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Pre-Procedure: Perform baseline TTE/TEE. Recommend INR < 2.0. Antibiotic prophylaxis recommended per AHA guidelines. Equipment should include:
· Venous Introducer: Optional
· Transseptal Access System (TAS): Standard 
· 0.035” Guide Wire (GW): Exchange length/extra support 
· Pigtail catheter (PC): 4-6 French
· Contrast
· Syringe (60CC), 3 way stopcock, & pressurized saline bag with drip chamber/sterile line

· WATCHMAN Access System (WAS): WATCHMAN Access Sheath (AS) plus Dilator
· WATCHMAN Delivery System (WDS): WATCHMAN Delivery Catheter (DC)  plus pre-loaded Device
· WATCHMAN Obturator (WO): Optional
· Pericardiocentesis Tray
· 14-16 French long sheath for device retrieval- Loop, bioptome etc.
	Cross IAS

	Access heart via femoral vein

· Insert TAS, .035” GW & vessel dilator. 
· Use standard technique to cross inter atrial septum (IAS): Advance GW into LUPV or loop in LA & remove TAS. 

	Introduce WAS
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	Prepare WATCHMAN Access System (WAS):
· Select curve: Double  or single
· Remove WAS and dilator under sterile conditions.
· Inspect: For damage. 
· Flush: Side port then end of dilator with saline 
Note: Maintain ACT of 200-250 seconds during procedure
Advance: WAS (Sheath and Dilator) over GW into LA
Caution: As WAS nears center of LA, hold dilator & advance AS to initial position in LA only
· Remove: Dilator and GW, leaving AS.  Before tightening valve allow back bleed to minimize potential for introducing air. Flush with saline.
· Confirm: LAA dimensions. Use TEE to measure max LAA dimensions in 3-4 views.

	Introduce WO/ Pigtail Catheter
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	Prepare Pigtail Catheter & Watchman Obturator (WO)-optional adjunctive device.
· Remove: Pigtail catheter and WO under sterile conditions.
· Inspect: For damage. 
· Flush: With saline 
Insert: Pigtail catheter through WO and flush to remove air
· Position distal tip of WO just proximal to distal marker band on AS.

· Advance:
· Pigtail catheter into desired position in distal LAA

· WO over pigtail catheter up to initial curve of pigtail catheter tip

·  AS over WO to desired depth in distal LAA (based on marker band corresponding to device size
Caution: When guiding AS into distal LAA view/record in multiple angles when advancing. Stop if resistance is felt.


	Introduce  WDS
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	Prepare WATCHMAN Delivery System (WDS)-Delivery Catheter (DC) / loaded Implant
· Select:  Device based on maximum LAA ostium dimensions using sizing table below as a guide.

Max LAA Ostium 

(mm)

Device Diameter

(mm)

Loaded Device Length

(mm)

17 – 19

21 

20.2

20 – 22

24 

22.9

23 – 25

27 

26.5

26 – 28

30 

29.4

29 – 31

33

31.6

· Remove : WDS under sterile conditions

· Inspect: For damage. Confirm  distal tip of Device is aligned with marker band on DC 

· Flush: System with saline removing air maintaining fluid throughout. Loosen valve & flush proximal end. Attach stopcock to side port of DC, & prep with 60cc syringe (several flushes). Submerge tip of DC in saline, & tap to remove bubbles. 
Advance WATCHMAN Delivery System
· Loosen (AS) valve and introduce WDS: Apply pressurized saline bag to AS, or submerge AS hub prior to connecting pressurized saline drip to side port of AS (50 psi). Use controlled drip (use proper air management technique). Note: Hub must spin freely before inserting WDS.
· Guide WDS into AS slowly while observing tip. Stop when distal markers meet. Use caution! Contrast can be left in AS & viewed as WDS is advanced to show air. Remove air before proceeding. 

	Deploy 

Device
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	· Retract AS and snap onto DC (AS/DC Assembly). Reconfirm position of DC tip before deployment.  Do not advance AS with DC in place.  If repositioning is required unsnap and slowly remove DC from AS.
Caution: Stop. Agree. Fluoro. Engage (S.A.F.E.) before proceeding
· Unsheath implant slowly in LAA: Loosen valve on WDC. Deploy Device by holding deployment knob stationary while retracting AS/DC Assembly slowly to completely deploy Device. Leaving core wire attached withdraw AS/DC Assembly a few cm from Device, allowing Device to align with LAA.

	Release  Device
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Note: Threaded Insert Protrusion
	Confirm Device Release Criteria using fluoro and TEE
· Position: Plane of maximum diameter is at or just distal to and spans entire LAA ostium
· Stability: Gently pull back and then release deployment knob. (Device & LAA move in unison). Withdraw AS/DC Assembly a few cm from Device.
· Size (Compression): Measure plane of maximum diameter of device (80-92% of original size).
Original Diameter of Implant Selected

(mm)
Diameter of Deployed Implant

(80-92% of original) (mm)

21 

16.8-19.3

24 

19.2-22.1 

27 

21.6-24.8 

30 

24.0-27.6 

33
26.4 -30.4

· Seal: Ensure all lobes are distal to device and sealed
· Release Device: Advance Assembly to face of Device. Rotate deployment knob counter clockwise 3-5 full turns. 



	Partial Recapture
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	Partially recapture and redeploy Device if too DISTAL to LAA ostium:
· Advance tip of AS/DC Assembly up to face of Device (Do not unsnap): Fix Deployment Knob with right hand and position right thumb against DC Hub for stability. Gently advance AS/DC Assembly over shoulders of Device.. Resistance will be felt as shoulders collapse.
· Continue to Advance Assembly up to, but not past barbs: When resistance is felt a second time, (barb contact), stop & tighten Hemostasis valve. Withdraw assembly to desired position. 
Note: If implant is retrieved past barbs. See full implant recapture.
· Reposition AS/DC Assembly proximally and re-deploy by holding deployment knob and retracting AS/DC Assembly until implant is deployed. Leave Core Wire attached. Note: Confirm DRC are met prior to releasing implant. 


	Full Recapture
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	Full Recapture: If too PROXIMAL to LAA ostium or DRC are NOT met:

· Advance tip of AS/DC Assembly up to face of Device (Do not unsnap): Fix Deployment Knob with right hand and position right thumb against DC Hub for stability. Gently advance AS/DC Assembly over shoulders of Device.  Resistance will be felt as shoulders collapse.

· Continue to Advance Assembly until Device is completely collapsed and recaptured. Withdraw Device until distal tines are proximal to marker band then stop & tighten Hemostasis valve. 
· Unsnap DC from hub of AS while maintaining AS position and slowly remove WDS.
Note: Maintain AS position & repeat steps above with NEW DC/implant.


	Site 
Management


	· Use standard of care for control of post - procedure bleeding at access site.

If a sheath is to be retained, Exchange AS for short 12F sheath. After sheath is removed, pressure dressing is recommended. Check for hematoma &/or bleeding at regular intervals. Post procedure heparin is not recommended.

	Anti-coagulation

	Post Procedure Anticoagulation:
· Pts should remain on warfarin and 81mg aspirin for a minimum of 45 days post implant (INR 2.0-3.0). At 45 days assess WATCHMAN Device with TEE. Cessation of warfarin is at physician discretion. Pts. ceasing warfarin should begin clopidogrel 75mg and aspirin daily through 6 months post-implant and remain daily aspirin indefinitely. 
· Prescribe appropriate endocarditis prophylaxis for 6 months following Device implant. Continuing endocarditis prophylaxis beyond 6 months is at physician discretion.
Note: These guidelines are reminders of implant procedures. Detailed descriptions are found in the IFU. 



Comments:

Physician Name: _______________________ Representative: ​​​​_________________________ Date: ____________
11/16/2010
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