
~~~~~~~ Devices: Draft Guidance on Cardiac Ablation Catheters Generic Arrh~t~rn~~ 

indications far Use; Avai~a~i~it~ 

ACTION: notice. 

S~~~A~~: I%e Food and Drug Ad~~~~s~at~~~ (FIDA) is an~~u~~~~g the ava~~ab~~~ty of the draft 

gu~dauce-entitled ‘“Cardiac Ablation Catheters Generic Arrhythmia Indications for Use.” This draft 

guidauc~ document encourages manufacturers of approved convent&ma1 cmdiac ablation catheters 

to submit supplements to broaden their labeling from mhythmia-specific indications to a genetic 

rhythm treatment indication. The Center for Devices and Radiofogical Health (CBRW) is issuing 

this draft gu~d~~~ d~cu~eut to allow companies to label these products for a broader indication 

,w~th~ut submitting additional clinical information, This recommendation is based on a 

comprehensive search of the medical literature. This draft guidance is neither final rmr is it in 

effect at this time. 

ADDRESSES: Submit written requests for single copies on a 3.5” diskette of the draft guidance 

entitled “Cardiac Ablation Catheters Generic Arrhythmia Indications for Use” to the 

Division of Smal ers, International and Consumer Assistance (H;Fz--220), Center for 

Devices artd Rad~u~~gi~a~ Health, Food and Drug Ad~nistrati~~, 1350 Piccard Dr., Rockviffe, 

MD 20850. Send two self-addressed adhesive labels tu assist that office in processing your request, 

or fax your request to 30 -443-8818. Submit written ~Q~e~ts concerning this draft guidance 
chOl.55 
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to the Dockets Management Branc -305), Food and Dmg Ad~~~strat~~n, 5630 F&hers 

Lane, rrn, 1061, Rockvifle, MD 20852. Submit efectronic cements to http://www.fda.gov/docketsf 

e~u~ents. See the SUPPLEMENTARY ~NF~R~AT~UN section for nf~~at~~~ off electronic access 

FURTHER ~NF~R~AT~~N CONTACT: Donna-Bea TilIman, Center for Devices and Radiofagica‘t 

ealth (x-fFz-1250), Food and Drug Adrn~n~strat~~~~ 9200 Corporate Blvd., Rockvifle, MD 20850, 

301-443-8517. 

S~~~~E~~~TAR~ ~NF~R~AT~~N~ 

e draft guidance document recommends that manufacturers of approved ~~~ve~t~~na~ 

cardiac rad~~fr~~~e~~y ablation ca eters submit a premarket approval suppkment to obtain a 

generic indication for creating e~d~~~dia~ lesions to treat arrhythmias. The draft guidance 

document provides evidence from the medical literature to support this broadening of ~~d~~at~~~s 

from a~hyt~a-special i~dicat~~~s to a generic arrhythmia treating indication. 

The draft g~~da~~e document, when finalized, re resents the agency’s current thinking 031 

generic ~nd~~at~~~s for cardiac abfation catheters. It does not create or confer any rights for or 

on any person and does no operate to bind FDA or the public. An alternative approach may 

be used if such approach satisfies the applicable statute and regulations. 

This g~~da~~e is being issued consistent with FDA’s good guidance regulation (2 3. 

CIF;R IO. 115). This draft guidance document is issued as a Ievel 1 guidance in accordance with 

the GGP r~g~~at~~ns. 

Xn order to receive ‘“Cardiac Ablation Catheters Generic Arrhythmia Indications for Use” via 

your fax mashings call the CDRH Facts-On-Demand system at ~U~~99-~3~~ or 301-827-0111 
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from a touch-tore t~~e~ho~e. Press 1 to enter the system. At the secon voice prompt press I 

tu order a do~~rne~t. Enter the document number 1382 followed by the pound sign (#). FulXow 

the remanding voice prompts to complete your request. 

Persons interested in obtaining a copy of the draft guidance may afso do so using the Internet. 

CDRH maintains an entry oxf. the Internet for easy access to information i~~~~d~ng text, graphics, 

and firles that may be downloaded to a personal computer with Internet access. updated off a regular 

basis, the CD home page includes the civif money penalty guidance documents package, device 

safety alerts, Federa Register reprints, ~nfo~ation on premarket s~b~ss~o~s (~n~~~d~ng lists of 

approved applications and manufacturers’ addresses), small manufacturers’ assistance, i~fo~atio~ 

on video conferencing and eleetrunic submissions, M~ography Matters, and other 

oriented ~nfo~at~o~. The CDRH home page may be accessed at http:~/www~fda.g~v/~drh* G-uidance 

documents are also available on the Dockets Management Branch Web site at htt~:~/www.fda.gov~ 

o~s/dockets/defa~~t.h 

XV. Commernts 

oxls may s~b~t to the Dockets Management Branch (address above) written 

or electronic co ents OXI the draft guidance by [insert date 90 &zys L@T dare ~~~~~~~~~~~u~ 

in 0%~ Federal Register]. Two copies of any comments are to be submitted, except that ~~d~v~d~a~s 
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may submit one copy. Comments are to be ~de~~~ed with the doe 

in the heading of this document. The draft guidance document and received comments may be 

seen in the Dackets Management Branch between 9 a.m. and 4 p.m., midday through Friday. 

Dated: 

Center for Devices and Radiological Wealth. 


