieCECRE23 | 23 23

http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0
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ieCECRE24 | 24 24
ieCECRE25 | 25 25
ieCECRE26 | 26 26
ieCECRE27 | 27 27
ieCECRE28 | 28 28
ieCECRE29 | 29 29
ieCECRE30 | 30 30
ieCECRE31 |31 31
ieCECRE32 | 32 32
ieCECRE33 |33 33
ieCECRE34 |34 34
ieCECRE35 | 35 35
ieCECRE36 | 36 36
ieCECRE37 |37 37
ieCECRE38 | 38 38
ieCECRE39 | 39 39
ieCECRE40 | 40 40
ieCECRE41 | 41 41
ieCECRE42 |42 42
ieCECRE43 | 43 43
ieCECRE44 | 44 44
ieCECRE45 | 45 45
ieCECRE46 | 46 46
ieCECREA47 | 47 47
ieCECRE48 | 48 48
ieCECRE49 | 49 49
ieCECRESO0 | 50 50

Pulldown List 8:

RefName

ieCECREO1

ieCECREO2

ieCECREO3

ieCECREO4

ieCECREOS

ieCECREO6

ieCECREO7

ieCECREO8

ieCECREO9

ieCECRE10

ieCECRE11

ieCECRE12

ieCECRE13

ieCECRE14

ieCECRE15

ieCECRE16

ieCECRE17

ieCECRE18

ieCECRE19

ieCECRE20

ieCECRE21

ieCECRE22

ieCECRE23

ieCECRE24

ieCECRE25

ieCECRE26

Display Text Value

1 1
2 2
3 3
4 4
5 5
6 6
7 7
8 8
9 9
10 10
11 11
12 12
13 13
14 14
15 15
16 16
17 17
18 18
19 19
20 20
21 21
22 22
23 23
24 24
25 25
26 26

Design Note

http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0
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ieCECRE27 | 27 27
ieCECRE28 | 28 28
ieCECRE29 | 29 29
ieCECRE30 | 30 30
ieCECRE31 |31 31
ieCECRE32| 32 32
ieCECRE33 |33 33
ieCECRE34 |34 34
ieCECRE35 | 35 35
ieCECRE36 | 36 36
ieCECRE37 | 37 37
ieCECRE38 | 38 38
ieCECRE39 | 39 39
ieCECRE40 | 40 40
ieCECRE41 |41 41
ieCECRE42 | 42 42
ieCECRE43 |43 43
ieCECRE44 | 44 44
ieCECRE45 | 45 45
ieCECRE46 | 46 46
ieCECREA47 | 47 47
ieCECRE48 | 48 48
ieCECRE49 | 49 49
ieCECRES0 | 50 50

Pulldown List 9:

RefName

ieCECREOL

ieCECREO2

ieCECREO3

ieCECREO4

ieCECREOS

ieCECREO6

ieCECREO7

ieCECREO8

ieCECREO9

ieCECRE10

ieCECRE11

ieCECRE12

ieCECRE13

ieCECRE14

ieCECRE15

ieCECRE16

ieCECRE17

ieCECRE18

ieCECRE19

ieCECRE20

ieCECRE21

ieCECRE22

ieCECRE23

ieCECRE24

ieCECRE25

ieCECRE26

ieCECRE27

ieCECRE28

ieCECRE29

Display Text Value

1 1
2 2
3 3
4 4
5 5
6 6
7 7
8 8
9 9
10 10
11 11
12 12
13 13
14 14
15 15
16 16
17 17
18 18
19 19
20 20
21 21
22 22
23 23
24 24
25 25
26 26
27 27
28 28
29 29

Design Note

http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0

CABANA_PIV Production eCRF _ Release 7.0 _ 28-Jul-2017

Page 129 of 164

7128/2017


http://im46ad01.dcri.int/cabana_pivdev1/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdev1&SP=&AS=59391&CP=65535&FP=0&RSV=0

Annotated Trial Design

ieCECRE30 | 30 30
ieCECRE31 |31 31
ieCECRE32 | 32 32
ieCECRE33 | 33 33
ieCECRE34 | 34 34
ieCECRE35 | 35 35
ieCECRE36 | 36 36
ieCECRE37 |37 37
ieCECRE38 | 38 38
ieCECRE39 | 39 39
ieCECRE40 | 40 40
ieCECRE41 |41 41
ieCECRE42 | 42 42
ieCECRE43 |43 43
ieCECRE44 | 44 44
ieCECRE45 | 45 45
ieCECRE46 | 46 46
ieCECREA47 | 47 47
ieCECRE48 | 48 48
ieCECRE49 | 49 49
ieCECRE50 | 50 50

Pulldown List 10:

RefName

ieCECREO1

ieCECREO2

ieCECREO3

ieCECREO4

ieCECREOS

ieCECREO6

ieCECREO7

ieCECREO8

ieCECREO9

ieCECRE10

ieCECRE11

ieCECRE12

ieCECRE13

ieCECRE14

ieCECRE15

ieCECRE16

ieCECRE17

ieCECRE18

ieCECRE19

ieCECRE20

ieCECRE21

ieCECRE22

ieCECRE23

ieCECRE24

ieCECRE25

ieCECRE26

ieCECRE27

ieCECRE28

ieCECRE29

ieCECRE30

ieCECRE31

ieCECRE32

Display Text Value

1 1
2 2
3 3
4 4
5 5
6 6
7 7
8 8
9 9
10 10
11 11
12 12
13 13
14 14
15 15
16 16
17 17
18 18
19 19
20 20
21 21
22 22
23 23
24 24
25 25
26 26
27 27
28 28
29 29
30 30
31 31
32 32

Design Note

http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0

CABANA_PIV Production eCRF _ Release 7.0 _ 28-Jul-2017

Page 130 of 164

7128/2017


http://im46ad01.dcri.int/cabana_pivdev1/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdev1&SP=&AS=59391&CP=65535&FP=0&RSV=0

Annotated Trial Design

http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0

ieCECRE33 |33 33
ieCECRE34 | 34 34
ieCECRE35 | 35 35
ieCECRE36 | 36 36
ieCECRE37 | 37 37
ieCECRE38 | 38 38
ieCECRE39 | 39 39
ieCECRE40 | 40 40
ieCECRE41 | 41 41
ieCECRE42 | 42 42
ieCECRE43 | 43 43
ieCECRE44 | 44 44
ieCECRE45 | 45 45
ieCECRE46 | 46 46
ieCECREA47 | 47 47
ieCECRE48 | 48 48
ieCECRE49 | 49 49
ieCECRES0 | 50 50
Pulldown List 11:

RefName |Display Text Value |Design Note
ieCECREO1 | 1 1
ieCECREO2 | 2 2
ieCECREO3 | 3 3
ieCECREO4 | 4 4
ieCECREOS | 5 5
ieCECREO6 | 6 6
ieCECREQ7 |7 7
ieCECREO8 | 8 8
ieCECREOQ9 | 9 9
ieCECRE10| 10 10
ieCECRE11|11 11
ieCECRE12 |12 12
ieCECRE13| 13 13
ieCECRE14 | 14 14
ieCECRE15| 15 15
ieCECRE16 | 16 16
ieCECRE17 |17 17
ieCECRE18| 18 18
ieCECRE19| 19 19
ieCECRE20 | 20 20
ieCECRE21 |21 21
ieCECRE22 | 22 22
ieCECRE23 | 23 23
ieCECRE24 | 24 24
ieCECRE25 | 25 25
ieCECRE26 | 26 26
ieCECRE27 | 27 27
ieCECRE28 | 28 28
ieCECRE29 | 29 29
ieCECRE30 | 30 30
ieCECRE31 |31 31
ieCECRE32| 32 32
ieCECRE33 |33 33
ieCECRE34 | 34 34
ieCECRE35 | 35 35

|

CABANA_PIV Production eCRF _ Release 7.0 _ 28-Jul-2017

Page 131 of 164

7128/2017


http://im46ad01.dcri.int/cabana_pivdev1/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdev1&SP=&AS=59391&CP=65535&FP=0&RSV=0

Annotated Trial Design

ieCECRE36 | 36 36

ieCECRE37 | 37 37

ieCECRE38 | 38 38

ieCECRE39 | 39 39

ieCECRE40 | 40 40

ieCECRE41 |41 41

ieCECRE42 | 42 42

ieCECRE43 |43 43

ieCECRE44 | 44 44

ieCECRE45 | 45 45

ieCECRE46 | 46 46

ieCECREA47 | 47 47

ieCECRE48 | 48 48

ieCECRE49 | 49 49

ieCECRE50 | 50 50

Pulldown List 12:

RefName |Display Text Value | Design Note
ieDCAE10 | Atrial Fibrillation/Flutter 10
ieDCAE11 |Normal sinus rhythm 11

ieDCAEC3 | Ventricular Fibrillation
ieDCAEC4a | Polymorphic Ventricular Tachycardia

ieDCAEC5a | Monomorphic Ventricular Tachycardia

ieDCAEC7 |Pulseless Electrical Alternans

ieDCAEC8 | Bradycardia (<50 bpm, not asystole)

ieDCAECY9 |3rd degree AV block

Pulldown List 13:

3
4
5
ieDCAEC6 | Asystole 6
7
8
9

RefName |Display Text Value | Design Note
ieDCAE10 | Atrial Fibrillation/Flutter 10
ieDCAE11l |Normal sinus rhythm 11

ieDCAEC3 | Ventricular Fibrillation

ieDCAEC4a | Polymorphic Ventricular Tachycardia
ieDCAEC5a | Monomorphic Ventricular Tachycardia
ieDCAEC6 | Asystole

ieDCAEC7 |Pulseless Electrical Alternans

ieDCAEC8 |Bradycardia (<50 bpm, not asystole)

ieDCAECY9 |3rd degree AV block

Olom N o 0 b w

CDD: cabana_pivedd Table: CARREST Key Type: PATIENTVISIT

Column Name

CECCADTM

CARRNARR

CARCCHF

CRACTRG

CARECGRO

ADJCMTS

CEECGRO1

ADJRTQDT

CARHOM

ADJSNCDT

ADJCECDT

CAECGROT

ADJSSB1

ADJRV2

ADJSN2DT

Column Data Type

DATE - DDMONYYYY HHMM
STRING(234) - A2000

NUMERIC

NUMERIC

STRING(31) - A31

STRING(200) - A200

NUMERIC - 10, 11, 3, 4,5, 6, 7, 8, 9
DATE - DDMONYYYY

NUMERIC - 11, 12, 13, 14, 15, 16, 99
DATE - DDMONYYYY

DATE - DDMONYYYY

STRING(31) - A31

NUMERIC

NUMERIC - 1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50
DATE - DDMONYYYY

Design Note
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CARAS NUMERIC
CACRV NUMERIC

ADJSNTDT DATE - DDMONYYYY

CAECGROO NUMERIC

ADJSNQDT DATE - DDMONYYYY

ADICOMDT DATE - DDMONYYYY

CECCRECG NUMERIC

ADJRVS NUMERIC - 1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50
ADJSSB2 NUMERIC

ADJRTNDT DATE - DDMONYYYY

ADJSN4DT DATE - DDMONYYYY

ADJRV1L NUMERIC - 1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50
CARASOTS STRING(50) - A50

CARLOC NUMERIC

ADJOTH NUMERIC

ADJSSB3 NUMERIC

ADJSSBC NUMERIC

CECCAWTN NUMERIC

ADJSSBQ NUMERIC

CARDTM DATE - DDMONYYYY HHMM
ADJRT2DT DATE - DDMONYYYY

CARASDR NUMERIC

PTDIS NUMERIC

ICDDATE NUMERIC

CARASGR NUMERIC

CARACTOT STRING(255) - A255

CEECGROT STRING(32) - A32

ADJRPTDT DATE - DDMONYYYY

CAREIIR NUMERIC

ADJTRIG STRING(100) - A100

CARACT NUMERIC - 1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 99
ADISDQRY NUMERIC

PTDISOTH STRING(100) - A100

CECCARES NUMERIC

ASSOCCAE NUMERIC

CAECGRO1 NUMERIC - 10, 11, 3, 4, 5, 6, 7, 8, 9
CARCHP NUMERIC

CARHF2W NUMERIC

CECCAOUT NUMERIC

CARASOT NUMERIC

CARHF4M NUMERIC

CARWT NUMERIC

ADJOSPY STRING(60) - A60

ADJSSB4 NUMERIC

ADJRV3 NUMERIC - 1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50
CARTMEST NUMERIC

CADFB NUMERIC

CAOTS NUMERIC

CARECGTI NUMERIC

CECCASUD NUMERIC

CARECG NUMERIC

CEECGM11 NUMERIC

CAAIF NUMERIC

ADJRTSDT DATE - DDMONYYYY

CECECIIR NUMERIC

ADJSSB5 NUMERIC

ADJRT4DT
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DATE - DDMONYYYY
CECRCGTI NUMERIC

CARLOCH NUMERIC

CECECGOT STRING(32) - A32

CARCAF NUMERIC

ADJRTCDT DATE - DDMONYYYY

CAOTSPY STRING(32) - A32

CARLOCOT STRING(32) - A32

CAPAC NUMERIC

1CDDT DATE - DDMONYYYY

CARECGRY NUMERIC - 10, 11, 3, 4,5, 6, 7, 8, 9

CECECGRY NUMERIC - 10, 11, 3, 4,5, 6, 7, 8, 9

ADJSTADT DATE - DDMONYYYY

CARVIS NUMERIC - 1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 13, 14, 15, 16, 17, 18
CAAENUM STRING(30) - A30

ADJDUPNR STRING(100) - A100

ADJRT3DT DATE - DDMONYYYY

ADJSN3DT DATE - DDMONYYYY

CACPR NUMERIC

ADJSNSDT DATE - DDMONYYYY

ADJSTAT NUMERIC - 1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 13

ADJDUPTR NUMERIC

CARASET NUMERIC

CARHOMOT STRING(32) - A32

CARASTL NUMERIC

ADJRV4 NUMERIC - 1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50
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cab

ana_pivdevl : Death (DEATH)

Death Details

10.

11."

Visit

Associated with an AE / SAE

Date and time of death

Location of subject at the time of the event

Was the event witnessed? (event occurring within 5 minutes of subject last being seen or heard)

Activity of subject at the time of event

The event was

Was the subject's ECG monitored at the time of event?

Did this subject experience accelerating chest pain within two weeks prior to the event?

Did this subject experience recurrent symptomatic atrial fibrillation within two weeks prior to the event?

Did this subject experience recurrent symptomatic atrial fibrillation within two weeks prior to the event? [hidden]

‘Pulldown List 1 Z| (cabana_pivcdd:DEATH.DTHVIS)

(cabana_pivcdd:DEATH.ASSOCDAE)
[0] 2 Does not meet AE / SAE criteria

[1] © Corresponding AE / SAE Number‘ A30

‘ (cabana_pivcdd:DEATH.DEAENUM)

‘Reqz / ‘Reqz / ‘Reqz (2009-2020) (cabana_pivedd:DEATH.DTHDTM)

|Req ] © |Req[] 24-hour clock
(cabana_pivcdd:DEATH.DTHTMEST)
[1] [JTime is estimated

(cabana_pivcdd:DEATH.DTHLOC)
11 () (cabana_pivedd:DEATH.DTHLOCHO)
Home

[1] specify ‘ Pulldown List 2 Z| (cabana_pivcdd:DEATH.DTHHOM)

[98]1 O If Other, specify‘ A32
[2] & Work
[3] O Public place
[4] O Hospital
[5] Enroute to hospital
[6] (C Chronic care facility

‘ (cabana_pivcdd:DEATH.DTHHOMOT)

[98] O Other: ‘ A32 ‘(cabanaipivcdd:DEATH.tcLOCATS)

[99] (CUnknown

(cabana_pivcdd:DEATH.DTHWT)
[0] & No

Date and Time last seen alive

‘Reqﬂ / ‘RQQE / ‘Reqﬂ (2009-2020) (cabana_pivedd:DEATH.DTHWTDT)

|Req¥] = |Req[¥] 24-hour clock
[1] OYes
[99] () Unknown

(cabana_pivedd:DEATH.DTHACTRG)

[ < ‘ Pulldown List 3 E (cabana_pivedd:DEATH.DTHACT)

[98] O If Other, specify | A255

‘ (cabana_pivcdd:DEATH.DTHACTOT)

(cabana_pivcdd:DEATH.DTHSUD)
[1] () Sudden (within 1 hour of symptom onset)

[2] ) Non-sudden
[99] C Unknown

(cabana_pivedd:DEATH.DTHECG)
[o1 () No
[1] O Yes; (cabana_pivedd:DEATH.DTHECGTI)
Timing in relation to event:
11 () (cabana_pivedd:DEATH.DTHECIR2)
At onset of event
Indicate initial rhythm:

1] O‘ Pulldown List 4 Z| (cabana_pivedd:DEATH.DTHECGR2)

[98]1 O If Other, specify:‘ A31

[2] © (cabana_pivedd:DEATH.DTHECIIR)
Only later, after onset of event
Indicate initial rhythm:

| (cabana_pivedd: DEATH.DTHECGR3)

11 O‘ Pulldown List 5 z| (cabana_pivcdd:DEATH.DTHECGRY)

[98] O If Other, specify: ‘ A31

[99] (& Unknown

‘ (cabana_pivedd:DEATH.DTHECGRO)

(cabana_pivcdd:DEATH.DTHCHP)
[o1 ) No

[1] OYes

[99] (C Unknown

(cabana_pivcdd:DEATH.DTHAF)
[0] & No

[1] CYes

[99] (O Unknown

(cabana_pivcdd:DEATH.DTHCHF)
[0] CNo

[1] OYes

[99] (CUnknown

12.

Did this subject have new onset or progressive heart failure within four months prior to the event?

(cabana_pivedd:DEATH.DTHHF4AM)
[o] No
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o
[1] © ves
(cabana_pivcdd:DEATH.DTHHF2W)
Did this subject have new onset or progressive heart failure within two weeks prior to the event?
[0] ©&No
11 yYes
[99] () Unknown
[99] (€ Unknown

Page 136 of 164

Death Cause

13.

14.

Was autopsy performed?

Cause of death

(cabana_pivcdd:DEATH.AUTOPSY)
[o1 ) No
[1] OYes

(cabana_pivedd:DEATH.DCAUS)
[1] © (cabana_pivcdd:DEATH.CARDTYP)
Cardiac
[11 () (cabana_pivedd:DEATH.ARRHYTYP)
Arrhythmic
11 () Tachyarrhythmia
21 () Bradyarrhythmia
[98] O Other arrhythmia (specify): | A32 (cabana_pivcdd:DEATH.ARRHYOTH)
21 () (cabana_pivedd:DEATH.NOARRTYP)
Non-Arrhythmic
[1] ©Cardiac arrest sequelae
[2] ©Myocardial infarction
[3] © Myocardial ischemia
141 () Heart failure/pump failure
51 O cardiac procedure (specify): | A32 (cabana_pivcdd:DEATH.NOARRCP)

[98] © Other cardiac (specify): | A32 (cabana_pivedd:DEATH.NOARROTH)

[2] © (cabana_pivcdd:DEATH.VASCTYP)
Vascular
11 () (cabana_pivedd:DEATH.NONCNS)
Non-CNS Hemorrhage
[1] O Gastrointestinal
[2] O Retroperitoneal
[98] (O Other
21 () (cabana_pivedd:DEATH.VASCAT)
Vascular Event
1] () Cerebrovascular accident (CVA/Stroke)
[2] © Peripheral vascular disease
[3] © Systemic embolus
[41 (> Pulmonary embolus
5] (O Vascular procedure complication
[98] O Other vascular death (specify): | A32 (cabana_pivcdd:DEATH.VASCATO)
[3] O (cabana_pivcdd:DEATH.NONCARTY)
Non-Cardiovascular
[11 ) Renal (specify): | A32 (cabana_pivcdd:DEATH.RENALSPY)
[2] © (cabana_pivcdd:DEATH.AMIOREL)
Pulmonary
[1] () Amiodarone pulmonary toxicity
[21 () Not related to amiodarone
[3] CPneumonia
[4] CSepsis
[5] © Other infection
[6] Gastrointestinal
[71 () Other neurological
[8] (Hematological
[9] () Malignancy
[10] O Trauma
[11] O Non-cardiac surgery
[12] O Suicide
[98] © Other non-cardiovascular (specify): | A32 (cabana_pivcdd:DEATH.NONCVOTH)

[99] (CUnknown

Narrative

15.

Please provide narrative

A2000 (cabana_pivcdd:DEATH.DTHNARR)
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CEC

Adjudication Information
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16."

17.%

18.%

Trigger number

CEC status

CEC Status Date

A100 (cabana_pivcdd:DEATH.ADJTRIG)

Pulldown List 6 |+ | (cabana_pivcdd:DEATH.ADJSTAT)
(cabana_pivcdd:DEATH.ADJDUPTR)
If No action needed, specify reason

[1] [ buplicate trigger, specify: | A100 (cabana_pivcdd:DEATH.ADJDUPNR)
(cabana_pivcdd:DEATH.ADJOTH)
[1] [ other, specify: | a60 (cabana_pivcdd:DEATH.ADJOSPY)

(cabana_pivcdd:DEATH.ADJSDQRY)
[1] [[JCEC Source Document Query Needed

Req |+ | / |Req +| / |Req *| (2009-2020) (cabana_pivcdd:DEATH.ADISTADT)

19.” | Reviewer 1 (cabana_pivcdd:DEATH.ADJSSB1)

[1] []Suppress Sponsor Billing

Reviewer ID |pylidown List 7 ||| (cabana_pivedd:DEATH.ADJRV1)

Date sent Req|+| / |Req|+| / |Req v (2009-2020) (cabana_pivcdd:DEATH.ADJSNTDT)

Date returned |Req |+| / |Req|v | / |Req *| (2009-2020) (cabana_pivcdd:DEATH.ADJRTNDT)
20.” | Reviewer 2 (cabana_pivcdd:DEATH.ADJSSB2)

[1] [[]Suppress Sponsor Billing

Reviewer ID |pylidown List 8 ||| (cabana_pivcdd:DEATH.ADJRV2)

Date sent Req|+| / |Req|+| / |Req + (2009-2020) (cabana_pivcdd:DEATH.ADJSN2DT)

Date returned |Req || / |Req|v |/ |Req *| (2009-2020) (cabana_pivcdd:DEATH.ADJRT2DT)
21." | Reviewer 3 (cabana_pivedd:DEATH.ADJSSB3)

[1] [[]Suppress Sponsor Billing

Reviewer ID | pulldown List 9 |+ | (cabana_pivcdd:DEATH.ADJRV3)

Date sent Req|v| / |Req|+| / |Req v (2009-2020) (cabana_pivcdd:DEATH.ADJSN3DT)

Date returned |Req || / |Req|v |/ |Req *| (2009-2020) (cabana_pivcdd:DEATH.ADJRT3DT)
22.” | Reviewer 4 (cabana_pivcdd:DEATH.ADJSSB4)

[1] [[]Suppress Sponsor Billing

Reviewer ID | pulldown List 10|+ /| (cabana_pivcdd:DEATH.ADJRV4)

Date sent |Req |+ / |Req|v| / |Req v| (2009-2020) (cabana_pivcdd:DEATH.ADJSN4DT)

Date returned |Req|v| / |Req v |/ |Req v (2009-2020) (cabana_pivedd:DEATH.ADJRT4DT)
23." | Reviewer 5 (cabana_pivcdd:DEATH.ADJSSB5)

[1] [[]Suppress Sponsor Billing

Reviewer ID | pulldown List 11 |+/|| (cabana_pivcdd:DEATH.ADJRV5)

Date sent |Req |+ / |Req|v| / |Req v| (2009-2020) (cabana_pivcdd:DEATH.ADJSN5DT)

Date returned |Req|v| / |Req v |/ |Req v (2009-2020) (cabana_pivedd:DEATH.ADJRT5DT)
24." | Committee (cabana_pivedd:DEATH.ADJSSBC)

[1] [[]Suppress Sponsor Billing

Date sent |Req|v| / |Req [~ / |Req ] (2009-2020) (cabana_pivcdd:DEATH.ADISNCDT)

Date returned |Req |v| / |Req|~ |/ |Req | (2009-2020) (cabana_pivedd:DEATH.ADJRTCDT)
25.7|1QC (cabana_pivcdd:DEATH.ADJSSBQ)

[1] [[]Suppress Sponsor Billing

Date sent |Req |v| / Req|v| / |Req *| (2009-2020) (cabana_pivedd:DEATH.ADJSNQDT)

Date Returned |Req|v]| / |Req[+] / |Req|¥] (2009-2020) (cabana_pivcdd:DEATH.ADIRTQDT)
CEC Death Adjudication
26. |Did subject die? (cabana_pivcdd:DEATH.DTAJPRND)

[0] & No

11 O Yes Req|v| / Req | / |Req|¥| (2009-2020) (cabana_pivedd:DEATH.DTAJCDTM)

Req|v| * |Req|¥| 24-hour clock

27. | Was death sudden (within 1 hour of symptom onset)? (cabana_pivcdd:DEATH.DTAISUDD)

[0] & No

[1] CYes
28. | Was death witnessed (subject observed within last 5 minutes) (cabana_pivcdd:DEATH.DTAJWTNS)

[0] & No

[1] OYes
29. | Primary cause of death (cabana_pivedd:DEATH.DTAJPRIM)

[11 () (cabana_pivedd:DEATH.AJCARTYP)
Cardiac
[11 () (cabana_pivedd:DEATH.AJARRHYT)
Arrhythmic
Tachyarrhythmia
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[ ©
[2] C Bradyarrhythmia
[98] O Other arrhythima (specify): | A32
21 (O (cabana_pivedd:DEATH.AINOARR)
Non-Arrhythmic
[1] ©Cardiac arrest sequelae
[2] ©Myocardial infarction
[3] CMyocardial ischemia
[4] () Heart failure/pump failure
[51 © cardiac procedure (specify): ‘ A32
[98] © Other cardiac (specify): ‘ A32
[2] © (cabana_pivcdd:DEATH.AJVASTYP)
Vascular
[1] © (cabana_pivcdd:DEATH.AINONCNS)
Non-CNS Hemorrhage
[1] O Gastrointestinal
[2] © Retroperitoneal
[98] (O Other

[2] © (cabana_pivcdd:DEATH.AJVASCAT)
Vascular Event

[1] () Cerebrovascular accident (CVA/Stroke)
[2] Peripheral vascular disease
[3] © Systemic embolus
[4] © Pulmonary embolus
[5] © Vascular procedure complication
[98] © Other vascular death (specify): ‘ A32
[3] © (cabana_pivedd:DEATH.AINONCAR)

Non-Cardiovascular

[1] © Renal (specify): ‘ A32

21 () (cabana_pivedd:DEATH.AJAMIOREL)
Pulmonary
[1] (Amiodarone pulmonary toxicity
[21 (O Not related to amiodarone

[3] ©Pneumonia

[4] O Sepsis

[5] Other infection

[6] (O Gastrointestinal

[7]1 © Other neurological

[8] Hematological

[o1 () Malignancy

[10] O Trauma

[11] {7y Non-cardiac surgery

[12] © Suicide

[98] () Other non-cardiovascular (specify): ‘ A32

[99] (€ Unknown

(cabana_pivcdd:DEATH.AJARRHYO)

‘ (cabana_pivcdd:DEATH.AJNOARCP)
‘ (cabana_pivcdd:DEATH.AJNOARRO)

(cabana_pivcdd:DEATH.AJVACATO)

| (cabana_pivedd: DEATH. AJRENALS)

| (cabana_pivedd: DEATH.AINONCVT)
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Finalization

30."

31"

32.

33.

Comments

Final Review Signature

* [ CEC Coordinator Signature

Report Printed Today

A200

(cabana_pivedd:DEATH.ADIJCMTS)

\ReQE / \ReQE / \ReQE (2009-2020) (cabana_pivedd: DEATH.ADICOMDT)

|Req|v] /7 |Req[¥] / |Req ¥| (2009-2020) (cabana_pivedd:DEATH.ADICECDT)

‘Rqu / ‘Reqz / ‘Rqu (2009-2020) (cabana_pivcdd:DEATH.ADIRPTDT)

* Item is not required

Pulldown List 1:

RefName | Display Text Value

ieVISITO1 | Baseline

ieVISITO2 | Month 3

ieVISITO3 [ Month 6

ievIs

1T04 [ Month 12

ievIs

ITO5 | Month 18

ievIs

ITO6 | Month 24

ievIs

~N o a0 A W N R

ITO7 | Month 30

Design Note
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ieVISITO8 | Month 36 8
ieVISITO9 | Month 42 9
ieVISIT10 [ Month 48 10
ieVISIT11 [ Month 54 11
ieVISIT12 [ Month 60 12
ieVISIT13 [ Month 66 13
ieVISIT14 [ Month 72 14
ieVISIT15 [ Month 78 15
ieVISIT16 | Month 84 16
ieVISIT17 [ Month 90 17
ieVISIT18 [ Month 96 18

Pulldown List 2:

RefName |Display Text Value | Design Note
ieDCARH1 |Bedroom 11
ieDCARH2 |Bathroom 12
ieDCARH3 | Kitchen 13
ieDCARH4 | Living room 14
ieDCARH5 | Dining room 15
ieDCARH6 | Yard, porch, deck, etc. 16
ieUnknown [ Unknown 99

Pulldown List 3:

RefName

ieDCARAL

ieDCARA2

ieDCARA3

ieDCARA4

ieDCARAS

ieDCARA6

ieDCARA7

ieDCARA8

ieDCARA9

ieDCRA10

Display Text Value
Awake, no distress, sedentary
Emotional distress

Bowel movement

Bed ridden

1
2
3
4
Sleeping 5
Eating 6
Urinating 7
Exercising 8
Sex 9

Shower/Bath 10

Design Note

ieUnknown

Unknown 99

Pulldown List 4:

RefName |Display Text Value | Design Note
ieDCAE10 | Atrial Fibrillation/Flutter 10

ieDCAE11l |Normal sinus rhythm 11

ieDCAEC3 | Ventricular Fibrillation 3

ieDCAEC4a | Polymorphic Ventricular Tachycardia 4

ieDCAEC5a | Monomorphic Ventricular Tachycardia 5

ieDCAEC6 | Asystole 6

ieDCAEC7 | Pulseless Electrical Alternans 7

ieDCAEC8 |Bradycardia (<50 bpm, not asystole) 8

ieDCAEC9 |3rd degree AV block 9

Pulldown List 5:

RefName |Display Text Value | Design Note
ieDCAE10 | Atrial Fibrillation/Flutter 10

ieDCAE11l |Normal sinus rhythm 11

ieDCAEC3 | Ventricular Fibrillation 3

ieDCAEC4a | Polymorphic Ventricular Tachycardia 4

ieDCAEC5a | Monomorphic Ventricular Tachycardia 5

ieDCAEC6 | Asystole 6

ieDCAEC7 |Pulseless Electrical Alternans 7

http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0
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‘ ieDCAEC8

Bradycardia (<50 bpm, not asystole) 8

‘ ieDCAEC9

3rd degree AV block 9

Pulldown List 6:

RefName

ieCECSTAT1

ieCECSTAT2

ieCECSTAT3

ieCECSTAT4

ieCECSTATS

ieCECSTAT6

ieCECSTAT7

ieCECSTAT8

ieCECSTA09

ieCECSTA10

ieCECSTAL1

ieCECSTA12

Display Text

New

Query

Phase 1 (2 reviewers)
Phase 2 (Committee)
QC

Complete

Re-review

No action needed
Additional Document required (different from Query)
Hold

Data change

No event to adjudicate

Value | Design Note

ieCECSTA13

Ready for review

Pulldown L

RefName

ieCECREO1

ieCECREO2

ieCECREO3

ieCECREO4

ieCECREOS

ieCECREO6

ieCECREO7

ieCECREO8

ieCECREO9

ieCECRE10

ieCECRE11

ieCECRE12

ieCECRE13

ieCECRE14

ieCECRE15

ieCECRE16

ieCECRE17

ieCECRE18

ieCECRE19

ieCECRE20

ieCECRE21

ieCECRE22

ieCECRE23

ieCECRE24

ieCECRE25

ieCECRE26

ieCECRE27

ieCECRE28

ieCECRE29

ieCECRE30

ieCECRE31

ieCECRE32

ieCECRE33

ieCECRE34

ieCECRE35

ist 7:

Display Text Value | Design Note
1 1
2 2
3 3
4 4
5 5
6 6
7 7
8 8
9 9
10 10
11 11
12 12
13 13
14 14
15 15
16 16
17 17
18 18
19 19
20 20
21 21
22 22
23 23
24 24
25 25
26 26
27 27
28 28
29 29
30 30
31 31
32 32
33 33
34 34
35 35

http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0
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ieCECRE36 | 36 36
ieCECRE37 | 37 37
ieCECRE38 | 38 38
ieCECRE39 | 39 39
ieCECRE40 | 40 40
ieCECRE41 |41 41
ieCECRE42 | 42 42
ieCECRE43 |43 43
ieCECRE44 | 44 44
ieCECRE45 | 45 45
ieCECRE46 | 46 46
ieCECREA47 | 47 47
ieCECRE48 | 48 48
ieCECRE49 | 49 49
ieCECRE50 | 50 50
Pulldown List 8:

RefName |Display Text Value|Design Note
ieCECREO1 | 1 1
ieCECREO2 | 2 2
ieCECREO3 |3 3
ieCECREO4 | 4 4
ieCECREOS | 5 5
ieCECREO6 | 6 6
ieCECREQ7 | 7 7
ieCECREOS8 | 8 8
ieCECREO9 | 9 9
ieCECRE10| 10 10
ieCECRE11 |11 11
ieCECRE12|12 12
ieCECRE13 |13 13
ieCECRE14 | 14 14
ieCECRE15 | 15 15
ieCECRE16 | 16 16
ieCECRE17 |17 17
ieCECRE18| 18 18
ieCECRE19| 19 19
ieCECRE20 | 20 20
ieCECRE21| 21 21
ieCECRE22| 22 22
ieCECRE23| 23 23
ieCECRE24 | 24 24
ieCECRE25 | 25 25
ieCECRE26 | 26 26
ieCECRE27 | 27 27
ieCECRE28 | 28 28
ieCECRE29 | 29 29
ieCECRE30 | 30 30
ieCECRE31 |31 31
ieCECRE32 | 32 32
ieCECRE33 | 33 33
ieCECRE34 | 34 34
ieCECRE35 | 35 35
ieCECRE36 | 36 36
ieCECRE37 | 37 37
ieCECRE38 | 38 38

|
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ieCECRE39 | 39 39
ieCECRE40 | 40 40
ieCECRE41 | 41 41
ieCECRE42 | 42 42
ieCECRE43 | 43 43
ieCECRE44 | 44 44
ieCECRE45 | 45 45
ieCECRE46 | 46 46
ieCECREA47 | 47 47
ieCECRE48 | 48 48
ieCECRE49 | 49 49
ieCECRESO0 | 50 50

Pulldown List 9:

RefName

ieCECREO1

ieCECREO2

ieCECREO3

ieCECREO4

ieCECREO5

ieCECREO6

ieCECREO7

ieCECREO8

ieCECREO9

ieCECRE10

ieCECRE11

ieCECRE12

ieCECRE13

ieCECRE14

ieCECRE15

ieCECRE16

ieCECRE17

ieCECRE18

ieCECRE19

ieCECRE20

ieCECRE21

ieCECRE22

ieCECRE23

ieCECRE24

ieCECRE25

ieCECRE26

ieCECRE27

ieCECRE28

ieCECRE29

ieCECRE30

ieCECRE31

ieCECRE32

ieCECRE33

ieCECRE34

ieCECRE35

ieCECRE36

ieCECRE37

ieCECRE38

ieCECRE39

ieCECRE40

ieCECRE41

Display Text Value

1 1
2 2
3 3
4 4
5 5
6 6
7 7
8 8
9 9
10 10
11 11
12 12
13 13
14 14
15 15
16 16
17 17
18 18
19 19
20 20
21 21
22 22
23 23
24 24
25 25
26 26
27 27
28 28
29 29
30 30
31 31
32 32
33 33
34 34
35 35
36 36
37 37
38 38
39 39
40 40
41 41

Design Note
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ieCECRE42 | 42 42
ieCECRE43 | 43 43
ieCECRE44 | 44 44
ieCECRE45 | 45 45
ieCECRE46 | 46 46
ieCECRE47 | 47 47
ieCECRE48 | 48 48
ieCECRE49 | 49 49
ieCECRES50 | 50 50
Pulldown List 10:

RefName |Display Text Value|Design Note
ieCECREO1 | 1 1
ieCECREO2 | 2 2
ieCECREO3 |3 3
ieCECREO4 | 4 4
ieCECREOS | 5 5
ieCECREO6 | 6 6
ieCECREQ7 |7 7
ieCECREO8 | 8 8
ieCECREO9 | 9 9
ieCECRE10| 10 10
ieCECRE11 |11 11
ieCECRE12|12 12
ieCECRE13 |13 13
ieCECRE14 | 14 14
ieCECRE15 | 15 15
ieCECRE16 | 16 16
ieCECRE17 |17 17
ieCECRE18| 18 18
ieCECRE19| 19 19
ieCECRE20 | 20 20
ieCECRE21| 21 21
ieCECRE22| 22 22
ieCECRE23| 23 23
ieCECRE24 | 24 24
ieCECRE25 | 25 25
ieCECRE26 | 26 26
ieCECRE27 | 27 27
ieCECRE28 | 28 28
ieCECRE29 | 29 29
ieCECRE30 | 30 30
ieCECRE31 |31 31
ieCECRE32 | 32 32
ieCECRE33 | 33 33
ieCECRE34 |34 34
ieCECRE35 | 35 35
ieCECRE36 | 36 36
ieCECRE37 | 37 37
ieCECRE38 | 38 38
ieCECRE39 | 39 39
ieCECRE40 | 40 40
ieCECRE41 |41 41
ieCECRE42 | 42 42
ieCECRE43 |43 43
ieCECRE44 | 44 44

|
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ieCECRE45 | 45 45
ieCECRE46 | 46 46
ieCECREA47 | 47 47
ieCECRE48 | 48 48
ieCECRE49 | 49 49
ieCECRES0 | 50 50
Pulldown List 11:

RefName |Display Text Value |Design Note
ieCECREO1 | 1 1
ieCECREO2 | 2 2
ieCECREO3 |3 3
ieCECREO4 | 4 4
ieCECREO5 | 5 5
ieCECREO6 | 6 6
ieCECREQ7 | 7 7
ieCECREO8 | 8 8
ieCECREO9 | 9 9
ieCECRE10| 10 10
ieCECRE11 |11 11
ieCECRE12|12 12
ieCECRE13| 13 13
ieCECRE14 | 14 14
ieCECRE15| 15 15
ieCECRE16 | 16 16
ieCECRE17 |17 17
ieCECRE18| 18 18
ieCECRE19| 19 19
ieCECRE20 | 20 20
ieCECRE21 |21 21
ieCECRE22 | 22 22
ieCECRE23| 23 23
ieCECRE24 | 24 24
ieCECRE25 | 25 25
ieCECRE26 | 26 26
ieCECRE27 | 27 27
ieCECRE28 | 28 28
ieCECRE29 | 29 29
ieCECRE30 | 30 30
ieCECRE31 |31 31
ieCECRE32| 32 32
ieCECRE33 |33 33
ieCECRE34 | 34 34
ieCECRE35 | 35 35
ieCECRE36 | 36 36
ieCECRE37 | 37 37
ieCECRE38 | 38 38
ieCECRE39 | 39 39
ieCECRE40 | 40 40
ieCECRE41 | 41 41
ieCECRE42 | 42 42
ieCECRE43 | 43 43
ieCECRE44 | 44 44
ieCECRE45 | 45 45
ieCECRE46 | 46 46
ieCECREA47 | 47 47

|
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ieCECRE48 | 48 | 48

ieCECRE49 | 49 49

ieCECRES0 | 50 | 50

CDD: cabana_pivcdd Table: DEATH Key Type: PATIENTVISIT
Column Name [ Column Data Type Design Note
ADJSNCDT DATE - DDMONYYYY

AUTOPSY NUMERIC

DCAUS NUMERIC

DTHLOCHO NUMERIC

VASCATO STRING(32) - A32

NOARRCP STRING(32) - A32

ADJSTAT NUMERIC - 1, 2, 3,4,5,6,7,8,9, 10, 11, 12, 13
AINONCVT STRING(32) - A32

DTHACTRG NUMERIC

DTHACTOT STRING(255) - A255

DTHHOMOT STRING(32) - A32

DTHECIR2 NUMERIC

ASSOCDAE NUMERIC

NONCARTY NUMERIC

DTHDTM DATE - DDMONYYYY HHMM
DTHWTDT DATE - DDMONYYYY HHMM
DEAENUM STRING(30) - A30

DTHCHP NUMERIC

ADJRPTDT DATE - DDMONYYYY

AJVASCAT NUMERIC

ADJSN3DT DATE - DDMONYYYY

DTHWT NUMERIC

DTAJPRIM NUMERIC

AMIOREL NUMERIC

DTAJSUDD NUMERIC

DTAJCDTM DATE - DDMONYYYY HHMM
AJCARTYP NUMERIC

DTHHF4M NUMERIC

ADJRV1 NUMERIC -1, 2,3, 4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50
ADJSNTDT DATE - DDMONYYYY

DTHECGTI NUMERIC

ADJSTADT DATE - DDMONYYYY

DTHLOC NUMERIC

ARRHYOTH STRING(32) - A32

DTHECGR2 NUMERIC - 10, 11, 3, 4,5,6,7,8,9
AIJNONCNS NUMERIC

ADJRTNDT DATE - DDMONYYYY

DTHSUD NUMERIC

ADJRTCDT DATE - DDMONYYYY

ADJDUPNR STRING(100) - A100

ARRHYTYP NUMERIC

NONCNS NUMERIC

NOARROTH STRING(32) - A32

CARDTYP NUMERIC

DTHECGRY NUMERIC - 10, 11, 3, 4,5,6,7,8,9
ADJOTH NUMERIC

VASCAT NUMERIC

ADJOSPY STRING(60) - A60

ADJRT5DT DATE - DDMONYYYY

ADJSSBC NUMERIC
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DTHECGR3 STRING(31) - A31

DTHNARR STRING(234) - A2000

DTHCHF NUMERIC

ADJSSB3 NUMERIC

DTHHOM NUMERIC - 11, 12, 13, 14, 15, 16, 99
DTHVIS NUMERIC - 1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 13, 14, 15, 16, 17, 18
NONCVOTH STRING(32) - A32

ADJRV3 NUMERIC - 1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50
ADJSSBQ NUMERIC

VASCTYP NUMERIC

ADJCECDT DATE - DDMONYYYY

ADJISDQRY NUMERIC

AINOARCP STRING(32) - A32

ADJRT3DT DATE - DDMONYYYY

DTHECIIR NUMERIC

ADJRV2 NUMERIC - 1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50
ADJSSB5 NUMERIC

ADJSN2DT DATE - DDMONYYYY

AJARRHYO STRING(32) - A32

ADJRV4 NUMERIC - 1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50
ADJSSB2 NUMERIC

ADJTRIG STRING(100) - A100

ADJSNQDT DATE - DDMONYYYY

ADJSSB4 NUMERIC

ADJISNADT DATE - DDMONYYYY

ADJSNSDT DATE - DDMONYYYY

AJARRHYT NUMERIC

ADJDUPTR NUMERIC

RENALSPY STRING(32) - A32

DTAJPRND NUMERIC

DTHACT NUMERIC - 1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 99
AINONCAR NUMERIC

ADICMTS STRING(200) - A200

DTAJWTNS NUMERIC

tcLOCATS STRING(32) - A32

AJRENALS STRING(32) - A32

DTHHF2W NUMERIC

AINOARRO STRING(32) - A32

DTHTMEST NUMERIC

DTHECGRO STRING(31) - A31

ADJRTQDT DATE - DDMONYYYY

DTHECG NUMERIC

AINOARR NUMERIC

AJAMIOREL NUMERIC

ADJRT4DT DATE - DDMONYYYY

ADJRT2DT DATE - DDMONYYYY

ADJCOMDT DATE - DDMONYYYY

DTHAF NUMERIC

AIVASTYP NUMERIC

AIJVACATO STRING(32) - A32

ADJRVS NUMERIC - 1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50
NOARRTYP NUMERIC

ADJSSB1 NUMERIC
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cabana_pivdevl : Adverse and Serious Adverse Event Details (AESAE)
Adverse Event

1. Visit ‘ Pulldown List 1 E (cabana_pivcdd:AESAE.AEVISIT)
2. |Unique ID AESAE Number‘ A30 ‘ (cabana_pivedd: AESAE.AEUNIQUE)
3. Adverse Event (cabana_pivcdd:AESAE.AELITTXT)
[1]1 O‘Pulldown List 2 E (cabana_pivcdd:AESAE.AELIT)
[98] O If Other, Specify: A100 (cabana_pivcdd:AESAE.AELITOTR)
4. | 1s this a study endpoint? (cabana_pivcdd:AESAE.AEENDPT)
o1 ) No
[1] O vYes

(cabana_pivcdd:AESAE.STDYENDY)
[1] O Bleeding

[2] O Neurological Event

[3] O Cardiac Arrest

[4] O Death
5. Link this event with a corresponding Endpoint Form which will be (cabana_pivedd:AESAE.CURRREC)
reported next? 1] () Yes (Note: If Yes, then complete the corresponding Endpoint Form)
(Response will be reset to NO upon submission of the next Endpoint N
[o] ©No
SAE)
6. Start Date and Time (cabana_pivcdd:AESAE.AEBGUNK)

[11 © \Req/UnkE / ‘Reqz / ‘Rqu (2009-2020) (cabana_pivcdd:AESAE.AEBGDTM)
‘Req/UnkE : ‘Req/UnkE 24-hour clock

[99] © Unknown

7. End Date and Time (cabana_pivcdd:AESAE.AEENUNK)

[11 © ‘Req/Unkzl / ‘Reqﬂ / ‘Reqﬂ (2009-2020) (cabana_pivedd: AESAE. AEENDTM)
‘Req/Unkz| B ‘Req/UnkE 24-hour clock

[0] © Ongoing

[99] (Unknown

8. Outcome ‘ Pulldown List 3 E (cabana_pivcdd:AESAE.AEOUT1)
9. Intensity or Severity Classification ‘ Pulldown List 4 E (cabana_pivcdd:AESAE.AEINT1)
10. |At the onset of the event was the subject on a CABANA approved rate  (cabana_pivcdd:AESAE.SUBJDRG)
or rhythm control drug? [0] ©ONo
[1] OYes
11. |Did the subject have an ablation procedure? (cabana_pivcdd:AESAE.SUBJABLA)
[0] ©No
[1] O Yes

(cabana_pivcdd:AESAE.RELAPROC)

11.a Was this event related to an Ablation Therapy (Procedure)?

[97] () Not Related

[1] © Yes Related (Please complete relationship to Ablation Therapy (Procedure) Add Entry for Each Therapy Procedure)
(cabana_pivcdd:AESAE.RELACATH)

11.b Was this event related to an Ablation Therapy (Ablation Catheter)?

[97] (O Not Related

[1] () Yes Related (Please complete relationship to Ablation Therapy (Ablation Catheter) Add Entry for each Ablation Catheter)

12. |Was this event related to a CABANA Therapy? (cabana_pivcdd:AESAE.RELNOCAB)
[0] ONo 1] O Yes
Provide a Reason (cabana_pivcdd: AESAE.REANOCAB)
| A0

Relationship to Drug

13.

Relationship to CABANA approved rate or rhythm control drug - Complete only if you responded Yes to question 10 Entry Entry

13.a™ | Relationship to CABANA approved rate or rhythm control drug? ‘Pulldown List 52 (cabana_pivcdd:AESAEIL.AERELDRG)

(cabana_pivcdd:AESAEI1.AERSDOT)

[o1 () Specify Drug ‘Pu”down List BE (cabana_pivcdd:AESAEI1.AERSD1)

[98] © Other, Specify‘ A30 ‘ (cabana_pivcdd:AESAEIL.AERSDOTH)

Provide PI rationale A100 (cabana_pivcdd:AESAEI1.AERSD1CM)

Relation to Ablation Procedure

14.

Relationship to Ablation Therapy (Procedure) - Complete only if you responded Yes to question 11 a Entry

14.a | Relationship to Ablation Therapy (Procedure) |Pulldown List 7 v]] (cabana_pivedd:AESAEI2.AERELPRO)

CABANA_PIV Production eCRF _ Release 7.0 _ 28-Jul-2017

http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0 7128/2017



http://im46ad01.dcri.int/cabana_pivdev1/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdev1&SP=&AS=59391&CP=65535&FP=0&RSV=0

Anno

tated Trial Design

Provide PI rationale (cabana_pivcdd:AESAEI2.AERP1CM)

A100

15.

Relation to Ablation Catheter

Relationship to Ablation Therapy (Ablation Catheter) - Complete only if you responded Yes to question 11 b Entry

15.a

Relationship to Ablation Therapy (Ablation Catheter)

Pulldown List 8 + | (cabana_pivcdd:AESAEI3.AERELCAT)

Catheter list | pulldown List 9 + | (cabana_pivcdd:AESAEI3.AERDEDEF)
Lot #| As0 (cabana_pivcdd:AESAEI3.AELOT1)
(cabana_pivcdd:AESAEI3.AERDE1)

Device failure or malfunction

[o1 ) No

[1] OYes

Provide Pl rationale 5409 (cabana_pivcdd:AESAEI3.AERDECM1)

Adverse Event (continued)

16.

17.

18.

19.

Was this a serious event?

Provide any relevant medical/surgical history

Were there any laboratory/diagnostic tests associated with the event?

Date

(cabana_pivcdd:AESAE.SAEVNT)
[01 O No, Please check None for questions 17 & 18
[1] © vYes
(cabana_pivcdd:AESAE.AESERO1)
[1] []Death
(cabana_pivcdd:AESAE.AESERO2)
[1] [Life threatening
(cabana_pivedd:AESAE.AESER03)
[1] [JRequired or prolonged hospitalization (as defined by study protocol)
(cabana_pivcdd:AESAE.AESER04)
[1] [JResulted in a persistent or significant disability/incapacity
(cabana_pivcdd:AESAE.AESERO5)
[1] [JCongenital anomaly/ birth defect
(cabana_pivcdd:AESAE.AESERO6)
[1] [JOther significant event requiring medical or surgical intervention to prevent one of the outcomes listed above
(cabana_pivedd:AESAE.SAEMSH)
o1 () None
[1] O Relevant Medical/Surgical History
A250

(cabana_pivcdd:AESAE.AEAMSHST)

(cabana_pivcdd:AESAE.SAELAB)
[0] ) None
[1] ©Yes, (Please Complete Lab or Diagnostic test Results Add Entry Section)

Test Result Unit

Normal
range

Page 148 of 164

Lab or Diagnostic Test Results Entry

19.a | Date: Req/Unk |~/ / |Req/Unk | / |Req/Unk +| (2009-2020) (cabana_pivcdd:AESAEI4.SAELBDT)
Reqg/Unk |+ Req/Unk % | 24-hour clock
19.b | Test: A40 (cabana_pivcdd:AESAEI4.SAELBTST)
19.c | Result: AL00 (cabana_pivcdd: AESAEI4.SAELBRSL)
19.d | Unit: (cabana_pivcdd:AESAEI4.SAELABUN)
[11 O ag0 (cabana_pivcdd:AESAEI4.SAELBUNT)
[97] 2 Not Applicable
19.e [ Normal range: (cabana_pivcdd:AESAEI4.SAELABNM)

[1] ©| a2ss (cabana_pivcdd:AESAEI4.SAELBNML)

[97] CNot Applicable

Event Summary
20.” | Initial (presenting) signs and symptoms A500 (cabana_pivcdd:AESAE.AESYM)
21.% | What interventions/actions/diagnostic procedures/tests were used to (cabana_pivcdd:AESAE.AEACT)
s s A800
identify and treat the event
22.* | Subjects response to treatment A500 (cabana_pivcdd:AESAE.AETRS)
23.” | The subjects condition when the event resolved/ stabilized/ or resolved

with sequelae

‘ A500 ‘ (cabana_pivcdd:AESAE.AECND)
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24.* | How was that determined? A500 (cabana_pivcdd: AESAE.AEHWD)

25.% | Pl opinion of other possible causes of the event (preexisting conditions, A500 (cabana_pivcdd:AESAE.AEPIO)
concomitant medications, etc)

Pl verification section

26.” | Person verifying form ‘ASO ‘ (cabana_pivcdd:AESAE.AENTRY)

27.% | Phone number ‘A30 ‘ (cabana_pivcdd:AESAE.AEPHON)

28.% | Fax number ‘A3O ‘ (cabana_pivcdd:AESAE.AEFAX)

29.™ | PI verification (cabana_pivcdd:AESAE.AEPISIG)

30.

Verification Date and Time

o1 ()No
11 (O By selecting, | verify that this SAE report form accurately displays the results of the examination, tests, evaluation and treatments
noted within.

‘Reqz| / ‘Reqﬂ / ‘Reqz (2009-2020) (cabana_pivedd:AESAE.AEVRDTM)
‘Reqﬂ : ‘Req Z| 24-hour clock

Serio

us Adverse Event Tracking Page

31"

32"

33."

34.

35.

36.

37.

38."

Unique ID

Was SAE sent to NIH?

Was SAE sent to FDA?

Was SAE sent to sponsor?

Is this SAE linked to another SAE?

Was the site notifed to send a Voluntary MedWatch (Drug)?

Medical Review Outcome

SAE case closed?

AESAE Number‘ A30 (cabana_pivcdd: AESAE.SAETRKID)

(cabana_pivcdd:AESAE.SAENIH)
[97] O Not Applicable
[1] O Yes, Provide date
|Req|v] / |Req[] / |Req|¥] (2009-2020) (cabana_pivedd:AESAE.SAENIHDT)

(cabana_pivcdd:AESAE.SAEFDA)
[97] (& Not Applicable
[1] O Yes, Provide date
‘Reqz / ‘Reqz / ‘Reqz (2009-2020) (cabana_pivcdd: AESAE.SAEFDADT)

(cabana_pivcdd:AESAE.SAESPN)
971 () Not Applicable
[1] O Yes, Provide date

‘Rqu / ‘Reqz| / ‘Reqﬂ (2009-2020) (cabana_pivedd:AESAE.SAESPNDT)

(cabana_pivcdd:AESAE.SAESAE)

[97] () Not Applicable

[1] © Yes, Enter unique ID (for other SAE) (cabana_pivcdd:AESAE.SAELINK)
| As0 |

(cabana_pivcdd:AESAE.SAEMW)
[01 () No
[11 () Yes, Provide date
|Req [v] / |Req || / |Req|+| (2009-2020) (cabana_pivedd:AESAE.SAEMWDT)

[97] (O Not Applicable

(cabana_pivcdd:AESAE.MROUTCM)

[1] O Initial Review

[21 ) Medically Relevant data has been changed which will require a re-review for (check all that apply)
(cabana_pivcdd:AESAE.MRDRUG)
[1] []Relationship to Drug

(cabana_pivcdd:AESAE.MRABLPRO)
[1] [[JRelationship to Ablation Therapy (Procedure)

(cabana_pivcdd:AESAE.MRABLCAT)
[1] [JRelationship to Ablation Therapy (Ablation Catheter)

(cabana_pivcdd:AESAE.MRNEWEVT)
[1] []New Event Data

[3] O Does not require medical monitor re-review

(cabana_pivedd: AESAE.SAECLSD)

o1 () No

[1] O Yes ‘Rqu / ‘Reqﬂ / ‘Rqu (2009-2020) (cabana_pivcdd:AESAE.SAECLODT)

Medical Monitor Assessment
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39.* | Verbatim term ‘ A100 ‘ (cabana_pivcdd:AESAE.MDVERB)
40.* | MedDRA Lower Level Term ‘ A40 ‘ (cabana_pivcdd:AESAE.MDMDRA)  Medra ‘All ‘ (cabana_pivcdd:AESAE.MDMDRANU)
code
number
41.* | MedDRA Preferred Term ‘ A40 (cabana_pivcdd:AESAE.MDPREF)  Medra code ‘All ‘ (cabana_pivcdd:AESAE.MDPREFNU)
number
Assess Relationship to Drug Therapy Review Event Causal Causality Event Term [Comments
Relationship Assessment Assessment
I I I I I
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42.

Page 150 of 164

Relationship to CABANA approved rate or rhythm control Drug - Medical Monitor Assessment Entry

42.a" | Medical Monitor Assessment of Relationship to CABANA approved rate or rhythm control drug?

42.b" | Review

42.c" |Event

42.d" | Causal Relationship

42" | Causality Assessment

42.f | Event Term Assessment

(cabana_pivedd:AESAEI5.MMARDRGT)
[1] ©Drug: Pulidown List 10 |+ (cabana_pivcdd:AESAEI5.MMSDDRUG)

[98] () other Specify | A30 (cabana_pivcdd:AESAEIS.MMDRGOTH)

Pulldown List 11 |+ (cabana_pivcdd:AESAEI5.MMSDREV)

(cabana_pivedd:AESAEI5.MMSDEVNT)
[1] ©Anticipated
[2] © Unanticipated

(cabana_pivcdd:AESAEI5.MMSDRELA)
[5] O Notrelated

[4] () Probably not related
[3] () Possibly related

[2] CProbably related

[1] © Definitely related

(cabana_pivcdd:AESAEI5.MMSDCAUS)
[1] (1 agree with the causality

[21 (1 disagree with the causality

(cabana_pivcdd:AESAEI5.MMSDTERM)
[1] ! agree with the event term

[2] ! disagree with the event term

42.g™ | Comments

A500

(cabana_pivcdd:AESAEI5.MDCOMM)

Review Event

43.

Causal Causality
Relationship Assessment Assessment

Event Term Comments

Relationship to Ablation Therapy (Procedure) - Medical Monitor Assessment
Medical Monitor Assessement of Relationship to Ablation Therapy Entry

43.3" | Review

43.p" [Event

43.¢" | Causal Relationship

43.d" | Causality Assessment

43.¢" | Event Term Assessment

Pulldown List 12 |+ (cabana_pivcdd:AESAEI6.MMABREV)

(cabana_pivcdd:AESAEI6.MMABEVNT)
[1] O Anticipated
[2] ©Unanticipated

(cabana_pivcdd:AESAEI6.MMABRELA)
[5] (Not related

[4] (Z) Probably not related
[3] (Possibly related

[2] CProbably related

1] () Definitely related

(cabana_pivcdd:AESAEI6.MMABCAUS)
1] (1 agree with the causality

21 (71 disagree with the causality

(cabana_pivcdd:AESAEI6.MMABTERM)
[1] 1 agree with the event term

[2] O disagree with the event term

43.f° | Comments

A500

(cabana_pivcdd:AESAEI6.MMABCOMM)

Relationship to (Ablation Catheter) Review

44,

Event Causal

Relationship Assessment Assessment

Causality Event Term |Comments

Relationship to Ablation Therapy (Ablation Catheter) - Medical Monitor Assessment Entry

44.3" | Medical Monitor Relationship to Ablation Therapy (Ablation Catheter)

44.p"* | Review

44.c* |Event

44.d" | Causal Relationship

Catheter List: | pulldown List 13|+ (cabana_pivcdd:AESAEI7.MMCATHER)

Pulldown List 14 |+| (cabana_pivcdd:AESAEI7.MMCAREV)

(cabana_pivcdd:AESAEI7.MMCAEVNT)
[1] ©Anticipated
[2] Unanticipated

(cabana_pivedd:AESAEI7.MMCARELA)
[5] Not related

[4] CProbably not related

[3] Possibly related

[2] Probably related

[1] © Definitely related
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44.¢" | Causality Assessment (cabana_pivcdd:AESAEI7.MMCACAUS)
[11 (1 agree with the causality
[2] ! disagree with the causality
44.f° | Event Term Assessment (cabana_pivedd:AESAEI7.MMCATERM)
[1] ©1 agree with the event term
[21 (1 disagree with the event term
44_9* Comments A500 (cabana_pivcdd:AESAEI7.MMCACOMM)
Medical Monitor Global Assessment
45, | Assessment A500 (cabana_pivcdd:AESAE.MMGLOBCM)
T Medical Monitor evaluating form Medical Monitor evaluation Evaluation
Date and
Time
46, |
Medical Monitor Evaluation section Entry
46.a" | Medical Monitor evaluating form ‘ A30 ‘ (cabana_pivcdd: AESAEIS.MMNAME)
46.b™ | Medical Monitor evaluation (cabana_pivcdd:AESAEI8.MMVERIF)
[1] [IBy supplying my password and clicking the switch marked submit below, I confirm that I have reviewed the causality
and expectedness of this case. | confirm that all the data by me is complete and accurate to the best of my knowledge.
46.c™ | Evaluation Date and Time ‘Reqz / ‘Reqﬂ / ‘Reqz (2009-2020) (cabana_pivedd:AESAEI8.MMVRDTM)
‘Reqz : ‘Reqz 24-hour clock
* Item is not required
Item Design Notes:
Item No. | Design Note
5. This is an item used internally to indicate the current AESAE record. The associated control FLAGCURR will not be included in the CDD.
Pulldown List 1:
RefName | Display Text Value | Design Note
ieVISITO1 | Baseline 1
ieVISITO2 | Month 3 2
ieVISITO3 | Month 6 3
ieVISITO4 | Month 12 4
ieVISITO5 | Month 18 5
ieVISITO6 | Month 24 6
ieVISITO7 | Month 30 7
ieVISITO8 | Month 36 8
ieVISITO9 | Month 42 9
ieVISIT10 [ Month 48 10
ieVISIT11 [ Month 54 11
ieVISIT12 | Month 60 12
ieVISIT13 [ Month 66 13
ieVISIT14 [ Month 72 14
ieVISIT15 [ Month 78 15
ieVISIT16 | Month 84 16
ieVISIT17 [ Month 90 17
ieVISIT18 [ Month 96 18
Pulldown List 2:
RefName Display Text Value Design Note
SeAELITO1 CV Air embolism CV Air embolism
SeAELIT02 CV Bradycardia CV Bradycardia
SeAELIT97 CV Cardiac Arrest CV Cardiac Arrest
SeAELITO3 CV Cardiac thromboembolic event CV Cardiac thromboembolic event

|
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SeAELIT104_Fix15

SeAELIT18

seAELIT19

SeAELIT20

SseAELIT21

SeAELIT22

SeAELIT23

SeAELIT24

SeAELIT25

SeAELIT26

SeAELIT27

SeAELIT28

seAELIT29

SeAELIT30

SeAELIT31

SeAELIT32

SeAELIT33

SeAELIT34

SeAELIT35

SeAELIT36

SeAELIT37

SeAELIT38

SeAELIT39

SseAELIT40

SeAELIT41

SeAELIT42

SeAELIT43

seAELIT44

SeAELIT99

SeAELIT100

SeAELIT45

seAELIT46

SeAELIT47

SeAELIT102_MTP17

CV Nonsustained VT

CV Myocardial infarction
CV Myocardial perforation
CV Pacemaker damage

CV Pericardial effusion

CV Pericarditis

CV Permanent AV block

CV Prolonged QT

CV Sustained VT

CV Tamponade

CV Torsade des pointes

CV Transient AV block

CV Ventricular fibrillation
ENDO Abnormal liver functions
ENDO Hyperthyroidism
ENDO Hypothyroidism

GEN Allergic reaction (skin rash, SOB)
GEN Bluish / gray skin tone
GEN Fatigue

GEN Photosensitivity

GEN Radiation related cancers
GEN Radiation skin burn
GEN Skin rashes

GEN Temperature elevation
GEN Volume overload

Gl Constipation

Gl Diarrhea

Gl Esophageal atrial fistula
Gl Esophageal disorder

Gl Gastroesophageal reflux
Gl nausea

Gl Poor appetite

Gl Unusual metallic taste

Gl Stomach disorder

seAELITO4 CV Chest pain during energy delivery CV Chest pain during energy delivery
SeAELITO5 CV Clinically relevant AV node dysfunction CV Clinically relevant AV node dysfunction
seAELITO6 CV Clinically relevant sinus node block CV Clinically relevant sinus node block
SeAELITO7 CV Complete AV block CV Complete AV block

seAELITO8 CV Coronary artery dissection CV Coronary artery dissection

SeAELITO9 CV Coronary artery occlusion CV Coronary artery occlusion

seAELIT10 CV Coronary artery spasm CV Coronary artery spasm

seAELIT11 CV Drug related nonsustained VT CV Drug related nonsustained VT
seAELIT12 CV Elevated creatinine phosphokinase (CPK) CV Elevated creatinine phosphokinase (CPK)
SeAELIT13 CV Heart failure CV Heart failure

seAELIT14 CV Heart valve damage CV Heart valve damage

seAELIT15 CV Hypotension CV Hypotension

SeAELIT98 CV Intraventricular conduction delay CV Intraventricular conduction delay
SeAELIT16 CV Ischemia CV Ischemia

SeAELIT17 CV Left ventricular dysfunction CV Left ventricular dysfunction

CV Nonsustained VT

CV Myocardial infarction
CV Myocardial perforation
CV Pacemaker damage

CV Pericardial effusion

CV Pericarditis

CV Permanent AV block

CV Prolonged QT

CV Sustained VT

CV Tamponade

CV Torsade des pointes

CV Transient AV block

CV Ventricular fibrillation
ENDO Abnormal liver functions
ENDO Hyperthyroidism
ENDO Hypothyroidism

GEN Allergic reaction (skin rash, SOB)
GEN Bluish / gray skin tone
GEN Fatigue

GEN Photosensitivity

GEN Radiation related cancers
GEN Radiation skin burn
GEN Skin rashes

GEN Temperature elevation
GEN Volume overload

GI Constipation

Gl Diarrhea

Gl Esophageal atrial fistula
Gl Esophageal disorder

Gl Gastroesophageal reflux
Gl nausea

GI Poor appetite

Gl Unusual metallic taste

Gl Stomach disorder

seAELIT48 Gl Vomiting Gl Vomiting

seAELIT49 GU Impotence GU Impotence
seAELIT50 GU Kidney damage GU Kidney damage
SeAELIT51 GU Renal failure GU Renal failure
seAELIT52 GU Urinary tract infection GU Urinary tract infection
SeAELIT53 ID Infection ID Infection

seAELIT54 ID Sepsis ID Sepsis

SeAELIT55

|
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NEURO Alteration of color vision

NEURO Alteration of color vision

SeAELIT56

SeAELIT57

SeAELIT58

SeAELIT59

SeAELIT60

SeAELIT61

SEeAELIT62

SeAELIT63

SeAELIT64

SeAELIT65

SEeAELIT66

SeAELIT67

SeAELIT68

SeAELIT69

SeAELIT70

SeAELIT71

SeAELIT72

SeAELIT73

SeAELIT101

SeAELIT74

SeAELIT75

SeAELIT76

SeAELIT77

SeAELIT78

SeAELIT79

SeAELIT80

SeAELIT81

SeAELIT82

SeAELIT83

SeAELIT84

SeAELIT85

SeAELIT86

SeAELIT87

SeAELIT88

SeAELIT89

SeAELIT90

SeAELIT91

SeAELIT92

SeAELIT93

SeAELIT94a

SeAELIT95

SeAELIT96

NEURO Blindness

NEURO Blurred / double vision
NEURO Depression

NEURO Deteriorating vision
NEURO Dizziness / light headedness
NEURO Headache

NEURO Pain

NEURO Phrenic nerve damage
NEURO Seizure

NEURO Stroke

NEURO Syncope

NEURO TIA

NEURO Unsteady gait / imbalance
NEURO Vasovagal reaction
NEURO Visual migraine

PUL Asthma exacerbation

PUL Hemothorax

PUL Lung toxicity

PUL Pleuritic chest pain

PUL Pleural effusion

PUL Pneumonia

PUL Pneumothorax

PUL Pulmonary edema

PUL Pulmonary embolism

PUL Pulmonary hypertension
PUL Pulmonary vein damage/dissection
PUL Pulmonary vein stenosis
PUL Pulmonary vein thrombus
PUL Respiratory depression
PUL Shortness of breath

PUL Wheezing

PV A-V fistula

PV Bleeding

PV Bleeding from heparin

PV Bruising / ecchymosis

PV DVT

PV Hematoma

PV Peripheral edema

PV Peripheral thromboembolic event
PV Pseudoaneurysm

PV Thromboembolic event

PV Vessel trauma

NEURO Blindness

NEURO Blurred / double vision
NEURO Depression

NEURO Deteriorating vision
NEURO Dizziness / light headedness
NEURO Headache

NEURO Pain

NEURO Phrenic nerve damage
NEURO Seizure

NEURO Stroke

NEURO Syncope

NEURO TIA

NEURO Unsteady gait / imbalance
NEURO Vasovagal reaction
NEURO Visual migraine

PUL Asthma exacerbation

PUL Hemothorax

PUL Lung toxicity

PUL Pleuritic chest pain

PUL Pleural effusion

PUL Pneumonia

PUL Pneumothorax

PUL Pulmonary edema

PUL Pulmonary embolism

PUL Pulmonary hypertension
PUL Pulmonary vein damage/dissection
PUL Pulmonary vein stenosis
PUL Pulmonary vein thrombus
PUL Respiratory depression
PUL Shortness of breath

PUL Wheezing

PV A-V fistula

PV Bleeding

PV Bleeding from heparin

PV Bruising / ecchymosis

PV DVT

PV Hematoma

PV Peripheral edema

PV Peripheral thromboembolic event
PV Pseudoaneurysm

PV Thromboembolic event

PV Vessel trauma

SeAELIT103_MTP17

Congenital Persistent PFO/latrogenic ASD

Congenital Persistent PFO/latrogenic ASD

Pulldown List 3:

RefName |Display Text Value | Design Note
ieAEOUTOL1 | Resolved 1
ieAEOUTO2 | Resolved with sequelae 2
ieAEOUTO3 | Unresolved and/or ongoing 3
ieAEOUTO4 | Death 4
ieAEOUTOS | Unknown 99

Pulldown List 4:

RefName | Display Text Value |Design Note

ieAEINTO1 | Mild

1
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‘ieAEINTOZ Moderate 2
‘IeAEINTO3 Severe 3

Pulldown List 5:

RefName | Display Text Value | Design Note

ieAEREL1 | Definitely Related 1

ieAEREL2 |Probably Related 2

ieAEREL3 | Possibly Related 3

ieAEREL4 |Probably Not Related 4

ieAERELS | Not Related 5

Pulldown List 6:

RefName Display Text Value | Design Note
ieAEMEDO1 Acebutolol (Sectral) -Rate Control - Beta Blocker 1
ieAEMEDO2 Amiodarone (Cordarone, Pacerone) - Antiarrhythmics 2
ieAEMEDO3 Atenolol (Tenormin) - Rate Control- Beta BLocker 3
ieAEMEDO4 Bisoprolol (Monocor) - Rate Control - Beta Blocker 4
ieAEMEDO5 Carvedilol (Coreg) - Rate Control - Beta Blocker 5
ieAEMEDO6 Digoxin (Lanoxin) - Rate Control 6
ieAEMEDO7 Diltiazem (Cardiazem, Dilacor) - Rate Control - Calcium Blocker 7
ieAEMEDOS Dofetilide (Tikosyn) - Antiarrhythmics 8
ieAEMEDO9 Dronedarone (Multaq) - Antiarrhythmics 9
ieAEMED10 Flecainide (Tambocor) - Antiarrhythmics 10
ieAEMED11 Metoprolol (Toprol) - Rate Control - Beta Blocker 11
ieAEMED12 Nebivolol (Bystolic) - Rate Control - Beta Blocker 12
ieAEMED18_MTP17 | Pilsicainide - Antiarrhythmics 18
ieAEMED13 Propafenone (Rythmol) - Antiarrhythmics 13
ieAEMED14 Propanolol (Inderal) - Rate Control - Beta Blocker 14
ieAEMED15 Quinidine (Quinaglute, Quinidex) - Antiarrhythmics 15
ieAEMED16 Sotalol (Betapace) - Antiarrhythmics 16
ieAEMED17 Verapamil (Calan, Isopotin, Verelan) - Rate Control - Calcium Blocker 17
Pulldown List 7:

RefName | Display Text Value | Design Note

ieAEREL1 | Definitely Related 1

ieAEREL2 |Probably Related 2

ieAEREL3 | Possibly Related 3

ieAEREL4 |Probably Not Related 4

ieAERELS | Not Related 5

Pulldown List 8:

RefName | Display Text Value | Design Note

ieAEREL1 | Definitely Related 1

ieAEREL2 |Probably Related 2

ieAEREL3 |Possibly Related 3

ieAEREL4 |Probably Not Related 4

ieAEREL5 | Not Related 5

Pulldown List 9:

RefName Display Text Value | Design Note
ieABCATYP_01_MTP17 [ Bard__Stinger__4mm 1
ieABCATYP_02_MTP17 | Bard__Stinger S__4mm 2
ieABCATYP_03_MTP17 | Bard__Stinger SM__4mm 3
ieABCATYP_04_MTP17 |Bard__Stinger M__5 mm 4
ieABCATYP_O5_MTP17 [ Bard__Stinger S__5mm 5
ieABCATYP_06_MTP17 [ Bard__Stinger SM__5 mm 6
ieABCATYP_07_MTP17 | Biosense Webster__ CELSIUS Long Reach__7F/4-5mm 7
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Annotated Trial Design

ieABCATYP_08_MTP17 | Biosense Webster__ CELSIUS Long Reach__8F/4-5mm 8
ieABCATYP_09_MTP17 | Biosense Webster__ CELSIUS Braided Tip__7F/4-5mm 9
ieABCATYP_10_MTP17 | Biosense Webster__ CELSIUS Braided Tip__8F/4-5mm 10
ieABCATYP_11_MTP17 | Biosense Webster__ CELSIUS RMT__7F/4mm 11
ieABCATYP_12_MTP17 | Biosense Webster__ NaviStar__ 7F/4mm 12
ieABCATYP_13_MTP17 | Biosense Webster__NaviStar DS__7F/8mm 13
ieABCATYP_14_MTP17 | Biosense Webster__ NaviStar RMT__ 7F/4mm 14
ieABCATYP_15_MTP17 | Biosense Webster__ NaviStar RMT__7F/8mm 15
ieABCATYP_16_MTP17 | Biosense Webster__ NaviStar Thermo-Cool__7.5F/3.5mm 16
ieABCATYP_67_MTP17 | Biosense Webster__ ThermoCool SF__8F/3.5mm 67
ieABCATYP_70_Fix15 [Biosense Webster Thermocool Smarttouch 70
ieABCATYP_17_MTP17 | Boston Scientific__Blazer Il RF__7F/4mm 17
ieABCATYP_18_MTP17 | Boston Scientific__Blazer 11 XP__8F/8mm 18
ieABCATYP_19_MTP17 | Boston Scientific__Blazer RPM__8F/5mm 19
ieABCATYP_20_MTP17 | Boston Scientific__Chilli 1l Cooled__7F/4mm 20
ieABCATYP_21_MTP17 | Boston Scientific__Chilli Il Standard__7.5F 21
ieABCATYP_22_MTP17 | Boston Scientific__Chilli Il Large__7.5F 22
ieABCATYP_23_MTP17 | Boston Scientific__Chilli 1l Asymmetric__7.5F 23
ieABCATYP_24_MTP17 | Boston Scientific__StereoCath__7F/4mm 24
ieABCATYP_25_MTP17 [ Medtronic__ CryoCath LP Freezor 1__7F/4mm 25
ieABCATYP_26_MTP17 | Medtronic__CryoCath LP Freezor 3__7F/4mm 26
ieABCATYP_27_MTP17 [ Medtronic__ CryoCath LP Freezor 5__7F/4mm 27
ieABCATYP_28_MTP17 | Medtronic__CryoCath LP Freezor MAX 3__9F/8mm 28
ieABCATYP_29_MTP17 [ Medtronic__ CryoCath LP Freezor MAX 5__9F/8mm 29
ieABCATYP_61_MTP17 [ Medtronic__CryoCath LP Balloon Model 2AF282 61
ieABCATYP_62_MTP17 [ Medtronic__ CryoCath LP Balloon Model 2AF232 62
ieABCATYP_30_MTP17 | Medtronic__CryoCath LP Freezor Xtra 1__7F/6mm 30
ieABCATYP_31_MTP17 [ Medtronic__ CryoCath LP Freezor Xtra 3__7F/6mm 31
ieABCATYP_32_MTP17 | Medtronic__CryoCath LP Freezor Xtra 5__7F/6mm 32
ieABCATYP_68_MTP17 [ Medtronic__ Cardiac Ablation System__9F/3mm 68
ieABCATYP_33_MTP17 | St. Jude Medical__Livewire TC XLS Large Curl__7F/4mm 33
ieABCATYP_34_MTP17 | St. Jude Medical__Livewire TC XLS Large Curl__7F/5mm 34
ieABCATYP_35_MTP17 [ St. Jude Medical__Livewire TC XLS Large Sweep__7F/4mm 35
ieABCATYP_36_MTP17 | St. Jude Medical__Livewire TC XLS Large Sweep__7F/5mm 36
ieABCATYP_37_MTP17 | St. Jude Medical__Livewire TC XLS Medium Curl__7F/4mm 37
ieABCATYP_38_MTP17 | St. Jude Medical__Livewire TC XLS Medium Curl__7F/5mm 38
ieABCATYP_39_MTP17 | St. Jude Medical__Livewire TC XLS Medium Sweep__7F/4mm 39
ieABCATYP_40_MTP17 | St. Jude Medical__Livewire TC XLS Medium Sweep__7F/5mm 40
ieABCATYP_41_MTP17 [ St. Jude Medical__Safire Sm/Med/Lg Curl__7F/4mm 41
ieABCATYP_42_MTP17 | St. Jude Medical__Safire Sm/Med/Lg Curl__7F/5mm 42
ieABCATYP_43_MTP17 | St. Jude Medical__Safire Sm/Med/Lg Sweep__7F/4mm 43
ieABCATYP_44_MTP17 | St. Jude Medical__Safire Sm/Med/Lg Sweep__7F/5mm 44
ieABCATYP_69_Fix15 [St. Jude Medical TactiCath Quartz 69
ieABCATYP_63_MTP17 [ St. Jude Medical Therapy__Cool-Flex Medium Curve__7F/4mm 63
ieABCATYP_64_MTP17 [ St. Jude Medical Therapy__ Cool-Flex Large Curve__7F/4mm 64
ieABCATYP_65_MTP17 [ St. Jude Medical Therapy__Cool-Flex X-Large Curve__7F/4mm 65
ieABCATYP_66_MTP17 [ St. Jude Medical Therapy__Cool-Flex L1 Curve__7F/4mm 66
ieABCATYP_45_MTP17 | St. Jude Medical Therapy__Dual 8 Small__7F/8mm 45
ieABCATYP_46_MTP17 | St. Jude Medical Therapy__Dual 8 Medium__7F/8mm 46
ieABCATYP_47_MTP17 | St. Jude Medical Therapy__Dual 8 Large__7F/8mm 47
ieABCATYP_48_MTP17 | St. Jude Medical Therapy__Dual 8 X-Large__7F/8mm 48
ieABCATYP_49_MTP17 | St. Jude Medical Therapy__Dual 8 Extended__7F/8mm 49
ieABCATYP_50_MTP17 | St. Jude Medical Therapy__Dual 8 Far Reach__7F/8mm 50
ieABCATYP_51_MTP17 [ St. Jude Medical Therapy__Thermocouple Small__7F/4mm 51
ieABCATYP_52_MTP17 [ St. Jude Medical Therapy__ Thermocouple Medium__7F/4mm 52
ieABCATYP_53_MTP17 [ St. Jude Medical Therapy__Thermocouple Large__7F/4mm 53

ieABCATYP 54 MTP17

|
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St. Jude Medical Therapy__Thermocouple X-Large__ 7F/4mm 54
ieABCATYP_55_MTP17 | St. Jude Medical Therapy__Thermocouple Extended__7F/4mm 55
ieABCATYP_56_MTP17 | St. Jude Medical Therapy__Thermocouple Far Reach__7F/4mm 56
ieABCATYP_57_MTP17 | St. Jude Medical Therapy__Cool Path Med Curve__7F/5mm 57
ieABCATYP_58_MTP17 | St. Jude Medical Therapy__ Cool Path Large Curve__7F/5mm 58
ieABCATYP_59_MTP17 | St. Jude Medical Therapy__Cool Path X-Large Med Curve__7F/5mm 59
ieABCATYP_60_MTP17 [ St. Jude Medical Therapy__ Cool Path Flutter Curve__7F/5mm 60

Pulldown List 10:

RefName Display Text Value | Design Note
ieAEMEDO1 Acebutolol (Sectral) -Rate Control - Beta Blocker 1
ieAEMEDO2 Amiodarone (Cordarone, Pacerone) - Antiarrhythmics 2
ieAEMEDO3 Atenolol (Tenormin) - Rate Control- Beta BLocker 3
ieAEMEDO4 Bisoprolol (Monocor) - Rate Control - Beta Blocker 4
ieAEMEDO5 Carvedilol (Coreg) - Rate Control - Beta Blocker 5
ieAEMEDO6 Digoxin (Lanoxin) - Rate Control 6
ieAEMEDO7 Diltiazem (Cardiazem, Dilacor) - Rate Control - Calcium Blocker 7
ieAEMEDO8 Dofetilide (Tikosyn) - Antiarrhythmics 8
ieAEMEDO9 Dronedarone (Multaq) - Antiarrhythmics 9
ieAEMED10 Flecainide (Tambocor) - Antiarrhythmics 10
ieAEMED11 Metoprolol (Toprol) - Rate Control - Beta Blocker 11
ieAEMED12 Nebivolol (Bystolic) - Rate Control - Beta Blocker 12
ieAEMED18_MTP17 | Pilsicainide - Antiarrhythmics 18
ieAEMED13 Propafenone (Rythmol) - Antiarrhythmics 13
ieAEMED14 Propanolol (Inderal) - Rate Control - Beta Blocker 14
ieAEMED15 Quinidine (Quinaglute, Quinidex) - Antiarrhythmics 15
ieAEMED16 Sotalol (Betapace) - Antiarrhythmics 16
ieAEMED17 Verapamil (Calan, Isopotin, Verelan) - Rate Control - Calcium Blocker 17

Pulldown List 11:

RefName |Display Text Value |Design Note

ieREVIEWO1 | 1st Review
ieREVIEWO02 | 2nd Review
ieREVIEWO3 | 3rd Review
ieREVIEWO04 | 4th Review
ieREVIEWO5 | 5th Review
ieREVIEWOE6 | 6th review
ieREVIEWO7 | 7th Review
ieREVIEWO08 | 8th Review
ieREVIEWO09 | 9th Review

© ® N O O A W N R

ieREVIEW10 | 10th Review 10

Pulldown List 12:

RefName Display Text Value |Design Note

ieREVIEWOL1 | 1st Review
ieREVIEWO02 | 2nd Review
ieREVIEWO03 | 3rd Review
ieREVIEWO04 | 4th Review
ieREVIEWOS | 5th Review
ieREVIEWOE6 | 6th review
ieREVIEWO7 | 7th Review
ieREVIEWO08 | 8th Review
ieREVIEWO09 | 9th Review

© ® N O O A W N R

ieREVIEW10 | 10th Review | 10

Pulldown List 13:

RefName

Value | Design Note

|Display Text
T
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ieABCATYP_01_MTP17 [ Bard__Stinger__4mm 1
ieABCATYP_02_MTP17 |Bard__Stinger S__4mm 2
ieABCATYP_03_MTP17 | Bard__Stinger SM__4mm 3
ieABCATYP_04_MTP17 |Bard__Stinger M__5 mm 4
ieABCATYP_O5_MTP17 [ Bard__Stinger S__5mm 5
ieABCATYP_06_MTP17 | Bard__Stinger SM__5 mm 6
ieABCATYP_07_MTP17 | Biosense Webster__ CELSIUS Long Reach__7F/4-5mm 7
ieABCATYP_08_MTP17 | Biosense Webster__ CELSIUS Long Reach__8F/4-5mm 8
ieABCATYP_09_MTP17 | Biosense Webster__ CELSIUS Braided Tip__7F/4-5mm 9
ieABCATYP_10_MTP17 | Biosense Webster__ CELSIUS Braided Tip__8F/4-5mm 10
ieABCATYP_11_MTP17 | Biosense Webster__ CELSIUS RMT__ 7F/4mm 11
ieABCATYP_12_MTP17 | Biosense Webster__ NaviStar__ 7F/4mm 12
ieABCATYP_13_MTP17 | Biosense Webster__ NaviStar DS__7F/8mm 13
ieABCATYP_14_MTP17 | Biosense Webster__ NaviStar RMT__ 7F/4mm 14
ieABCATYP_15_MTP17 | Biosense Webster__NaviStar RMT__7F/8mm 15
ieABCATYP_16_MTP17 | Biosense Webster__ NaviStar Thermo-Cool__7.5F/3.5mm 16
ieABCATYP_67_MTP17 | Biosense Webster__ThermoCool SF__8F/3.5mm 67
ieABCATYP_70_Fix15 [Biosense Webster Thermocool Smarttouch 70
ieABCATYP_17_MTP17 | Boston Scientific__Blazer Il RF__7F/4mm 17
ieABCATYP_18_MTP17 | Boston Scientific__Blazer Il XP__8F/8mm 18
ieABCATYP_19_MTP17 | Boston Scientific__Blazer RPM__8F/5mm 19
ieABCATYP_20_MTP17 | Boston Scientific__Chilli 11 Cooled__7F/4mm 20
ieABCATYP_21_MTP17 | Boston Scientific__Chilli Il Standard__7.5F 21
ieABCATYP_22_MTP17 | Boston Scientific__Chilli 1l Large__7.5F 22
ieABCATYP_23_MTP17 | Boston Scientific__Chilli Il Asymmetric__7.5F 23
ieABCATYP_24_MTP17 | Boston Scientific__StereoCath__7F/4mm 24
ieABCATYP_25_MTP17 | Medtronic__CryoCath LP Freezor 1__7F/4mm 25
ieABCATYP_26_MTP17 [ Medtronic__ CryoCath LP Freezor 3__7F/4mm 26
ieABCATYP_27_MTP17 | Medtronic__CryoCath LP Freezor 5__7F/4mm 27
ieABCATYP_28_MTP17 [ Medtronic__ CryoCath LP Freezor MAX 3__9F/8mm 28
ieABCATYP_29_MTP17 | Medtronic__CryoCath LP Freezor MAX 5__9F/8mm 29
ieABCATYP_61_MTP17 [ Medtronic__CryoCath LP Balloon Model 2AF282 61
ieABCATYP_62_MTP17 [ Medtronic__ CryoCath LP Balloon Model 2AF232 62
ieABCATYP_30_MTP17 [ Medtronic__CryoCath LP Freezor Xtra 1__7F/6mm 30
ieABCATYP_31_MTP17 [ Medtronic__ CryoCath LP Freezor Xtra 3__7F/6mm 31
ieABCATYP_32_MTP17 | Medtronic__CryoCath LP Freezor Xtra 5__7F/6mm 32
ieABCATYP_68_MTP17 [ Medtronic__ Cardiac Ablation System__9F/3mm 68
ieABCATYP_33_MTP17 | St. Jude Medical__Livewire TC XLS Large Curl__7F/4mm 33
ieABCATYP_34_MTP17 | St. Jude Medical__Livewire TC XLS Large Curl__7F/5mm 34
ieABCATYP_35_MTP17 | St. Jude Medical__Livewire TC XLS Large Sweep__7F/4mm 35
ieABCATYP_36_MTP17 | St. Jude Medical__Livewire TC XLS Large Sweep__7F/5mm 36
ieABCATYP_37_MTP17 | St. Jude Medical__Livewire TC XLS Medium Curl__7F/4mm 37
ieABCATYP_38_MTP17 | St. Jude Medical__Livewire TC XLS Medium Curl__7F/5mm 38
ieABCATYP_39_MTP17 | St. Jude Medical__Livewire TC XLS Medium Sweep__7F/4mm 39
ieABCATYP_40_MTP17 | St. Jude Medical__Livewire TC XLS Medium Sweep__7F/5mm 40
ieABCATYP_41_MTP17 | St. Jude Medical__Safire Sm/Med/Lg Curl__7F/4mm 41
ieABCATYP_42_MTP17 [ St. Jude Medical__Safire Sm/Med/Lg Curl__7F/5mm 42
ieABCATYP_43_MTP17 | St. Jude Medical__Safire Sm/Med/Lg Sweep__7F/4mm 43
ieABCATYP_44_MTP17 | St. Jude Medical__Safire Sm/Med/Lg Sweep__7F/5mm 44
ieABCATYP_69_Fix15 [St. Jude Medical TactiCath Quartz 69
ieABCATYP_63_MTP17 [ St. Jude Medical Therapy__ Cool-Flex Medium Curve__7F/4mm 63
ieABCATYP_64_MTP17 [ St. Jude Medical Therapy__Cool-Flex Large Curve__7F/4mm 64
ieABCATYP_65_MTP17 [ St. Jude Medical Therapy__ Cool-Flex X-Large Curve__7F/4mm 65
ieABCATYP_66_MTP17 [ St. Jude Medical Therapy__Cool-Flex L1 Curve__7F/4mm 66
ieABCATYP_45_MTP17 | St. Jude Medical Therapy__Dual 8 Small__7F/8mm 45
ieABCATYP_46_MTP17 | St. Jude Medical Therapy__Dual 8 Medium__7F/8mm 46

ieABCATYP 47 MTP17
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St. Jude Medical Therapy__Dual 8 Large__7F/8mm 47
ieABCATYP_48_MTP17 | St. Jude Medical Therapy__Dual 8 X-Large__7F/8mm 48
ieABCATYP_49_MTP17 [ St. Jude Medical Therapy__Dual 8 Extended__7F/8mm 49
ieABCATYP_50_MTP17 | St. Jude Medical Therapy__Dual 8 Far Reach__7F/8mm 50
ieABCATYP_51_MTP17 [ St. Jude Medical Therapy__Thermocouple Small__7F/4mm 51
ieABCATYP_52_MTP17 | St. Jude Medical Therapy__Thermocouple Medium__7F/4mm 52
ieABCATYP_53_MTP17 [ St. Jude Medical Therapy__Thermocouple Large__7F/4mm 53
ieABCATYP_54_MTP17 | St. Jude Medical Therapy__Thermocouple X-Large__7F/4mm 54
ieABCATYP_55_MTP17 [ St. Jude Medical Therapy__Thermocouple Extended__7F/4mm 55
ieABCATYP_56_MTP17 | St. Jude Medical Therapy__Thermocouple Far Reach__7F/4mm 56
ieABCATYP_57_MTP17 | St. Jude Medical Therapy__Cool Path Med Curve__7F/5mm 57
ieABCATYP_58_MTP17 | St. Jude Medical Therapy__ Cool Path Large Curve__7F/5mm 58
ieABCATYP_59_MTP17 [ St. Jude Medical Therapy__ Cool Path X-Large Med Curve__7F/5mm 59
ieABCATYP_60_MTP17 [ St. Jude Medical Therapy__ Cool Path Flutter Curve__7F/5mm 60

Pulldown List 14:

Page 158 of 164

RefName Display Text Value |Design Note

ieREVIEWO1 | 1st Review 1

ieREVIEW02 | 2nd Review 2

ieREVIEWO3 | 3rd Review 3

ieREVIEWO04 | 4th Review 4

ieREVIEWO5 | 5th Review 5

ieREVIEWO0E6 | 6th review 6

ieREVIEWO7 | 7th Review 7

ieREVIEWO08 | 8th Review 8

ieREVIEWO09 | 9th Review 9

ieREVIEW10 | 10th Review 10

CDD: cabana_pivcdd Table: AESAE Key Type: PATIENTVISIT

Column Name | Column Data Type Design Note

AEVISIT NUMERIC - 1, 2, 3, 4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18

AEUNIQUE STRING(30) - A30

AELITTXT NUMERIC

AELITOTR STRING(100) - A100

AEBGUNK NUMERIC

STDYENDY NUMERIC

AEOUT1 NUMERIC - 1, 2, 3, 4, 99

AEENDPT NUMERIC

AELIT STRING(100) - CV Air embolism, CV Bradycardia, CV Cardiac Arrest, CV Cardiac thromboembolic event, CV Chest pain during energy delivery, CV Clinically relevant AV node dysfunction, CV Clinically relevant sinus node block, CV Complete AV block, CV
Coronary artery dissection, CV Coronary artery occlusion, CV Coronary artery spasm, CV Drug related nonsustained VT, CV Elevated creatinine phosphokinase (CPK), CV Heart failure, CV Heart valve damage, CV Hypotension, CV Intraventricular conduction
delay, CV Ischemia, CV Left ventricular dysfunction, CV Nonsustained VT, CV Myocardial infarction, CV Myocardial perforation, CV Pacemaker damage, CV Pericardial effusion, CV Pericarditis, CV Permanent AV block, CV Prolonged QT, CV Sustained VT, CV
Tamponade, CV Torsade des pointes, CV Transient AV block, CV Ventricular fibrillation, ENDO Abnormal liver functions, ENDO Hyperthyroidism, ENDO Hypothyroidism, GEN Allergic reaction (skin rash, SOB), GEN Bluish / gray skin tone, GEN Fatigue, GEN
Photosensitivity, GEN Radiation related cancers, GEN Radiation skin burn, GEN Skin rashes, GEN Temperature elevation, GEN Volume overload, Gl Constipation, Gl Diarrhea, Gl Esophageal atrial fistula, Gl Esophageal disorder, Gl Gastroesophageal reflux, Gl
nausea, Gl Poor appetite, GI Unusual metallic taste, GI Stomach disorder, GI Vomiting, GU Impotence, GU Kidney damage, GU Renal failure, GU Urinary tract infection, ID Infection, ID Sepsis, NEURO Alteration of color vision, NEURO Blindness, NEURO
Blurred / double vision, NEURO Depression, NEURO Deteriorating vision, NEURO Dizziness / light headedness, NEURO Headache, NEURO Pain, NEURO Phrenic nerve damage, NEURO Seizure, NEURO Stroke, NEURO Syncope, NEURO TIA, NEURO Unsteady
gait / imbalance, NEURO Vasovagal reaction, NEURO Visual migraine, PUL Asthma exacerbation, PUL Hemothorax, PUL Lung toxicity, PUL Pleuritic chest pain, PUL Pleural effusion, PUL Pneumonia, PUL Pneumothorax, PUL Pulmonary edema, PUL Pulmonary
embolism, PUL Pulmonary hypertension, PUL Pulmonary vein damage/dissection, PUL Pulmonary vein stenosis, PUL Pulmonary vein thrombus, PUL Respiratory depression, PUL Shortness of breath, PUL Wheezing, PV A-V fistula, PV Bleeding, PV Bleeding from
heparin, PV Bruising / ecchymosis, PV DVT, PV Hematoma, PV Peripheral edema, PV Peripheral thromboembolic event, PV Pseudoaneurysm, PV Thromboembolic event, PV Vessel trauma, Congenital Persistent PFO/latrogenic ASD

CURRREC NUMERIC

AEENDTM DATE - DDMONYYYY HHMM

RELACATH NUMERIC

RELNOCAB NUMERIC

AEBGDTM DATE - DDMONYYYY HHMM

AEENUNK NUMERIC

AEINT1 NUMERIC - 1, 2, 3

AESERO1 NUMERIC

AESERO06 NUMERIC

RELAPROC NUMERIC

AESERO3 NUMERIC

SUBJDRG NUMERIC

CABANA_PIV Production eCRF _ Release 7.0 _ 28-Jul-2017
http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0 7128/2017



Annotated Trial Design Page 159 of 164
SUBJABLA NUMERIC

SAETRKID STRING(30) - A30

AESERO05 NUMERIC

AENTRY STRING(30) - A30

AEAMSHST STRING(250) - A250

SAELINK STRING(30) - A30

REANOCAB STRING(30) - A30

SAEVNT NUMERIC

AESER04 NUMERIC

AECND STRING(250) - A500

SAESPN NUMERIC

AETRS STRING(250) - A500

AEPIO STRING(250) - A500

AEFAX STRING(30) - A30

AEPISIG NUMERIC

AESERO02 NUMERIC

AEPHON STRING(30) - A30

SAENIH NUMERIC

SAEMSH NUMERIC

SAESAE NUMERIC

MRNEWEVT NUMERIC

SAEMWDT DATE - DDMONYYYY

SAENIHDT DATE - DDMONYYYY

MROUTCM NUMERIC

SAECLODT DATE - DDMONYYYY

AEHWD STRING(250) - A500

SAESPNDT DATE - DDMONYYYY

SAELAB NUMERIC

AEVRDTM DATE - DDMONYYYY HHMM

MDVERB STRING(100) - A100

AEACT STRING(247) - A8B00

MDPREFNU STRING(11) - A1l

AESYM STRING(250) - A500

SAEFDADT DATE - DDMONYYYY

MDMDRANU STRING(11) - A1l

SAEMW NUMERIC

SAEFDA NUMERIC

MDMDRA STRING(40) - A40

MRABLCAT NUMERIC

SAECLSD NUMERIC

MRDRUG NUMERIC

MDPREF STRING(40) - A40

MRABLPRO NUMERIC

MMGLOBCM STRING(247) - A500

CDD: cabana_pivedd  Table: AESAEIL  Key Type: PATIENTVISIT
Column Name | Column Data Type Design Note
AERELDRG NUMERIC -1, 2, 3,4, 5

AERSDOT NUMERIC

AERSDOTH STRING(30) - A30

AERSD1CM STRING(100) - A100

AERSD1 NUMERIC - 1, 2, 3,4,5,6,7,8,9, 10, 11, 12, 18, 13, 14, 15, 16, 17
CDD: cabana_pivedd Table: AESAEI2  Key Type: PATIENTVISIT
Column Name Column Data Type Design Note
AERP1CM STRING(100) - A100
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AERELPRO NUMERIC - 1, 2, 3,4, 5

CDD: cabana_pivedd Table: AESAEI3  Key Type: PATIENTVISIT

Column Name | Column Data Type Design Note
AELOT1 STRING(50) - A50
AERDECM1 STRING(100) - A100
AERELCAT NUMERIC -1, 2, 3,4, 5
AERDE1 NUMERIC
AERDEDEF NUMERIC - 1, 2, 3, 4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 67, 70, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 61, 62, 30, 31, 32, 68, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 69, 63, 64, 65, 66, 45, 46, 47, 48, 49, 50, 51, 52, 53, 54, 55, 56,
57, 58, 59, 60

CDD: cabana_pivcdd Table: AESAEI4  Key Type: PATIENTVISIT

Column Name Column Data Type Design Note
SAELBDT DATE - DDMONYYYY HHMM

SAELBUNT STRING(40) - A40

SAELBTST STRING(40) - A40

SAELABNM NUMERIC

SAELBNML STRING(255) - A255

SAELABUN NUMERIC

SAELBRSL STRING(100) - A100

CDD: cabana_pivedd Table: AESAEI5 Key Type: PATIENTVISIT

Column Name | Column Data Type Design Note

MMSDTERM NUMERIC

MMSDEVNT NUMERIC

MMSDRELA NUMERIC

MMSDCAUS NUMERIC

MMSDREV NUMERIC -1, 2,3,4,5,6,7,8,9, 10

MMDRGOTH | STRING(30) - A30

MDCOMM STRING(247) - A500

MMSDDRUG NUMERIC - 1, 2, 3, 4,5,6,7,8,9, 10, 11, 12, 18, 13, 14, 15, 16, 17
MMARDRGT NUMERIC

CDD: cabana_pivcdd Table: AESAEI6  Key Type: PATIENTVISIT

Column Name Column Data Type Design Note
MMABREV NUMERIC -1, 2, 3,4,5,6,7,8,9, 10

MMABTERM NUMERIC

MMABRELA NUMERIC

MMABEVNT NUMERIC

MMABCOMM STRING(247) - A500

MMABCAUS NUMERIC

CDD: cabana_pivedd Table: AESAEI7 Key Type: PATIENTVISIT

Column Name | Column Data Type Design Note

MMCAREV NUMERIC -1, 2,3,4,5,6,7,8,9, 10
MMCARELA NUMERIC
MMCATHER NUMERIC -1, 2,3, 4,5,6,7,8,9, 10, 11, 12, 13, 14, 15, 16, 67, 70, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 61, 62, 30, 31, 32, 68, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 69, 63, 64, 65, 66, 45, 46, 47, 48, 49, 50, 51, 52, 53, 54, 55, 56,

57, 58, 59, 60
MMCACOMM STRING(247) - A500

MMCACAUS NUMERIC
MMCATERM NUMERIC
MMCAEVNT NUMERIC

CDD: cabana_pivcdd Table: AESAEI8 Key Type: PATIENTVISIT

Column Name Column Data Type Design Note
MMVERIF NUMERIC

MMNAME STRING(30) - A30

MMVRDTM DATE - DDMONYYYY HHMM
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cabana_pivdevl : Study Completion (COMPLT)
Study Completion

Form to be submitted once the subject has completed the study or met one of the early termination criteria

1. | Has the subject completed all the required follow-up visits? (cabana_pivcdd:COMPLT.COMPLIT)
[01 () No, Subject has met one of the early termination criteria

[1] () Yes, Subject has completed all required follow-up visits

N

.| What is the final visit reported for this subject? ‘Pulldown List 12 (cabana_pivedd:COMPLT.COMPVIS)

Pulldown List 1:

RefName | Display Text Value | Design Note
ieVISITO1 | Baseline 1
ieVISITO2 [ Month 3 2
ieVISITO3 | Month 6 3
ieVISITO4 | Month 12 4
ieVISITO5 | Month 18 5
ieVISITO6 | Month 24 6
ieVISITO7 | Month 30 7
ieVISITO8 | Month 36 8
ieVISITO9 | Month 42 9
ieVISIT10 [ Month 48 10
ieVISIT11 [ Month 54 11
ieVISIT12 [ Month 60 12
ieVISIT13 | Month 66 13
ieVISIT14 [ Month 72 14
ieVISIT15 [ Month 78 15
ieVISIT16 | Month 84 16
ieVISIT17 [ Month 90 17
ieVISIT18 [ Month 96 18

CDD: cabana_pivcdd Table: COMPLT Key Type: PATIENTVISIT

Column Name [ Column Data Type Design Note
COMPVIS NUMERIC -1, 2, 3,4,5,6,7,8,09, 10, 11, 12, 13, 14, 15, 16, 17, 18
COMPLIT NUMERIC

CABANA_PIV Production eCRF _ Release 7.0 _ 28-Jul-2017

http://im46ad01.dcri.int/cabana_pivdevl/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdevl&SP=&AS=59391&CP=65535&FP=0&RSV=0 7128/2017


http://im46ad01.dcri.int/cabana_pivdev1/pfts.dll?Z=7C0D597B8D0F75D29804506144B4AD41&C=TM_169&FMID=0&FMRV=0&ISID=0&ITID=0&VM=2&TN=cabana_pivdev1&SP=&AS=59391&CP=65535&FP=0&RSV=0

Annotated Trial Design Page 163 of 164

\cabana_pivdevl : Signature Completion (SIGN)

1. | Casebook Ready for Signature

(cabana_pivcdd:SIGN.CASESIGN)

[1] CYes
CDD: cabana_pivcdd Table: SIGN Key Type: PATIENTVISIT
Column Name Column Data Type Design Note
CASESIGN NUMERIC
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CRB Electronic Signature Affidavit

By my dated signature below, I, [First Name] [Last Name], verify that all case report form pages accurately display the results of the examinations, tests, evaluations and treatments performed on this patient.
Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

CRF Electronic Signature Affidavit

By my dated signature below, I, [First Name] [Last Name], verify that this case report form accurately displays the results of the examinations, tests, evaluations and treatments noted within.
Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that | intend that this electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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