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CONFORM Pivotal Trial
Pre-Procedure Review Template

THE SHAPE OF STROKE PREVENTION



Site and Subject Information

Site Name Example Medical Center

Name of Implanting Physician Dr. Jane Doe

Name of Procedural Imager Dr. John Smith

Number of CONFORM 
procedures to date

1

Review Date Subject ID Roll – In Cohort Randomized Cohort

21000-000 X

Mark “X” for which cohort this 
subject is intended

SITE TO COMPLETE THE INFORMATION ON THIS PAGE
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Subject Demographics 21000-000

Age/Gender 75/Female

Brief Medical History Persistent Afib, HTN, Hyperlipidemia, DM1

What type of Afib? (permanent/persistent/paryoxysmal) Paryoxysmal

CHA2DS2VASc 
(CHF-1, HTN-1, >65-1, DM-1, Stroke-2, Vasc Dz-1, >75-1, F-1)

3

What is the rational to seek non-pharmacologic 
alternative to OAC?

Bleed risk, Anemia

SITE TO COMPLETE THE INFORMATION ON THIS PAGE
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Echo review - SITE to Complete for evaluated criteria 
Subject 21000-000

EF per screening imaging 60%
Mark “x” for response

Yes No
Intracardiac thrombus X

ASD requiring closure X

High Risk PFO: Atrial septal aneurysm (excursion or length >15mm) / Large shunt 
(early within 3 beats or substantial passage of bubbles >20)

X

Moderate or severe mitral stenosis (area < 1.5cm2) X

Complex atheroma with mobile plaque in aorta (descending/Arch) X

Evidence of cardiac tumor X

Inadequate LAA depth X

Unfavorable LAA configuration X

LAA size not within device sizing specifications (Control or CLAAS) X

Circumferential Pericardial Effusion Present? X

If yes, is the Pericardial effusion >10mm

Baseline TEE 
performed at 
the time of 
procedure in 
conjunction 
with Field 
Clinical 
Specialist 
review will 
provide final 
confirmation
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Echo review – Subject 21000-000

0° 45°
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Diameter Min:
Diameter Max:
Diameter Mean:
Functional Depth ≥10mm: 

NOTE: A Conformal Field Clinical 
Specialist or Imaging Manager will 
embed the specified Echo or CT images 
into this slide deck.



Echo review – Subject 21000-000

90° 135°
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Diameter Min: 19 mm
Diameter Max: 26 mm
Diameter Mean: 22.5 mm
Functional Depth ≥10mm: 15 mm 

NOTE: A Conformal Field Clinical 
Specialist of Imaging Manager will 
embed the specified Echo images into 
this slide deck.



• LAA Dimensions
CT review – Subject 21000-000

Volume Render Image

2D Orthogonal Width & Depth

En Face Ostial Min/Max/Mean 
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2D Orthogonal Width & Depth

NOTE: A Conformal Field Clinical 
Specialist of Imaging Manager will 
embed the specified CT images into this 
slide deck.



Suitability for Roll-In
SPONSOR Will Complete
Subject 21000-000

• Executive Committee Member(s)
• Drs. Aaron Kaplan & Devi Nair

Not Required

• Sponsor Representative(s)
• Clinical Site Manager: Aly Dechert
• Field Clinical Specialist: David Houck

• Site Presenter/Implanting physician
• Dr. Jane Doe

• Roll-In Suitability
Suitable
Not Suitable

Does not meet sizing criteria
Not anatomically suitable
  Other (specify)

• Has site completed all required reviews
 Yes
 No

• Number of Reviews Remaining: 3 

• Additional Notes: Diameter and depth measurements via TEE 
in 0, 45, 90, and 135 views on day of procedure are required 
to confirm device size selection and LAA measurements 
permit CLAAS and commercial devices, per IFU sizing criteria.
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NOTE: Conformal will complete this 
slide for Roll in Subjects. Please do not 
fill out this slide. See below for example 
of sponsor populated slide. 

X

X



Suitability for Randomization
SPONSOR Will Complete
Subject 21000-000

• Executive Committee Member(s)
• Drs. Aaron Kaplan & Devi Nair

Not Required

• Sponsor Representative(s)
• Clinical Site Manager: Aly Dechert
• Field Clinical Specialist: David Houck

• Site Presenter/Implanting physician
• Dr. Jane Doe

• Randomization Suitability
Suitable
Not Suitable

Does not meet sizing criteria
Not anatomically suitable
  Other (specify)

• Has site completed all required reviews
 Yes
 No

• Number of Reviews Remaining: 3 

• Additional Notes: Diameter and depth measurements via TEE 
in 0, 45, 90, and 135 views on day of procedure are required 
to confirm device size selection and LAA measurements 
permit CLAAS and commercial devices, per IFU sizing criteria.9 V 5 . 0  0 5 M A R 2 0 2 5

NOTE: Conformal will complete this 
slide for Randomized Subjects. Please 
do not fill out this slide. See below for 
example of sponsor populated slide. 

X

X



Sizing Criteria
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ASP:  Release Criteria

11



CLAAS® AcuFORM Sizing Criteria
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Watchman FLX IFU Sizing Criteria
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Amulet Sizing Criteria
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