
Document 1



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: Medtronic Australasia Pty Ltd

Sponsor ID: 837

Agent name:

Contact details:

Contact email:

Manufacturer Information

Manufacturer's evidence: 030116-WEBE-5HU56J : Neurostimulators, Leads, Accessories, Pumps, 
Catheters, Programmers, Software, Transmitter  Goto

Manufacturer name: Medtronic Inc (United States Of America)[9913]

Certificate issued under: Council Directive 90/385/EEC (AIMD)

Conformity assessment 
procedure:

Schedule 3 Part 1 (Annex II)

Assessment body: TUV SUD Product Service GmbH Zertifizierstellen [0123]

GMDN code:                Infusion pump, implantable, programmable[35687]

GMDN description:     A device that is implanted for delivering narcotics, short-acting anaesthetic 
agents, insulin, antineoplastic drugs or other agents. Dosage is controlled 
by drug concentration and/or by radio frequency (RF) signals from an 
external programming device. The catheter from the pump is tied into the 
epidural or the intrathecal space of the spinal canal or into a blood vessel.

Intended purpose: Indicated when patient therapy requires the chronic infusion of drugs or 
fluids

Device Category Terms

Device category 1: Active implantable devices

Device category 2: Anaesthetic and respiratory devices

Device category 3: Electro mechanical medical devices

Product Details

Unique Product Identifier: Implantable Infusion Pumps

Attached Documentation
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History

24/10/2003 4:03:43 PM  Approved.
10/09/2003 13:14:46  -  ( ) Supporting Documents Received.
06/05/2003 15:48:21  -  ( ) Supporting Documents Requested.
06/05/2003 15:48:10  -  ( ) Selected for Review.
02/05/2003 - ( ) Full Payment Received.

Record Date

Fee: Date Paid: 02/05/2003

Date Decision: 24/10/2003

Start Dates Finish Dates Working Days

Application 
Received

22/04/2003 Payment Received 02/05/2003 8

Payment Received 02/05/2003 Selected for 
Review 

06/05/2003 2

Total Working 
Days

133
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Record Details Application without audit assessment checklist - Medtronic Australasia Pty 

~td - SynchroMed II Programmable Pump - DV-2022-DA-12694-1 - DA-
2022-04963-1.DOCM 

Effective Date 22/07/2021 

Print Date 9/07/2026 3:31  Page 2 of 12 
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 10/06/2022 

 

Name   

Signature Signed electronically Date 15/06/2022 

 

 

Description of the device 

Please include images and references to the relevant documents if required 

The device is for an AIMD to Class III reclassification. As per the details provided in the 
application form, the application is intended to re-classify the ARTG entry 97770 to Class III in 
accordance with the updated classification rule. 

The device is Sterile, single use, invasive NMD - Synchromed II IInfusion Pump Indicated when 
patient therapy requires the chronic infusion of drugs or fluids. It is single pack active device with 
a software that stores and dispenses drugs according to instructions programmed by the 
clinician. 

 

  

s.22
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Record Details Application without audit assessment checklist - Medtronic Australasia Pty 

~td - SynchroMed II Programmable Pump - DV-2022-DA-12694-1 - DA-
2022-04963-1.DOCM 

Effective Date 22/07/2021 

Print Date 9/07/2026 3:31  Page 10 of 12 
Once printed or copied from the Master, this is no longer a controlled document; check validity before use 

 

Assessor’s Name  Position Level APS6 

Signature Signed electronically Date 10/06/2022 
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☐ CV of clinical expert  

☐ Risk management report, including FMEA  

☐ For implantable devices, MRI safety evidence  

Request comments 

The sponsor also provided: 

• Cover letter D23-4078354 

• TDAR D23-4078341 

• CEAR D23-4078338 

Submission TRIM 
reference  

E23-355088 

* Excluded devices are sutures, staples, dental filings, dental braces, tooth crowns, 
general (endosseous) dental implants, screws, wedges, plates, wires, pins, clips, 
connectors 

 

Device description 

Information from eBS device application form 

DAS to complete for Class III/AIMD, delete if not applicable. If there are multiple applications in the 
submission, add and complete a table for each application. 

UPI  Synchromed lll 8667 

Variant information 

 

Total number of devices covered: 2 

Variant type Variant range 

Model number (see guidance docs) 
Model number (see guidance docs) 
Gauge (mm) 
Gauge (mm) 

8667-20 
8667-40 
24 (0.55) 
22 (0.7) 

 

Intended purpose 
The implantable programmable pump is part of an infusion system 
that stores and delivers a prescribed drug to a specific site 

Functional description 

The implantable programmable pump is part of an infusion system 
that stores and delivers a prescribed drug to a specific site. The 
implanted infusion system consists of a pump and a catheter. The 
catheter connects to the pump catheter port. The kit contains a drug 
infusion pump and two needles 

Device classification Class III 

GMDN code and term Intrathecal implantable infusion pump, programmable[46024] 
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Comments  

 

Information provided for the application – labels, IFU, advertising, CER etc. 

Clinical Reviewer to complete. If there are multiple applications or devices in the submission, add 
and complete a table for each application or device. 

UPI Synchromed lll 8667 

Device description 

From Pump manual: 

 

… 
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… 
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The pump is implanted in a subcutaneous pocket in the lower 
abdomen.  

For use in adult and pediatric patients, for >30 days. 

From the Reference manual, the following drugs can be used with the 
pump: 
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Device configurations & 
variants 

Variants: 20mL and 40mL pump reservoir volumes 

System or procedure 
pack 

From IFU: 

 

SynchroMed III Programmable Infusion System consists of: 

• SynchroMed III programmable pump 

• intrathecal catheter 

• refill kit – used to refill pump reservoir through refill septum 

• catheter access port (CAP) kit 

• wireless clinician programmer 

• Personal Therapy Manager (which include communicators) – 
allows patient to activate delivery of physician programmed 
supplemental bolus doses of drug. 
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• software 

Under this table is a diagram of the entire system. 

Accessories or 
compatible devices 

See above 

Comments  

Note: Unique product identifier (UPI) is only relevant for Class III/AIMD devices as it 

forms part of the “kind of medical device” by which these devices are entered in the 

ARTG. The UPI is given to the device by its manufacturer to identify the device and any 

variants. Device name is relevant to devices other than Class III/AIMD. For non-Class 

III/AIMD devices, the name of the device does not form part of the “kind of medical 

device” and is not recorded in the ARTG entry. 

From the notified body’s CEAR: 

 

 

Application background 

Conformity assessment documents accompanying application  

These conformity assessment documents are linked to the application as Manufacturer Evidence 
or attached to the device application form. They were considered satisfactory in relation to the 
application passing preliminary assessment. 

DAS to complete. If there are multiple QMS or product assessment documents, add and complete 
the relevant table for each document. 
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QMS 

Regulatory authority Notified body MDR 

Type of document MDR Annex IX, Chapter 1 

Issuer TUV SUD Product Service GmbH [0123] 

Document identification G12 039709 1291 Rev 06 

Issue/decision date 6/04/2023 

Expiry date 2/07/2025 

 

Product assessment  ☒ Yes  ☐ No 

Regulatory authority Notified body MDR 

Type of document MDR Annex IX, Chapter 2 

Issuer TUV SUD Product Service GmbH [0123] 

Document identification G12 039709 1291 Rev 06 

First issue/decision date* 27/10/2023 – subject device added 

Latest issue/decision date^ 27/10/2023 

Expiry date 21/06/2027 

Comments 

TDAC: D23-4078345 

Scope: 

 

 

* First issue/decision date is the date the document was first issued or a 

decision was made for the subject device. 

^ Latest issue date/decision date and Expiry date may not be relevant or 

available, delete if appropriate. 
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Relevant TGA assessments and regulatory history 

Information about whether the device has novel technological features or intended purpose, and 
whether the device, devices from the same family or related devices in a system/procedure pack 
(or accessories or compatible devices) have previously been reviewed by the TGA. 

Reviewer to complete. For conformity assessments, review the root file for manufacturer and 
current and withdrawn rejected applications. 

For ARTG inclusions, review current and cancelled ARTG entries (by GMDN, UPI), and current 
and withdrawn/rejected applications. 

For post-market, review SARA database, Qlik IRIS Triage Dev app, and search for device name in 
TRIM. 

If there are multiple certificates or ARTG entries, add and complete the relevant table for each 
certificate/document. Delete fields that are not relevant. Duplicate fields where necessary. 

Novel technological features or 
intended purpose in Australia? 

☐ Yes   ☒ No 

 

TGA conformity assessment certification  ☐ Yes  ☒ No 

 

ARTG inclusion  ☒ Yes  ☐ No 

Devices used with the SynchroMed II that are currently undergoing ARTG variation applications: 

• SynchroMed II Clinician Programmer Application A810: ARTG 308884, start date 2018. 

• A820 myPTM App: ARTG 358090, start date 2021. 

These apps have been updated to allow use with the SynchroMed III, and to add a new workflow 
for Refill Only use cases, updated alerts, updated descriptions of myPTM app controls, and an 
updated name for the A810 to SynchroMed Clinician Programmer Application. 

Post-market details   ☒ Yes  ☐ No 

A search using TGA’s Qlik app IRIS Triage Tool (v.07.02) revealed the following recall actions for 
the A810: 
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Other overseas regulator conformity assessment documents 
representing product assessment 

These conformity assessment documents are additional to documents that accompanied the 
device application form. 

Review: 

• Cover letter and information provided for the application, including CER. 

• Relevant market authorisation databases for Health Canada and US FDA documents.  

• Whether the UPI, variants and intended purpose are the same as the subject device. 

If multiple documents exist for a regulator or there are multiple devices, add and complete the 
relevant table each document/device. Delete fields that are not relevant.  

EC Certification  ☒ Yes  ☐ No ☐ Not known 

Certificate type See above for documents accompanying application 

 

Health Canada  ☐ Yes  ☒ No 

 

US FDA  ☒ Yes  ☐ No 

Approval by supplement: 

 

Japan    ☐ Yes  ☐ No  ☒ Not known 

 

Singapore  ☐ Yes  ☒ No 
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Clinical review documentation 

Clinical evidence report (CER) 

Document identification & date 

Clinical Evaluation Report for SynchroMed III, doc# 
NDHF1463-217401, version 3.0, dated 28/02/2023, 248 
pages including appendices. 

CER covers the subject device and Model A810 programmer 
app and Model A820 myPTM app. 

Clinical evaluation strategy: 

• Design verification and validation testing, including on 
the SynchroMed III infusion system. 

• Claim of equivalence to SynchroMed II. 

• Clinical data from published literature, unpublished 
clinical studies, and PMS activities on the 
SynchroMed II infusion system, including PMCF data 
from Medtronic’s Product Surveillance Registry (PSR). 

Are the UPI/device name, any 
variants and intended purpose 
in the CER consistent with 
information provided with the 
device (IFU, labels etc)? 

☒ Yes  ☐ No 

Comments:  

Does the CER include an 
evaluation of the clinical data? 

☒ Yes  ☐ No 

Comments: 

 

Substantial equivalence claim ☒ Yes  ☐ No 

Comparator device:  SynchroMed II pump 

Comparator type ☒ Predicate device ☐ Similar marketed device 

Comments: 

Has evidence to demonstrate 
substantial equivalence of the 
comparator to the subject 
device been provided? 

☒ Yes  ☐ No 

Comments: 

 

Predicate’s Australian regulatory history  

• ARTG 97770 for Class AIMD from 2003, then 389968 for Class III from 2022 
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• A search using TGA’s Qlik app IRIS Triage Tool (v.07.02) revealed: 
o 34 DIRs (27 incidents) of which three were investigated 
o A PMR related to the application then removal of a condition of inclusion resulting 

from an US FDA consent decree whereby corrections and enhancements were 
required for the pump and QMS: https://www.tga.gov.au/news/media-
releases/medtronic-australasia-us-consent-decree-synchromed-drug-infusion-
system#:~:text=Under%20a%20consent%20decree%20the,for%20continued%20su
pply%20of%20pumps.  

o The following recall actions and safety alerts, of which the latest action regarding 
MRI does not appear to have been agreed with the sponsor – see last recall in 
below list and E23-367872: 
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Differences between the SynchroMed II and III 

Overview of changes from the CER (p.8-9): 

 

 

Technical differences from CER (p.52-53): 
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The are apparently no biological or clinical differences between the devices. 

In relation to clinical equivalency, following is stated (CER, p.55): 

 

 

s.47
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Clinical investigations   ☒ Yes  ☐ No 

Clinical trial/study protocol, 
results and analysis provided? 

☒ Yes  ☐ No 

Comments: 

Pre-market or post-market 
clinical investigations for subject 
device? 

☐ Pre-market  ☒ Post-market  ☐ Nil 

Randomised controlled trial 
☐ Device  ☐ Predicate  ☒ Nil 

Comments:  

Single-arm trial 

☐ Device  ☒ Predicate  ☐ Nil 

Comments:  
s.47
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Other clinical experience, including post-market data  ☒ Yes  ☐ No 

World-wide distribution (sales) 
numbers for device provided? 

☐ Yes  ☒ No  

Comments:  

Clinical experience data 
provided? 

☒ Yes  ☐ No 

Data through to Oct 2021 – predicate only 

Adverse events with complaint 
rates 

☐ Device  ☒ Predicate  ☐ Nil 

Most common events: 

s.47

s.47
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Recalls (or actions such as 
market withdrawals, field 
corrections, safety alerts) 

☐ Device  ☒ Predicate  ☐ Similar marketed  ☐ Nil 

Information matches recall action in Australia regarding motor 
stall in 2019. 

Corrective and preventative 
actions (CAPAs) 

☐ Device  ☒ Predicate  ☐ Nil 

Registry data ☐ Device  ☒ Predicate  ☐ Similar marketed  ☐ Nil 

Medtronic Product Surveillance Registry (PSR) (CER, p.93-
106): 

• Web-based registry across sites in North America, 
Europe, and South America 

• 9,703 patients enrolled to Oct 2021: 

 
• Collected events (with or without returned products) 

were sorted into two categories: product performance 
events and non-product performance events. 

• Total of 2,325 product performance events occurred in 
1,511 (15.6%) of patients, which is 18% of all events. 

• 526 (22.6%) of the 2,325 product performance events 
were related to the pump and 1,596 (68.6%) to the 
catheter 

• By far the most common pump issue (189 cases) was 
motor stall. Design changes were introduced in 2016 
and 2017 to reduce the likelihood of non-recoverable 
stalls. 

• Overall, there were 2,537 patient deaths – none were 
attributed by the manufacturer to product 
performance. 

• The IFU claims a service life of about 5 years. The 
registry data estimates 97.2% survival of the 
SynchroMed II pump when used on-label at 5 years 
and 89.7% survival at 81 months. 

Other ☐ Device  ☒ Predicate  ☐ Similar marketed  ☐ Nil 

Type of data:  

SynchroMed II European Post Market Clinical Follow-Up 
Addendum (CER, p.107): 
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• To provide long-term performance data up to 4 years 
follow-up, measuring flow-rate accuracy. 

• 15 sites via Medtronic’s PSR platform (as above) 

• n=209 total, with 118 subjects remaining active a 2-
years follow-up 

• Mean pump accuracy ratio of 0.975 [0.833 -1.143 95% 
confidence interval] observed based on 253 evaluable 
refills at 2-year follow up (18 to 24 months). 

Comments  

 

Risk management 

Risk management documents were not requested for this preliminary review. 

 

Safety in Magnetic Resonance (MR) environment 

☒ Active implant  ☐ Passive implant  ☐ Not implantable  

There is an ongoing recall action regarding the effects of MRI exposure on the predicate device – 
see under heading Substantial equivalence claim, above. 

Conclusions and recommendations 

Reviewer’s conclusion and recommendation 

This application is for Medtronic’s implantable SynchroMed III Programmable Pump Model 8667, 
which is part of an intrathecal infusion system for the delivery of morphine and baclofen. It is 
intended to be be used >30 days and up to about 5 years. 

In the CER it is stated that the SynchroMed III Programmable Pump will replace the Model 8637 
SynchroMed II pump, which was first CE-marked in 2003. The SynchroMed II pump has been 
included in the ARTG since 2003 and has been the subject of a number of recall actions and safety 
alerts, including one about MRI that is currently ongoing and not yet agreed with the sponsor.  

The new SynchroMed III Programmable Pump obtained EU MDR certification from TUV SUD in 
Oct 2023 and US FDA approval via PMA supplement in Jun 2023. 

Compared to the predicate, the SynchroMed III pump contains a new hybrid assembly with new 
integrated circuits (ICs), updated software and security and new storage conditions. Both pumps 
use the same drug delivery catheter models, and refill and catheter access port kits. There are 
current variation applications underway for the current ARTG inclusions for the Clinician 
Programmer Application A810 and patient A820 myPTM App used with both pumps, with changes 
that allow the new pump to work with these apps. These variation applications have not been 
referred to DCES at this time. 

The CER, dated Feb 2023, is for the SychroMed III and new clinical and patient apps. In relation to 
the SychroMed III, it includes a summary of the pre-clinical design verification and validation 
testing undertaken, including electrical, mechanical, firmware, telemetry, MR compatibility, 
biocompatibility, sterilisation, packaging, and usability engineering aspects. From a clinical 
evidence perspective, there is a claim of equivalence to the SynchroMed II pump with data for this 
predicate from the manufacturer’s post-market clinical study, published literature, and the post-
market setting, including from surveillance, Medtronic’s Product Surveillance Registry and a PMCF 
registry study. There is no direct clinical evidence for the subject device. 
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Sign-Off – Clinical Section Reviewer 

Name 

Signature Signed electronically in TRIM Date 30 November 2023 

Senior Medical Advisor’s comments 

The application for Medtronic’s implantable SynchroMed III Programmable Pump Model 8667 is 
reliant on claims of substantial equivalence to the predicate, SynchroMed II device. This predicate 
device has had a history of recall actions and safety alerts, and post-market data provided appears 
to be dated.  

It is recommended that a detailed clinical assessment be conducted focusing on the claims of 
equivalence and recent post-market clinical evidence.  

The applicant should be requested to provide updated post-market experience for both the subject 
and predicate devices (including sales, as well as “devices remaining in use”, as available).  

Sign-Off – A/G Senior Medical Advisor 

Name 

Signature Signed electronically in TRIM Date 1 December 2023 

Clinical review Round 2 

Information provided in 
response to questions from 
previous round of review 

To be completed by DAS: document title and TRIM reference 

Comments 

Reviewer’s conclusion and recommendation 
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Record Details Application without audit assessment checklist - MEDTRONIC INC.DOCX  Effective Date 28/6/2023 
Print Date 9/07/2026 3:15  Page 2 of 19 

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 in TRIM Date 1 December 2023 

Description of the device 

Please include images and references to the relevant documents if required 

As per the IFU: D23-4078329 

The device Description: 
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Refer: D23-4078334, D23-4078199 
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Device description 

From Pump manual: 

 

… 
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… 
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The pump is implanted in a subcutaneous pocket in the lower 
abdomen.  

For use in adult and pediatric patients, for >30 days. 

From the Reference manual, the following drugs can be used with the 
pump: 
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Device configurations & 
variants 

Variants: 20mL and 40mL pump reservoir volumes 

System or procedure 
pack 

From IFU: 

 

SynchroMed III Programmable Infusion System consists of: 

• SynchroMed III programmable pump 

• intrathecal catheter 

• refill kit – used to refill pump reservoir through refill septum 

• catheter access port (CAP) kit 

• wireless clinician programmer 
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• Personal Therapy Manager (which include communicators) – 
allows patient to activate delivery of physician programmed 
supplemental bolus doses of drug. 

• software 

Under this table is a diagram of the entire system. 

Accessories or 
compatible devices 

See above 

Comments  

Note: Unique product identifier (UPI) is only relevant for Class III/AIMD devices as it 

forms part of the “kind of medical device” by which these devices are entered in the 

ARTG. The UPI is given to the device by its manufacturer to identify the device and any 

variants. Device name is relevant to devices other than Class III/AIMD. For non-Class 

III/AIMD devices, the name of the device does not form part of the “kind of medical 

device” and is not recorded in the ARTG entry. 

 

Scope of assessment 

The aim of this assessment is to verify whether Synchromed lll 8667 complies with essential 
principles (EPs) 1, 2, 3, 4, 6, 13 and 14 from a clinical perspective.  

 

Assessment 

Clinical evidence report (CER) 

Competency of CER 
author 

 meets the criteria. 

Comments Comment on whether the CER includes evaluation of the clinical data. 

 

Demonstration of equivalence  ☒ Yes ☐ No 

Comparator device 
SynchroMed II implantable drug delivery system, comprised of 
theModel 8637 pump and Model A810/A820 therapy apps 

Can the comparator 
device be considered 
substantially equivalent 
to the subject device 
based on clinical, 
technical and biological 
aspects? 

☐ Yes   ☐ No 

Comments: Differences are described in Table 11 of the CER. 
Assertions that these will make no difference to the safety or 
performance appear reasonable, with the patient and clinician 
interfaces predominating, along with cybersecurity enhancements. 
The basis for these assertions appears reasonable. Accuracy has 
been validated against the predicate device (CER, section 5.2.1.1); 
Biological equivalence is justified on the basis of the usage of the 

s.22
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same kinds of materials contacting the body and drugs it is intended to 
administer. Clinical equivalence is justified where there are minor 
differences. 

Equivalence claims are acceptable.  

 

Manufacturer’s clinical investigations 

Has the manufacturer 
conducted clinical 
investigations? 

☒ Yes   ☐ No 

If no, what is the rationale and is this acceptable? 

Comment on rationale and its acceptability 

Pre-market or post-
market clinical 
investigations? 

☐ Pre-market  ☒ Post-market 

Randomised controlled 
trial 

☐ Device  ☐ Predicate  ☐ Nil 

Comments: Include details of trial and outcomes 

Single-arm trial 
☐ Device  ☒ Predicate  ☐ Nil 

Comments: detailed in  D23-4084599 

Other 
☐ Device  ☒ Predicate  ☐ Nil 

Comments: Post market surveillance registry 

Investigation scope and 
design 

As per D23-4084599. This appears reasonable in establishing the 
safety and performance profile of the device. 

 

Clinical literature review  ☐ Yes  ☐ No 

Literature search 
protocol provided 

☒ Yes   ☐ No 

Comments: discussed in D23-4084599 

Selection criteria of the 
literature review 

☐ Device  ☒ Predicate  ☐ Similar marketed 

☐ Addresses all device variants (if any) in the device application  

☐ Addresses the same clinical condition 

Literature type 

☒ Published literature 

☐ Unpublished literature  

☐ Other 
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Data appraisal 
Detailed in Appendix F. Methods appear appropriate, but literature 
search period covers a short period. 

 

Other clinical experience  ☒ Yes  ☐ No 

Adverse events with 
complaint rates 

☐ Device  ☒ Predicate  ☐ Nil 

Comment: complaints relatively rare and are consistent with 
expectations for device of this intended usage. 

Public adverse event 
databases 

☐ Device  ☒ Predicate  ☐ Similar marketed  ☐ Nil 

Comment: Describe data/information and any significant issues. 

Recalls (or actions such 
as market withdrawals, 
field corrections, safety 
alerts) 

☒ Device  ☒ Predicate  ☐ Similar marketed  ☐ Nil 

Comment: PSUR for period 1/11/22 – 31/10/23 section 4.5 states no 
new Field Safety Corrective actions initiated in the period or period of 
previous report, with no new or emerging information affecting benefit- 
risk determination 

Corrective and 
preventative actions 
(CAPAs) 

☒ Device  ☒ Predicate  ☐ Nil 

Comment: As per section 4.4 of PSUR. 5 open actions, all of which 
have been deemed not to represent a new hazard or require an 
update to risk management file in 4 cases, with one, regarding 
function of the Synchromed II device in Telemetry Mode, which 
resulted in updates to risk management files but did not introduce a 
new hazard or affect the benefit- risk determination. 

Registry data 
☐ Device  ☒ Predicate  ☐ Similar marketed  ☐ Nil 

Comment: Describe data/information and any significant issues. 

Other 

 

☐ Device  ☐ Predicate  ☐ Similar marketed  ☐ Nil 

Comment: Describe data/information and any significant issues. 

Comments Comment on any issues with the clinical experience data/information 

 

Risk management 

From a clinical 
perspective, does the 
report/FMEA include 
the risks arising from 
the use of the device 

☐ Yes  ☐ No  

Comments: not reviewed 
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for its intended 
purpose, and 
foreseeable misuse of 
the device? 

Do the risks associated 
with the use of the 
device appear to have 
been adequately 
mitigated? 

☐ Yes  ☐ No 

Comments: Comment if risks not adequately mitigated 

Are the residual risks 
appropriately 
documented in the 
IFU/labels/PIL? 

☐ Yes  ☐ No 

Comments: Comment if residual risks not appropriately documented 

 

Safety in Magnetic Resonance (MR) environment 

 ☒ Active implant  ☐ Passive implant  ☐ Not implantable 

MR safety labelling 
claim 

MR Conditional 

If MR Conditional, specified conditions of use:  

Not reviewed – stated to be detailed in the “MRI guidelines for 
Medtronic implantable infusion systems manual” in the information for 
prescribers. Unable to locate this document or information in the 
Synchromed III Implant manual 

Overall, does the 
evidence provided 
support the MR safety 
claims in the 
IFU/labels/PIL? 

☐ Yes  ☐ No 

Comments: Consider the following: clinical data to confirm computer 
modelling capability of manufacturer (or: any similar devices approved 
by FDA for similar MR conditions/claims); image artefact dimensions, 
acceptance criteria, wanings and precautions in IFU/labels/PIL, 
hazards considered in risk management documents. 

IFU, labels and other information provided with the device  

From a clinical 
perspective, does the 
information provided with 
the device (IFU, labels, 
PIL, etc.) provide 
adequate information on 
the intended purpose, 
proper use, and warnings 
about risks to patients 
and users? 

☒ Yes  ☐ No 

Comments: Comment on whether IFU etc contains appropriate 
information on the use of the device, appropriate contraindications, 
warnings, precautions, and complications consistent with the clinical 
evidence provided. 
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Assessment summary 

Application is for an intrathecal pump that appears to be an iterative development from the 
manufacturer’s own predicate. Claims of equivalence appear substantiated and are accepted. MRI 
claims have not been reviewed, but there is no reason to necessitate this, considering equivalence 
to a predicate device with many years of use. 

 

Conclusions and recommendations 

Clinical assessor’s conclusion and recommendation 

Based on assessment of the information provided for this application audit, the Synchromed lll 
8667 complies with essential principles 1, 3, 4, 6, 13 and 14 from a clinical perspective.  

 

Sign-Off – Senior Medical Advisor  

Name   

Signature Signed electronically in TRIM Date 2 September 2024 

 

Clinical review Round 2 

Information provided in 
response to questions 
from previous round of 
assessment 

To be completed by DAS: document title and TRIM reference 

Comments 

Include summary assessment of the information provided in response to questions from the 
previous round of clinical assessment. 

Detail any issues with the clinical data or IFU/labels/PIL in relation to the safety and performance of 
the device. Issues should be detailed in terms of compliance with the applicable essential 
principle(s). 

 

Clinical assessor’s conclusion and recommendation 

Following assessment of the information provided for this application audit in relation to the 
UPI/Device Name, it is recommended that the sponsor be requested to provide the following: 

1.  
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OR 

Based on assessment of the information provided for this application audit, the UPI/Device Name 
complies with essential principles 1, 2, 3, 4, 6, 13 and 14 from a clinical perspective.  

 

OR  

It is recommended that UPI/Device Name be considered for referral to ACMD. 

 

OR 

Based on assessment of the information provided for this application audit, the UPI/Device Name 
does not comply with essential principles Enter EP numbers here from a clinical perspective. 

Provide reasons if it is concluded that there is non-compliance with an EP 

IF NECESSARY 

It is recommended that the following condition be imposed (under s41FO of the Therapeutic Goods 
Act) if UPI/Device Name is included in the ARTG  

•  

 

Sign-Off – Medical Advisor 

Name   

Signature Signed electronically in TRIM Date Click or tap to enter a date. 

 

Senior Medical Advisor’s comments 

 

Sign-Off – Senior Medical Advisor  

Name   

Signature Signed electronically in TRIM Date Click or tap to enter a date. 
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Level 2 

Application Details 

Submission ID: DA-2023-08940-1 

Application ID DV-2023-DA-32797-1 

TRIM folder E23-355088 

Sponsor Name: Medtronic Australasia Pty Ltd 

Manufacturer Name: MEDTRONIC INC (United States Of America)[9913] 

Unique Product 
Identifier (UPI) 

Synchromed lll 8667 

Classification Class III 

GMDN Term and Code Intrathecal implantable infusion pump, programmable[46024] 
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Recommendation to the Delegate 

Include Kind of Device in ARTG 

Description 

 

IFU: D23-4078329 
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No 

Delegate Sign-off 

Name   

Position APS6, DRMS 

Signature Signed electronically in TRIM Date 13/09/2024 
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