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.no.  organisation Please respond to all comments

1 Consultee 1 1 Agreed Thank you for your comment.
NHS Professional

2 Consultee 2 15 A brief note to add to the on-line comments | Thank you for your comment.
NHS Professional posted in regard to this Interventional Procedures

Consultation document. In the last 18 months it

has been clear that there are asymptomatic _ _
cerebral lesions noted on MRI scanning in a Section 2.5 of the guidance has been changed.
significant minority of patients undergoing AF

catheter ablation. It is assumed these are

thromboemboli, although there are other possible

explanations which we and others are exploring. It

has also been suggested that balloon cryoablation

may have lower rates of these events than some

other ablation technologies. | have added at the

end of this letter the relevant references that

describe these finding with the different

technologies. It is not my view that any

recommendation about safety can be made at

present. However | would like to see this important

issue referred to as frequently as possible, partly

to encourage the profession to consider it in all

cases, and importantly to persuade relevant

prospective data collection for long term

outcomes.
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1.5 cont
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Response
Please respond to all comments

Thank you for your comment.

The Gaita (2011) study has been added to the
main extraction table and the Neumann (2011)
study (included in the main extraction table) has
now been added to Appendix A of the overview.

The Herrera Siklody (2011) study is included in
Appendix A of the overview.
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Consultee 1
NHS Professional

Consultee 3
Specialist Adviser

Consultee 1
NHS Professional

Consultee 2
NHS Professional

Consultee 3
Specialist Adviser

Consultee 1
NHS Professional

Sec. no.

2.1

2.1

2.2

2.2

2.2

2.3

Comments

beating should be replaced by activation.
Classification of AF is changing to paroxysmal,
persistent and long-standing peristent. Ablation
may be offered as an alternative firs line therapy
in selscted patients.

2.1.2 should also include that rhythm control with

cryoablation is also indicated when drug therapy is

contraindicated

2.2.2 normally catheters are placed in both
femoral veins. Although A many if not most people
use 2 trans-septal sheaths,expecially with through
lume mapping with the cryoballoon, single trans-
septal procedures are increasingly performed.

Section 2.2.3 should be changed to read each of
the pulmonary veins... There may be less than 4
veins.

cryoablation is performed for 5 minutes not 4
minutes

Agreed.
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Response
Please respond to all comments

Thank you for your comment.
Section 2.1 of the guidance has been changed.

Thank you for your comment.

The Committee considered this comment and
did not wish to change the guidance. The
Committee noted that at an early stage patients
should receive the best medical care and this
procedure should not be an alternative at this
stage.

Thank you for your comment.

Section 2.2.2 of the guidance has been changed
to read ‘one or two catheters are introduced
percutaneously via the femoral veins’.

Section 2.2.3 of the guidance has been changed
to read ‘One or two sheaths’

Thank you for your comment.

Section 2.2.3 of the guidance has been changed
to read ‘each of the pulmonary veins’.

Thank you for your comment. The duration of
cryoablation stated in section 2.2.3 of the
guidance is an approximation and is not
intended to be definitive.

Thank you for your comment.
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Consultee 4
Medtronic
Manufacturer

Consultee 1
NHS Professional
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NHS Professional
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2.3

24

24

Comments

We also like to inform NICE that the STOP-AF
Clinical Study has been completed and that its
results were used to gain regulatory approval in
the United States
(http://'www.fda.gov/MedicalDevices/Productsand

MedicalProcedures/DeviceApprovalsandClearanc

es/Recently-ApprovedDevices/ucm240093.htm).
We appreciate the manuscript has not become

available yet, we would like however to point out
that the results of this study have been published

in the peer-reviewed literature in the MetaAnalysis

attached (as Packer 2010) and in the recent ESC
2010 AF Guidelines (Camm 2010) as STOP-AF.

2.4.2 Phrenic nerve injury is seen much more
frequently when using the smaller 23mm balloon
compared with the larger 28mm balloon because
the smaller balloon, when treating the right sided
pulmonary veins, is closer to th phrenic nerve.
This complication can be avoided in almost all
cases by careful monitoring of phrenic nerve
function when treating the right pulmonary veins.

Comment should be made on the recent
observation of silent cerebral lesions found after
AF ablation, and that further research is required
to confirm whether there may be less with
cryoablation than other techniques (refs: Siklody
et al JACC 2011 Neumann et al, Europace 2011
Gaita et al, JCE 2011).
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Please respond to all comments

Thank you for the comment.

The meta-analysis (Andrade 2011) has been
added to the main extraction table in the
overview.

The Packer (2010) study included in the meta-
analysis has been added to Appendix A.

Thank you for your comment.

This issue has been acknowledged under the
‘Validity and generalisability of the studies’
section of the overview.

This is more detail than usually presented in
NICE Interventional Procedures guidance.

Thank you for your comment.

The Gaita (2011) study has been added to the
main extraction table in the overview.

The Neumann (2011) (included in the main
extraction table) has now been added to the
Appendix A of the overview. The Siklody (2011)
study is included in Appendix A of the overview.
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13 Consultee 4
Medtronic
Manufacturer

14 Consultee 3
Specialist Adviser

15 Consultee 4
Medtronic
Manufacturer

Sec. no.

2.5

General

General

Comments

We would like to inform NICE to the fact that a
spiral mapping catheter could replace the
multipolar mapping catheter in this procedure as
suggested by the Kuck 2010 manuscript below

and demonstrated with the Chun 2009 publication
also attached. Please note that the catheter used

in the Chun 2009 lacks the sturdiness to be
indeed used routinely in this way but a new

mapping catheter from Medtronic (ACHIEVE) has
not been made available can could be used. This

may allow for a single vs. a dual transeptal

puncture per procedure which may have beneficial

impact on patient safety and procedure time.
Nevertheless, presence or absence of those
effects have yet to be demonstrated.

you have spelt my name wrong in the specialist
advisors section of the overview document

On-Going Clinical Studies related to this guidance:

Head-2-head study (FIRE AND ICE) comparing

Response
Please respond to all comments

Thank you for your comment.

The Committee considered this comment but
decided not to change the guidance.

The Kuck (2010) study cited by consultee is in
Appendix A of the overview.

The Chun (2009) study was not included as it
did not meet the inclusion criteria.

Thank you for your comment. This will be
changed in the ‘Specialist Advisers’ opinions’
section of the overview.

Thank you for the comment. Details of this trial
will be added to the relevant section in the

Cryoballon with RF ablation which is now enrolling | overview.

(reference
http://clinicaltrials.gov/ct2/show/NCT01490814)

"Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to
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