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Application TRIM E17-5437, E17-5438, E17-5442, E17-5445, E17-5443, E17-5446
E17-5451, E17-5448, E17-5450

Sponsor’s submission
TRIM Ref.:

TRIM: D17-324877

CER and CV – saved in Appendix E – Clinical Experience Summary
Risk Analysis – saved on Appendix F – Risk Analysis
Labels and IFU and Predicate – saved in Appendix C, B and A. (IFU and
Labels are identified via the model numbers)
Cover letter

Date submitted to TGA: 28/02/2017

Date Referred to Clinical
Section: 15/05/2017

 
 
Kind Regards
 

Assistant Director | Devices Applications and Verification Section
Medical Devices Branch | Medical Devices and Product Quality Division
 

@health.gov.au | Ph: 
 
Therapeutic Goods Adminsistration P.O Box 100, Woden ACT 2606, Australia www.tga.gov.au
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Kind regards

 

Devices Applications and Verification 
Medical Devices Branch 

Phone:  
Email: @health.gov.au 

Therapeutic Goods Administration 
Department of Health 
PO Box 100 
Woden ACT 2606 Australia 
www.tga.gov.au
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the Medicare Benefit Schedule 
(MBS)?

Will you be applying for listing 
of this product on the 
Prosthesis List?

Yes No

Will you be applying for listing 
of this product on the 
Co-dependent or hybrid 

technology application list?

Yes No

Sponsor name: Boston Scientific Pty Ltd

Sponsor ID: 23932

Agent name:

Contact details :

Contact email: @bsci.com

Manufacturer Information

Manufacturer's evidence: DV-2014-MC-17490-1 :Annex II.3 St Paul Full Quality Assurance (CE 00027) 

Exp 17June2018 (Ingenio 2.0)  Goto

Manufacturer name: Cardiac Pacemakers Inc (United States Of America)[9897]

Assessment route: Council Directive 90/385/EEC (AIMD)

Assessment body: BSI Product Services [0086]

GMDN code:                Biventricular pacemaker/defibrillator[47270]

GMDN description:     An implantable, battery-powered combination device consisting of a 
hermetically-sealed pacing pulse generator and an integrated defibrillation 
pulse generator with leads in the right ventricle, in a coronary vein over the left 
ventricle, and often in the right atrium (triple chamber). In addition to 
conventional pacing and defibrillation functions, the device provides cardiac 
resynchronization therapy (CRT) through biventricular electrical stimulation to 
synchronize right and left ventricular contractions for more effective blood 
pumping to treat symptoms of heart failure (e.g., shortness of breath, easy 
fatigue) and serious heart-rhythm problems.

Intended purpose :     Boston Scientific Cardiac Resynchronization Therapy Defibrillators (CRT-Ds) 
are indicated for patients with heart failure who receive stable optimal 
pharmacologic therapy (OPT) for heart failure and who meet any one of the 
following classifications:
• Moderate to severe heart failure (NYHA Class III-IV) with EF ≤ 35% and QRS 
duration ≥ 120 ms
• Left bundle branch block (LBBB) with QRS duration ≥ 130 ms, EF ≤ 30%, 
and mild (NYHA Class II) ischemic or nonischemic heart failure or 
asymptomatic (NYHA Class I) ischemic heart failure.
Boston Scientific CRT-Ds are also intended to provide ventricular 
antitachycardia pacing and ventricular defibrillation for automated treatment of 
life-threatening ventricular arrhythmias.

Device Category Terms
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Product Details

UPI (Unique product identifier): MOMENTUM CRT-D - G125

Attached Documentation

 Design Examination Certificate - CE663431 - DE certificate.pdf
 Request for a reduction in application audit fees - Application for fee 

reduction - NG4 CRT-D and ICD devices.doc
 Design Examination Certificate - CE663431 - DE certificate.pdf
 Design Examination Certificate - CE663431 - DE certificate.pdf
 EC Certificate - CE663431 - DE certificate.pdf

History

21/11/2017 3:02:56 PM Approved.
Payment notification mail has been sent to PDC on 7/03/2017
Review Completed - Accepted, 21/11/2017)

Record Date

Fee: 1290 Date Paid: 06/03/2017

Date 
Decision:

21/11/2017

Start Dates Finish Dates Working Days

Application 
Received

21/11/2017 Payment Received 06/03/2017 0

Total 
Working 

Days

4
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Did the screening identify any issues? 
Yes  ☐   No  ☐ 
 
If ‘YES’: 
TRIM reference for Screening Report: R16/xxxxx  
Note: if no issues have been identified, there is no need for a 
screening report 

Clinical Round: 

2  
 
Clinical screening report: D17-344962 
1st round of clinical assessment: D17-326283 

 
To be completed by Clinical Assessor: 

Does the submitted clinical data meet the requirements of essential 
principle 14 of Schedule 1 and Part 8 of Schedule 3 of the 
Therapeutic Goods (Medical Devices) Regulations 2002? 

☒NO 

 
Comments & Rationale: 
 
This is the second round of clinical assessment for a range of nine subject cardiac pacemakers.  
This report will review the information submitted by the sponsor relevant to the TGA questions 
raised from the first round of clinical assessment of the  

, MOMENTUM CRT-D - G125,  
 

, from Cardiac Pacemakers Inc.,   
collectively referred, as the “Devices” in this report.    In addition, as further clinical data has 
been provided, the assessor will also review the previously submitted IFUs and risk 
management documents again this round.   
 
Overall, the information provided for this first round of clinical assessment for the Devices was 
deficient in many areas.   The following deficiencies have been identified.  Further information 
was requested, as below. 
 
Overall, this is a complex assessment, as only one clinical report has been requested to cover all 
nine different subject Devices.  Furthermore, the data provided has been difficult and time 
consuming to review, due to the large quantity of data submission; non-systemic presentations of 
data for each device; and the amount of information that are not directly relevant to the subject 
devices and for the submission.    
 
The sponsor has not provided sufficient evidence to demonstrate substantial equivalence of each 
individual device with another.  Only generalised comparisons between groups were made.  Clinical 
data provided contained clinic investigation data that does not pertain to the subject devices.  
Literature data contains some systematic review with some brief description of literature search 
strategies and selection process and results with no critical appraisal of individual data that are 
specific to each of the individual subject Device.   Post-market data again was non-specific and 
appears to contain data pertaining to some predicate devices only.  There has been no data 
presented for the subject Devices.  With the data presented, summary of data was given but without 
a comparative analysis or discussion in the CER.  MRI conditional statuses have been claimed for 
three of the subject devices.  However, there have been no specific modelling data found in the 
submission for each of these devices.  Further information required will depend on the ability of the 
sponsor to demonstrate substantial equivalence of these devices with another and the MR condition 
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of those.  IFU and risk documentations cannot be assessed further due to the inadequate clinical 
data provided.   
 

In summary, there is insufficient data to demonstrate that these nine subject devices are safe and 
perform as intended.  The following information would therefore be required in order to 
demonstrate compliance with Essential Principles 1, 3, 6, and 14. 

 

Is additional clinical data required? YES  

 
 

1. Provide detailed descriptions of each of the nine subject devices to allow clear 
identifications of each of the devices; and 

2. Provide clear statement(s) of the FDA regulatory status for each of the subject device, 
including but not limited to intended purposes/indications and MR status; and 

3. Provide the electronic signature page from the endorsing clinical expert,  
and 

4. Provide a detailed and separate comparison table for each of the subject devices with its 
substantially equivalent device(s) (it is recommended to limit the comparison to one to two 
individual device only), in terms of the intended purpose of the devices and the 
technological and biological characteristics of the devices.  If there are differences then 
evidence needs to be provided with expert justifications as to how each of the difference 
would not clinically significantly affect the performance and safety of the subject device; 
and  

5. Provide MR status for each of the claimed substantially equivalent device for the  
 

6. Provide an up-to-date systematic literature review, which pertain directly to each of the 
subject devices or each of their claimed substantially equivalent devices and present the 
data in a systematic way to allow assessment of Indi dual subject device data separately.   

7.  Provide an up-to-date post-market data which pertain specifically and separate to each of 
the subject devices or the claimed equivalent devices, with also comparative analysis and 
expert report of these data to other similar marketed devices to substantiate the safety and 
efficacy of each of the subject device.   
 

  
 
 
Assessment of the applicant response 

TGA Question 1 and Response   

 
 
  

Assessor Comments 

s22
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Assessor comments 

 
The assessor notes that the above three subject devices are identical to their respective 
substantial equivalent devices, from the MR conditional status point of view.  No further 
question is required.   

TGA Question 6 and Response   

 

 
Assessor comments 
Addendum to Clinical Data Summary Report Expanded Literature Review document has 
been provided for the literature update on 16 August 2017.  The document provides an 
additional literature review to support the safety and performance of new features in the 
NG4 family.  The new features, listed and described previously, in summary include: 
 

• HeartLogic in which multiple sensors are integrated into a diagnostic tool to 
detect impending worsening of heart failure, and 

• LV Multi-Site Pacing (MSP) in which a stimuli is delivered to two electrodes on a 
quadripolar left ventricular lead, and 
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• Atrial Diagnostics Reporting, in which diagnostic information on atrial 
arrhythmias previously available on earlier generation devices are now consolidated into 
a single report. 

 

Updated literature search for the new features has been performed with key words clearly 
listed.  General search of ICD/CRT-D devices for both the NG3/NG4 family have also been 
performed.  Clear literature search protocols (detailed in Appendix found) including the 
database, search terms, period coved by search, and inclusion and exclusion criteria, have 
been given.    These appear to be appropriate.  Selection process has been described.  
Selected publications have been listed and summarised.  Critical appraisals of individual 
studies have not been provided of the expected details.  General summaries of the findings 
of the selected groups of studies have been provided.  In consideration that no major 
safety or performance issues relevant to the new features of the subject devices have been 
identified currently, along with the accepted claim of substantial equivalence with the 
predicate devices, (only if the proposed intended purposes of all the subject devices 
are identical to that of the predicate devices), further request of more detailed critical 
appraisal of individual studies and summaries are not likely to change the outcome of the 
assessment.  No further information is therefore required at this stage.   

 

TGA Question 7 and Response   

 

 
Assessor comments 
A separate document named MARKET EXPERIENCE DATA has been provided for this 
round of assessment.  Reliability data are all-time through 01 August 2017 for the 
currently marketed NG4 ICG and CRT-D’s.  The predicate AUTOGEN marketing data has 
also been provided.  Up-to-date sales data has been copied and inserted as below.  
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Discussion of data has been provided.  The most commonly report observation resulting in 
an MDV/MDR involve an impedance issue, either “impedance issue,” or “pacing or shock 
impedance high.” High and low impedance measurements (i.e., impedance issue) can be 
related to lead design, lead integrity issues, lead to device connection, or lead to tissue 
interface. Lead impedance measurements are a diagnostic tool used to assess system 
integrity. High and low impedance measurements do not directly result in adverse patient 
effects. Rather, they are a prompt to the clinician that the lead impedance value has moved 
outside of the typical operating range, and further investigation may be appropriate to 
determine if system performance remains clinically suitable or has been compromised.   

 
There were 7 reported observations that met the criteria for a Patient Death MDR - 
observations where device may have contributed to a patient's death. Although the 
observation may be related to the device and/or lead, it can also be caused by a number of 
other factors including patient condition, environmental, or extrinsic factors.   
 
The Physician Technical Manual for BSC lists Potential Adverse Events associated with 
implantation of these products (based on the literature and on pulse generator and/or lead 
implant experience). The observations reported to BSC involving the Autogen device are 
consistent with known potential adverse events… 
 
Based on the post-market reliability data provided in this document, as well as previously 
conducted literature review, compiled clinical data risk analysis, BSC asserts that there is 
sufficient and well established clinical evidence to support the safety and performance of the 
devices for use in a clinical setting. 
 
None of the 7 reported deaths pertain to the subject devices.  In comparison of the NG3 
and NG4 post-market data, the relatively higher MDV rate (%MDV/WW sales) for Model 
G124 of 2.38% could possibly an overestimate of events due to the low world-wide sales 
number of units only.  Overall, the assessor is satisfied with the post market-data 
provided.  No further information or justification(s) is required.   
 
 
 

Instructions for Use 
 

With the additional data in terms of up-to-date literature and post-market data, the assessor is 
able to further assess the provided two IFUs for the two groups of subject Devices.   

The IFUs for subject ICDs and CRT-Ds cover all the subject devices appropriately.  The IFUs 
contain detailed information on device description, indications and usage, contraindications, 
warnings, precautions, potential adverse events, cautions and MRI conditional warnings and 
precautions etc.   

The device description, indications and contraindications were consistent with those outlined in 
the CER. The IFU includes a list of compatible devices, warnings, precautions, patient counselling 
information and adverse effects, which are considered appropriate. 
 
The listed range of potential adverse events appear to align with the device-specific risks 
identified in the literature search and in the available post-market data of the both the predicate 
devices and subject devices.    

No further information is required.   

 

 

s47G
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The assessor must clearly states here that the above assessor’s comments are based on an 
overview of the Hazard Analysis Report and not on the assessment of the entire 1187 pages of 
report provided due to feasibility issue.   

 

No further information is required.   

 

Conclusions and Recommendations: 
 
The applicant has provided further clinical evidence to demonstrate the safety or performance 
of the subject Devices.  Majority of the clinical data pertain to the substantially equivalent 
devices, which have been clearly listed, compared to and discussed in details now.   Further 
evidence has been provided in a systematic way to support the substantial equivalence claims 
for each of the subject devices.  However, one issue remains currently and requires further 
information, to support the substantial equivalence claims.   
 
For the subject CRT-D devices, if the applicant wishes to continue claiming for substantial 
equivalence between the predicate devices and the subject devices, the claimed intended use of 
the CRT-Ds subject devices are required to be identical to those approved for the predicate 
devices on the ARTG.   The applicant needs to consider changing intended use for the subject 
CRT-Ds to align with their predicate devices approved by TGA previously. Currently the 
indications are listed as below.   
 
ARTG 
approved 
intended 
use for the 
predicate 
CRT-Ds   

Boston Scientific Cardiac Resynchronization Therapy Defibrillators (CRT-Ds) are 
indicated for patients with heart failure who receive stable optimal pharmacologic 
therapy (OPT) for heart failure and who meet any one of the following classifications: 
• Moderate to severe heart failure (NYHA Class III-IV) with EF < 35% and QRS 
duration > 120 ms 
• Left bundle branch block (LBBB) with QRS duration > 130 ms, EF < 30%, and mild 
(NYHA Class II) ischemic or nonischemic heart failure or asymptomatic (NYHA Class 
I) ischemic heart failure. 
 
Boston Scientific CRT-Ds are also intended to provide ventricular antitachycardia 
pacing and ventricular defibrillation for automated treatment of life-threatening 
ventricular arrhythmias. 

Subject 
CRT-D 
devices 
intended 
use 

“These Boston Scientific Cardiac Resynchronization Therapy Defibrillators (CRT-Ds) 
are indicated for patients who are at risk for sudden cardiac death caused by 
ventricular arrhythmias and who have heart failure (including asymptomatic [NYHA 
Class I] ischemic heart failure) with ventricular dyssynchrony.” 
 

 
 
Alternatively if the applicant does not wish to change the claimed intended purposes, the 
applicant will be required to provide further clinical data, pertaining directly to each of the 
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“In response to the section 41JA notice, Boston Scientific have decided to amend the intended 
purpose so it is consistent with the claimed equivalent devices”.   
 
Assessor’s Comment 
 
The applicant has submitted the amended IFU and CER to reflect change in IFU to align with that 
of the predicate devices.   
 
Page 5 of the amended IFU now shows the following: 

 
 
This is now consistent with that of the predicate devices.   
 
No further information is required.   
 
 
Is additional clinical data required? YES ☐/ NO ☒ 
 
 
 
 
Name, date and signature of Clinical Assessor: 
Name:  Date: 15/11/2017 

Signature: Electronically signed 
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CAUTION: This email originated from outside of the organization. Do not click links or open attachments unless
you recognize the sender and know the content is safe. Be Security Conscious!

From:
To:
Subject: RE: {External} Clarification on ME /QMS certificate for reclass application - Boston Scientific Pty Ltd- Cardiac

Implants [SEC=OFFICIAL]
Date: Wednesday, 2 November 2022 7:55:08 AM
Attachments: image002.png

image003.png
CRM MDR 730391 Exp2026May24.pdf

REMINDER: Think before you click! This email originated from outside our
organisation. Only click links or open attachments if you recognise the sender and know
the content is safe.

Good Morning 

The medical devices you have listed below fall under the RESONATE Family of CRT-Ds and ICDs
and are covered by scope of certificate MDR 735821 R000. Please find attached the same, but
updated, QMS certificate. I have just submitted a variation to Manufacturer’s Evidence (DV-
2021-MC-14238-1) to reflect the updated QMS certificate.

Thanks

Kind regards,

| Regulatory Affairs Specialist, CRM & EP | Ph:  | Boston Scientific Australia and New Zealand

From: @Health.gov.au> 
Sent: Tuesday, 1 November 2022 4:49 PM
To: @bsci.com>
Subject: {External} Clarification on ME /QMS certificate for reclass application - Boston Scientific
Pty Ltd- Cardiac Implants [SEC=OFFICIAL]

Hi ,

Good afternoon. I am currently working on reclassification of theses medical devices as detailed
below.

Submission Number UPI ME MDR Certificate number

DA-2022-09269-1 MOMENTUM CRT-D
Model G125

DV-2021-MC-14238-1 730391R000
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INTERNAL USE ONLY 

 
Record Details D22-6040405  Application without audit assessment checklist - DV-2022-

DA-23478-1- DA-2022-09269-1-Boston Scientific Pty Ltd ~ D G125.DOCM 
Effective Date 22/07/2021 

Print Date 15/05/2026 10:49  Page 2 of 15 
Once printed or copied from the Master, this is no longer a controlled document; check validity before use 

 

Outcome of the assessment/recommendation: 

☐ Seek advice from the delegate ☐ Application has failed preliminary 
assessment 

☐ Sponsor requested to withdraw application ☒ Decision to include kind of device in ARTG 
according to S41FF 

☐ Impose conditions under S41FO ☐ Select application for audit under S41FH 

☒ I confirm that I have the appropriate delegation under the Therapeutic Goods Act 1989 

Name   

Signature Signed Electronically Date 2-11-2022 

Description of the device 

Please include images and references to the relevant documents if required 

The application is for the reclassification of the ARTG entry 296564 from AIMD to Class III to 
comply with the new regulations. 1 

AS per Application 

 

 

AS per existing ARTG 296564: 

Intended Purpose 

\ 

Functional Description 

 

  

 
1 https://www.tga.gov.au/resource/reclassification-active-implantable-medical-devices-aimd 
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INTERNAL USE ONLY 

 
Record Details D22-6040405  Application without audit assessment checklist - DV-2022-

DA-23478-1- DA-2022-09269-1-Boston Scientific Pty Ltd ~ D G125.DOCM 
Effective Date 22/07/2021 

Print Date 15/05/2026 10:49  Page 12 of 15 
Once printed or copied from the Master, this is no longer a controlled document; check validity before use 

 

Additional comments (if required) 

Provide relevant information, if not already covered above, or if further clarification is required. For 
example, if it is recommended to impose a condition, state the proposed draft of the conditions and 
the reasons why. 

 

 

Assessor’s Name  Position Level APS 6 

Signature Signed Electronically Date 2-11-2022 
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PLEASE NOTE:
A false declaration will result in the device entry being removed/cancelled from the ARTG. 

Signatory name of the person submitting the application.:
…………………………………………….

History

Payment notification mail has been sent to MSAC & PDC on 30/10/2022

Record Date

Fee 0 Date Paid 28/10/2022

Date Decision

Start Dates Finish Dates Working Days

Application Received 28/10/2022 Payment Received 28/10/2022 0
Total Working Days 0
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