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Six pulsed field ablation devices
hold Class |V licences in Canada

Six pulsed field ablation devices hold Class IV (the highest of the fourrisk classes; Medical Devices
Regulations) licences in Canada. Five show status Issued/Conditional (the register’'s code foralicence
issued with conditions; MDALL); the sixth, Affera (licence 115505), shows Issued/Active althoughiits
decision summary lists two conditions attached when it was issued.

Window: 22 July - 20 September 2026 - US and Canada - Issue O

Counts are as at 20 September 2026 unless a sentence gives another date.

Six pulsed field ablation devices hold Class IV licences in Canada

On 29 July, Health Canada licensed Kardium's GLOBE PULSED FIELD SYSTEM underlicence 115863. It is
a Class 4 device, and the register shows its status as /ssued/Conditional, the code for alicence that
carries conditions (Medical Devices Active Licence Listing (MDALL) - JSONJSON).

Conditional statusisuncommon. Of the 35,744 active licences on the Canadianregister, 124 carry it, or
0.35%. Yet five of the six Class |V licences that hold a pulsed field ablation catheter or system are
conditional. The sixth, Medtronic's AFFERA ABLATION SYSTEM (115505), is listed as Issued/Active,
althoughits decision summary attaches two conditions.

Of the 133 licences confirmed as arrhythmia electrophysiology devices, five are conditional: the four
pulsed fieldlicencesin that set, and Abbott's AVEIR LEADLESS PACEMAKER (107649 - JSONJSON).
Abbott's Volt catheteris outside the confirmed set, because the keyword rule missed it at extraction.

The pulsed field ablationlicences, as the register spells them:
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https://health-products.canada.ca/mdall-limh/information?licenceId=115863&type=active&lang=eng
https://health-products.canada.ca/api/medical-devices/licence/?id=115863&lang=en&type=json
https://health-products.canada.ca/mdall-limh/information?licenceId=107649&type=active&lang=eng
https://health-products.canada.ca/api/medical-devices/licence/?id=107649&lang=en&type=json
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Firstlicence

Licence System Manufacturer Class Status status date

110572 PULSESELECT PULSED Medtronic Inc. v D, 2023-12-13

JSONJSON FIELD ABLATION SYSTEM Issued/Conditional

111047 - FARAPULSE PULSEDFIELD  Boston Scientific v D, 2024-04-04

JSONJSON ABLATION SYSTEM Corporation Issued/Conditional

111495 VARIPULSE BI-DIRECTIONAL Biosense Webster, IV D, 2024-07-11

JSONJSON ABLATION CATHETER Inc. Issued/Conditional

115142 VOLT PFA CATHETER, Abbott Medical v D, 2026-04-01

JSONJSON SENSORENABLED Issued/Conditional

115505 AFFERA ABLATION SYSTEM  MedtronicInc. v l, Issued/Active 2026-06-03

JSONJSON

115863 - GLOBEPULSED FIELD KardiumInc. v D, 2026-07-29

JSONJSON SYSTEM Issued/Conditional

115141 CURRENT PFA Abbott Medical M l, Issued/Active 2026-04-01

JSONJSON

Abbott's CURRENT PFA (licence 115141) is a generator system with no catheter. Its licence
is active.

The name CURRENT PFA (licence 115141) says neither catheter nor system. The FDA
supplementrecord P250022/S005 callsit "Current PFA Generator", which places it as the
generator for Abbott's Volt catheter. Both it and the TRUPULSE GENERATOR (111477), which
drives the Varipulse system, hold active Class Il licences.

The 43 other confirmed licences with "ablation" in theirname are Issued/Active. One of
them, the AFFERA ABLATION SYSTEM, delivers both pulsed field and radiofrequency
energy, andits conditions appearinits decision summary rather thaninits licence status.

Analysis. Six Class IV pulsed field ablation devices have beenlicensedin Canadain
thirty-one months. So far, every one has carried conditions, either onits licence orinits
decision summary.

Kardium's US file was active over the same months. Its approval, P240044, took three
supplements between June and August; the most recent covers the Globe catheter's
laminated ribs (FDA). The British Columbia company was licensed at home with conditions
while it continued to amend its US approval. Neitheragency's feed shows both.
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https://health-products.canada.ca/mdall-limh/information?licenceId=110572&type=active&lang=eng
https://health-products.canada.ca/api/medical-devices/licence/?id=110572&lang=en&type=json
https://health-products.canada.ca/mdall-limh/information?licenceId=111047&type=active&lang=eng
https://health-products.canada.ca/api/medical-devices/licence/?id=111047&lang=en&type=json
https://health-products.canada.ca/mdall-limh/information?licenceId=111495&type=active&lang=eng
https://health-products.canada.ca/api/medical-devices/licence/?id=111495&lang=en&type=json
https://health-products.canada.ca/mdall-limh/information?licenceId=115142&type=active&lang=eng
https://health-products.canada.ca/api/medical-devices/licence/?id=115142&lang=en&type=json
https://health-products.canada.ca/mdall-limh/information?licenceId=115505&type=active&lang=eng
https://health-products.canada.ca/api/medical-devices/licence/?id=115505&lang=en&type=json
https://health-products.canada.ca/mdall-limh/information?licenceId=115863&type=active&lang=eng
https://health-products.canada.ca/api/medical-devices/licence/?id=115863&lang=en&type=json
https://health-products.canada.ca/mdall-limh/information?licenceId=115141&type=active&lang=eng
https://health-products.canada.ca/api/medical-devices/licence/?id=115141&lang=en&type=json
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P250022&s=S005
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P240044&s=S006
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Method note. Health Canada publishes licence status as a code. The licence register does
not publish the conditions themselves; the Regulatory Decision Summaries print them for
some licences (Documentary No. O1, Table 5). The terms used here are MDALL's own. This
issue reports whichlicences carry the code and which decision summaries print conditions,
and nothing beyond that.

Guidant remains on the Canadianregister

Twenty years after the acquisition (8-K, April 2006), Guidant is still on Health Canada's
register. Seven company records carry its name, with 77 licences under them. Every one
of those licencesis discontinued or cancelled, and no active electrophysiology licence
sitsunder a Guidant name. A portfolio review that matches on company names will not
find them.

Guidantis not the only case. Inthe records below, Farapulse resolves to Boston Scientific,
Irvine Biomedical and St. Jude Medical to Abbott, and Medtronic CryoCath to Medtronic.
Applicants are shown under the company that owns them where that link is documented,
and each acquisitionis cited to an Securities and Exchange Commission (SEC) filing or the
acquirer'srelease. Applicants not yetresolved are listed separately.

Therecords

US premarket approval (PMA) decisions: 51- US 510(k) clearances: 6 - Canadian
electrophysiology (EP) licencesissued: 1- Organisations covered: 11

US — PMA originals and 180-day / panel-track supplements

Abbott
e 2026-08-27 - Abbott - Aveir VR Leadless System - P150035/S041- FDA

Boston Scientific
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https://health-products.canada.ca/api/documentation/mdall-documentation-en.html
https://www.sec.gov/Archives/edgar/data/0000885725/000110465906027974/a06-8189_48k.htm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P150035&s=S041
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e 2026-08-25-Boston Scientific - FARAPULSE™ Pulsed Field Ablation System
(FARAWAVE™ Pulsed Field Ablation Catheter, FARASTAR™ Catheter Connection
Cable..)t-P230030/S016 - FDA

e 2026-08-06-Boston Scientific - FARAPULSE™ Pulsed Field Ablation System -
P230030/S018 - FDA

Johnson & Johnson

e 2026-09-02-Johnson & Johnson - THERMOCOOL SMARTTOUCH® SF Catheter-
P0O30031/S142 - FDA

Medtronic
e 2026-08-06 - Medtronic - Stop AF First - P100010/S152 - FDA
Stereotaxis

e 2026-07-31-Stereotaxis - MAGIC Ablation Catheter - P240014/S0O01 . FDA

US — 30-day notices and real-time supplements

Abbott — 14 supplements - PO40014/S052, P040042/S060,P030054/5446,
P910023/S487,P250022/S008,P040014/S051,P040042/S059,P060019/S059,
P110016/S095,P130026/S5102,P220013/S033,P960016/5S094, P220013/S030,
P250022/S005

Biotronik — Tsupplement - P950037/S297

Boston Scientific — 9 supplements - P230030/5024,P010012/S612,P960040/S515,
N970003/S309,P010012/S613,PO30005/S255, P110042/5215, P150012/5189,
P960040/S516

Johnson & Johnson — 1supplement - P210027/S017

Kardium — Tsupplement - P240044/S006
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P230030&s=S016
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P230030&s=S018
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P030031&s=S142
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P100010&s=S152
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P240014&s=S001
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P040014&s=S052
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P040042&s=S060
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P030054&s=S446
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P910023&s=S487
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P250022&s=S008
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P040014&s=S051
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P040042&s=S059
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P060019&s=S059
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P110016&s=S095
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P130026&s=S102
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P220013&s=S033
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P960016&s=S094
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P220013&s=S030
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P250022&s=S005
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P950037&s=S297
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P230030&s=S024
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P010012&s=S612
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P960040&s=S515
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=N970003&s=S309
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P010012&s=S613
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P030005&s=S255
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P110042&s=S215
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P150012&s=S189
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P960040&s=S516
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P210027&s=S017
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P240044&s=S006
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Medtronic — 18 supplements - P920015/S307,P240013/S030,P030036/S161,
P240013/S029,P010015/5588, P010015/S589, PO10031/5928, POT10031/S929,
P0O10031/S930,P150033/5228,P150033/5229,P220012/S074,P220012/S075,
P980016/S961,P980016/5962,P980016/S963,PO10031/S927,P980016/S960

Zoll — Tsupplement - PO10030/S202

US — 510(k) clearances

e 2026-09-04 - Peerbridge Health - Peerbridge CORMDx (Cor MDx) - K253529 (MW.J:
Electrocardiograph, Ambulatory (Without Analysis)) - FDA

e 2026-08-28-Medtronic - LINQ Il Insertable Cardiac Monitor (ICM) (LNQ22) - K262735
(MXD: Recorder, Event, Implantable Cardiac, (With Arrhythmia Detection)) - FDA

e 2026-08-27 - Stereotaxis - GenesisXRMN - K262744 (DXX: System, Catheter Control,
Steerable) - FDA

e 2026-08-14- Schiller - medilogFD - K253562 (MW Electrocardiograph, Ambulatory
(Without Analysis)) - FDA

e 2026-07-30 - Swift Sync, Inc. - Sync AV Il Temporary Pacing Catheter- K252042 (LDF:
Electrode, Pacemaker, Temporary) - FDA

e 2026-07-24.Boston Scientific - FARADRIVE™ Steerable Sheath (MO0O4PF21M402) -
K262165 (DRA: Catheter, Steerable) - FDA

Canada — EPlicences firstissued in window

e 2026-07-29 -KARDIUMINC. - GLOBEPULSED FIELD SYSTEM - Class 4 -
Issued/Conditional - 115863 - JSONJSON

Cross-border

Organisations with US events in window and Canadian EP licences
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P920015&s=S307
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P240013&s=S030
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P030036&s=S161
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P240013&s=S029
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P010015&s=S588
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P010015&s=S589
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P010031&s=S928
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P010031&s=S929
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P010031&s=S930
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P150033&s=S228
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P150033&s=S229
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P220012&s=S074
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P220012&s=S075
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P980016&s=S961
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P980016&s=S962
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P980016&s=S963
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P010031&s=S927
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P980016&s=S960
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P010030&s=S202
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=K253529
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=K262735
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=K262744
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=K253562
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=K252042
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=K262165
https://health-products.canada.ca/mdall-limh/information?licenceId=115863&type=active&lang=eng
https://health-products.canada.ca/api/medical-devices/licence/?id=115863&lang=en&type=json
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e Abbott —15US events: 27 Canadian EP licences - P040014/S052,P040042/S060,
P150035/S041,P030054/5446,P910023/S487,P250022/S008,P040014/S051,
P040042/S059,P060019/S059, P110016/S095, P130026/S102,P220013/S033,
P960016/5094,P220013/S030, P250022/S005

e Biotronik —1US event:-1CanadianEPlicence - P950037/5297

e Boston Scientific —12US events - 24 Canadian EP licences - P230030/S024,
P0O10012/S612,P230030/S016,P960040/S515,P230030/S018, K262165,
N970003/S309,P0O10012/S613,PO30005/S255, P110042/S215, P150012/5189,
P260040/S516

¢ Johnson & Johnson — 2 US events - 11 Canadian EP licences - PO30031/5142,
P210027/S017

e Kardium—1USevent-1CanadianEPlicence-P240044/S006

e Medtronic — 20 US events - 47 CanadianEP licences - K262735,P920015/S307,
P100010/S152,P240013/S030,P030036/S161,P240013/S029,P010015/S588,
P0O10015/S589,P010031/5928, PO10031/S5929, PO10031/S930, P150033/5228,
P150033/S229,P220012/S074,P220012/5075,P980016/S961, P980016/5962,
P980016/S963,P0O10031/S927,P980016/S960

e Schiller—1USevent-1CanadianEP licence - K253562
e Zoll—1USevent- 12 Canadian EPlicences-P010030/S202

Organisations with US events in window and no Canadian EP licence

* Peerbridge Health —1US event - K253529
e Stereotaxis — 2 US events - K262744,P240014/S001

Applicants not yet resolved to an organisation

e SwiftSync,Inc. —1US event - K252042

Sources and method

US records come from openFDA (the device/510k and device/pma endpoints) and link to
the FDArecord at accessdata.fda.gov. Canadianrecords come from Health Canada's
Medical Devices Active Licence Listing (MDALL) API; the licence numberlinks to the
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P040014&s=S052
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P040042&s=S060
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P150035&s=S041
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P030054&s=S446
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P910023&s=S487
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P250022&s=S008
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P040014&s=S051
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P040042&s=S059
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P060019&s=S059
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P110016&s=S095
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P130026&s=S102
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P220013&s=S033
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P960016&s=S094
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P220013&s=S030
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P250022&s=S005
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P950037&s=S297
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P230030&s=S024
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P010012&s=S612
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P230030&s=S016
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P960040&s=S515
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P230030&s=S018
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=K262165
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=N970003&s=S309
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P010012&s=S613
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P030005&s=S255
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P110042&s=S215
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P150012&s=S189
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P960040&s=S516
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P030031&s=S142
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P210027&s=S017
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P240044&s=S006
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=K262735
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P920015&s=S307
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P100010&s=S152
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P240013&s=S030
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P030036&s=S161
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P240013&s=S029
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P010015&s=S588
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P010015&s=S589
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P010031&s=S928
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P010031&s=S929
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P010031&s=S930
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P150033&s=S228
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P150033&s=S229
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P220012&s=S074
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P220012&s=S075
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P980016&s=S961
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P980016&s=S962
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P980016&s=S963
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P010031&s=S927
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P980016&s=S960
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=K253562
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P010030&s=S202
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=K253529
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=K262744
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P240014&s=S001
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=K252042

ArrHub Alerts Premium - Issue O - 20 September2026 arrhub.com

licence's page on MDALL, and the application programming interface (API)record, the
citation, islinked beside it and marked (JSON). Fields are stored as the source names them,
andrecords are checked against the source before publication, under the method
published at arrhub.com/method. Applicants and licence holders are matched to
organisations through an alias table: exact names by rule, division prefixes confirmed by a
person, and acquisitions cited to an SEC filing or the acquirer's press release.

US coverageis the set of FDA product codes marked as relevant to electrophysiology in
ArrHub's vocabulary. Three codes are left out on purpose: DQK (Computer, Diagnostic,
Programmable), MHX (Monitor, Physiological, Patient, With Arrhythmia Detection Or Alarms)
and MKJ (Automated External Defibrillators, Non-Wearable). Canadian coverage is the
licences apersonhas confirmed as electrophysiology devices. Not yet covered: FDA
recalls, Manufacturer and User Facility Device Experience (MAUDE) adverse events, and the
EU's EUDAMED database (from December).

Links open the agency's ownrecords. Unlabelled links openweb pages. Links marked
(JSON) open an agency's datarecord, which a browser shows as plain text. Links marked
(PDF) open documents.

Containsinformationlicensed under the Open Government Licence - Canada.

Reportabrokenlink orarecord that does not matchits source: alerts@arrhub.com. Corrections are
published, with their date, at arrhub.com/corrections.

Premium subscription

e ArrHub Alerts est unrelevé hebdomadaire des décisions de la FDA et de Santé Canada
concernantlesinstruments d’électrophysiologie, vérifiées par rapport au registre de
I'organisme.
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e ArrHub Alerts Premium: 2 950 $ US par année ou 295 $ US par mois, plus les taxes
applicables, payable d’avance. Pour un abonnement annuel renouvelé sans interruption,
le prix n’augmente pas de plus de 3 % a chacun des trois premiers renouvellements.
Licence d’équipe, jusqu’a 10 utilisateurs désignés : a partirde 17500 $ US par année.
ArrHub Alertsin a Nutshell : gratuit.

e Lepaiementenligne passe parle marchand officiel de Stripe, quiémet le regu.

e ArrHub publie le numéro hebdomadaire pendant toute la période payée; s’il cesse, la
partie non utilisée de la période est remboursée.

e Lecontenuestdestiné al’'usage professionnel de l’'abonné; il ne constitue pas un conseil
réglementaire, juridique ou en placement.

e |aresponsabilité totale d’ArrHub est limitée aux frais payés au cours des douze mois
précédents.

e ArrHub Alertsis a weekly record of FDA and Health Canada decisions on
electrophysiology devices, verified against the agency record.

e ArrHub Alerts Premium: US$2,950 ayear or US$295 a month, plus applicable tax, paidin
advance. Foran annual subscription renewed without interruption, the price rises no
more than 3% at each of the first three renewals. Team licence, up to 10 named users:
from US$17,500 ayear. ArrHub Alerts in a Nutshell: free.

¢ Checkout payment goes through Stripe’s merchant of record, whichissues the receipt.

e ArrHub publishes the weekly issue throughout a paid term; if it stops, the unused part of
the termisrefunded.

* The contentisforthe subscriber’'s own business use;itis notregulatory, legal or
investment advice.

e ArrHub’s total liability is limited to the fees paid in the preceding twelve months.

Conditions d’abonnement / Subscriber terms

Premium subscribers receive the fullissue by email. Plans and prices.
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About

ArrHub, at arrhub.com, keeps one identity per device, company and authorisation,
built from primary regulatory sources. Alertsis its weekly edition. The EU layer opens
in December.

| came to this fromlicensing. lam anintellectual property and technology lawyer with thirty
yearsin patentlicensing and technology law: codec pools at VoiceAge, and software and
intellectual property work for Cognos before IBM acquired it. Licensing runs on one rule,
one identity perasset. Adevice clearedin three markets carries three unrelated numbers,
and noregisterlinks them. So | built the crosswalk for one field.

The ArrHub Desk, Montreal and Toronto

Sources: openFDA and Health Canada's MDALL, and nothing else.: no press releases, no
secondary feeds, and no machine-written text in the records. The method is set out above.
Resolution rules and acquisition citations are available on request. ArrHub reports public
registerrecords, it does not assess patent scope, validity orinfringement, and nothing here
should be read as doing so.

1T The FDA record holds this name cut short; it is printed to its last complete word.

Revised 10 October2026; changes are listed at arrhub.com/corrections.
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Appendix: device names and dates of the routine notices

Abbott — 14 supplements

Device names: Therapy™ (including Bi-Directional and 4mm Thermistor) Ablation Catheter; Therapy™
Dual-8™ Ablation Catheter; Avant (CDHFA700Q, CDHFA700B, CDHFA700D, CDHFA7OOT); Neutrino
NxT (CDHFA800Q@, CDHFA800B, CDHFA800D, CDHFA800T, CDHFA4600Q..)t; Avant (CDVRA700Q),
CDDRA700Q, CDVRA700T, CDDRA70OT); Neutrino NxT (CDVRA800Q, CDVRA600Q, CDDRA8OOQ,
CDDRA600Q, CDVRA60OO0T...)t; Volt™ PFA Catheter, Sensor Enabled™; Ampere Generator; TactiSys
Quartz Equipment; Ampere Generator; TactiFlex™ Ablation Catheter, Sensor Enabled™, TactiSys™
Quartz Equipment, TactiSys™ Quartz, TactiFlex™ Radiofrequency...t; Current™ PFA Generator -
TactiFlex Duo

2026-09-03-P040014/S052 - 30-Day Notice
2026-09-03-P040042/S060 - 30-Day Notice
2026-08-12-P030054/S446 - 30-Day Notice
2026-08-12-P910023/5487 - 30-Day Notice
2026-08-11-P250022/S008 - 30-Day Notice
2026-08-07-P040014/S051- Real-Time Process
2026-08-07-P040042/S059 - Real-Time Process
2026-08-07-P0O60019/S0O59 - Real-Time Process
2026-08-07-P110016/S095 - Real-Time Process
2026-08-07-P130026/S102 - Real-Time Process
2026-08-07-P220013/S033 - Real-Time Process
2026-08-07-P960016/S094 - Real-Time Process
2026-07-23-P220013/S030 - Real-Time Process
2026-07-23-P250022/S005 - Real-Time Process

Biotronik — 1supplement
Device names:SoliaCSP S

2026-08-27-P950037/S297 - 30-Day Notice

Boston Scientific — 9 supplements

Device names: FARASTAR™ Pulsed Field Ablation (PFA) Generator; FARASTAR™ Mapping System
Module (MSM); FARASTAR™ Recording System...t; Tachy Pulse Generators; ESSENTIO™ SR SL (L100);
ESSENTIO™ DR SL (L107); ESSENTIO™ DR EL (L121); PROPONENT™ SR SL (L200); PROPONENT™ DR SL
(L201); MOMENTUM™ CRT-D IS1DF4 1S1(G124, G125); MOMENTUM™ CRT-D ISTDF1LV1(G126);
MOMENTUM™ X4 CRT-D ISTDF11S4 (G128...)t; VALITUDE™ CRT-P ISTEL (U125); VALITUDE™ CRT-P 1S4
EL (U128); VISIONIST™ CRT-P ISTEL (U225); VISIONIST™ CRT-P LV1EL...T; S-ICD EMBLEM™ GEN 2
(A209); S-ICD EMBLEM™ MRI (A219); ESSENTIO™ MRI SR SL (L110); ESSENTIO™ MRI DR SL (L117);
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ESSENTIO™ MRIDREL (L131); PROPONENT™ MRI SR SL (L210)...1; ICDINOGEN™ VR DF4 (DO10); ICD
INOGEN™ VR DF1/IS1(DOT11); ICD INOGEN™ DR DF4/IS1(D012); ICD INOGEN™ DR DF1/I1S1(D013)...t

2026-09-04-P230030/S024 - Real-Time Process
2026-08-25-P010012/S612 - Real-Time Process
2026-08-25-P960040/S515 - Real-Time Process
2026-07-23-N970003/S309 - 30-Day Notice
2026-07-23-P010012/S613 - 30-Day Notice
2026-07-23-P030005/5255 - 30-Day Notice
2026-07-23-P110042/S215 - 30-Day Notice
2026-07-23-P150012/S189 - 30-Day Notice
2026-07-23-P260040/S516 - 30-Day Notice

Johnson & Johnson — 1supplement
Device names: TXeco Cable

2026-08-17-P210027/S017 - 30-Day Notice

Kardium — 1supplement
Device names: Globe® Catheter Laminated Ribs

2026-08-20-P240044/S006 - 30-Day Notice

Medtronic — 18 supplements

Device names : MEDTRONIC(R) TRANSVENE LEAD SYSTEM; Sphere-9 Catheter AFR-0000T;
SelectSecure Lead 3830; Sphere-9 Catheter and Affera Ablation System; Consulta CRT-P (C4TRO1);
Percepta Bipolar CRT-P (W1TRO1); Percepta Quadripolar CRT-P (W4TROT1); Serena Bipolar CRT-P...t;
Percepta Bipolar CRT-P (W1TROT); Percepta Quadripolar CRT-P (W4TROT); Serena Bipolar CRT-P
(WITRO2); Serena...T; Amplia MRI CRT-D (DTMBI1D1, DTMB1D4); Amplia MRI Quad CRT-D (DTMBIQ]1,
DTMB1QQ); Brava CRT-D (DTBC1D1, DTBC1D4);Brava...t; Cobalt MRI CRT-D (DTPB2D1, DTPB2D4,
DTPB2Q1, DTPB2QQ); Cobalt XT MRI CRTD (DTPA2D1, DTPA2D4, DTPA2Q1, DTPA2QQ); Crome...t;
Amplia MRI CRT-D (DTMBI1D1, DTMB1D4); Amplia MRl Quad CRT-D (DTMB1Q1, DTMBIQQ); Brava CRT-D
(DTBCI1DI1, DTBCI1D4) Brava...t; Micra AV TPS (MC1AVR1); Micra AV2 TPS (MC2AVRI); Micra TPS (MCTVRO1);
Micra VR2 TPS (MC2VRO1); Aurora EV ICD (DVEA3E4); Aurora EV-ICD (DVEA3E4); Cobalt MRIICD
(DDPB3D1, DDPB3D4, DVPB3D1, DVPB3D4); Cobalt XT MRIICD (DDPA2D1, DDPA2D4, DVPA2DI,
DVPA2D4); Crome MRI...1; EveraMRIDF-11CD (DDMB1D1, DDMC3D1, DVMBID1, DVMC3D1); Evera MRI
ICD (DDMBI1D4, DDMC3D4, DVMB1D4, DVMC3D4); Evera S...t; Amplia MRI CRT-D DTMBI1D1, DTMB1D4;
Amplia MRI Quad CRTD DTMBI1Q1, DTMB1QQ); Brava CRT-D DTBCI1D1, DTBC1D4; Brava Quad...t; Cobalt
MRIICD DDPB3D1, DDPB3D4, DVPB3D1, DVPB3D4; Cobalt XT MRIICD DDPA2D1, DDPA2D4, DVPA2DI,
DVPA2D4; Crome MRIICD...t

2026-08-19 - P920015/S307 - 30-Day Notice
2026-08-06-P240013/S030 - 30-Day Notice
2026-08-05-P030036/S161- 30-Day Notice
2026-08-04-P240013/S029 - 30-Day Notice
2026-07-31-P010015/5588 - 30-Day Notice
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2026-07-31-
2026-07-31-
2026-07-31-
2026-07-31-
2026-07-31-
2026-07-31-
2026-07-31-
2026-07-31-
2026-07-31-
2026-07-31-
2026-07-31-

P0O10015/S589 - 30-Day Notice
P0O10031/5928 - 30-Day Notice
P0O10031/S929 - 30-Day Notice
P0O10031/S930 - 30-Day Notice
P150033/S228 - 30-Day Notice
P150033/S229 - 30-Day Notice
P220012/S074 - 30-Day Notice
P220012/S075 - 30-Day Notice
P980016/S961- 30-Day Notice
P980016/S962 - 30-Day Notice
P980016/S963 - 30-Day Notice

2026-07-22-P010031/S927 - 30-Day Notice
2026-07-22-P980016/5960 - 30-Day Notice

Zoll — 1supplement
Device names: LifeVest® Wearable Defibrillator

2026-07-30-P010030/5202 - 30-Day Notice

Fortheinternal use of the subscriber’s organisation under the subscriber terms. Not for redistribution.

Conditions d’abonnement / Subscriber terms.

arrhub.com

Dalimer Outsourcing Inc., doing business as ArrHub, 83 West St-Paul Street, Montreal, Quebec H2Y 171, Canada.

ArrHub reports public registerrecords. It does not assess patent scope, validity orinfringement, and nothing

hereisregulatory, legal orinvestment advice. © 2026 ArrHub. Content made available underlicence.
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