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Review of surgical guides and biomodels currently listed on the PL: 

feedback and actions taken in draft report 

This document collates stakeholder feedback on the draft report received between 30 Nov 2022 and 3 February 2023 

and documents the amendments made to the report in response.  

A substantial number of comments received relate to a small number of themes, and the report has been amended in a 

number of places to reflect these. These themes (and the more global changes made to address them) are detailed 

below.1 Where appropriate, these changes have also been represented in the executive summary and key findings 

sections of the report. The following table presents all stakeholder feedback and any more specific amendments made 

to address each item of feedback.  

Appendix A documents additional literature mentioned or supplied through this process, and AHA’s response. 

Appendix B supplies descriptions of key terms and clinical examples provided as an Appendix in a submission. 

Simple vs Complex (SvC) theme 

These comments relate to the difficulty in defining ‘complex’ and ‘simple’ surgical procedures without considering 

individual circumstances. While many stakeholders spoke conceptually about complex and simple surgeries and the 

role of surgical guides and biomodels within these (i.e. in TOR1), concerns were expressed about using these terms, 

procedure types, or even MBS item numbers to determine circumstances of PL eligibility. Many of these comments are 

closely related to the Governance theme – i.e. that further and broader consultation would be needed to define such 

categories, if this approach were to be considered.  

The following changes address this theme in the final report: 

• We have made amendments and included additional text under 1.2 (‘Scope of use of surgical guides and

biomodels’) to reflect stakeholder views

• We have presented procedures nominated by stakeholders (and surgeons in particular) as examples of

‘complex’ and ‘simpler’ procedures, rather than as a definitive list (throughout). We have also removed these

examples from key messages and the executive summary.

• We have amended the complex CMF procedure examples to include orthognathic surgery (double jaw and

complex single jaw – e.g. with segmentation).

• We have amended the list of ‘simpler’ procedure examples to include ‘simple single jaw orthognathic surgery’

and ‘simple orbital surgery’.

• We have added text to clarify that further work would be needed to define ‘simple’ and ‘complex’ in these

contexts (Section 4.2, Criterion 4, CMF procedures).

• We have added text to list other factors (e.g. age, patient anatomy) that might affect the simplicity of a

procedure.

1 Where multiple themes are addressed, they are captured under each in the table, and marked as a ‘repeat’ under 

subsequent themes for clarity. 
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• We have added text in Section 1.2 (‘Scope of use of surgical guides and biomodels') to note that surgical

guides and biomodels may still be considered useful in simpler procedures.

• Under determination of eligibility under ‘Summary of assessment of criterion 4’, we have added text to suggest

that caution should be applied to making blanket assumptions about the complexity of a given procedure type,

as this depends on individual clinical circumstances.

• We have added a footnote where dental implants are listed as an example of simpler surgery, to note that this

excludes circumstances where dental implants are placed at the same time as a more complex CMF procedure.

• We have added text to stakeholder suggestions regarding MBS item limits to capture stakeholders’ concerns

and need for further consultation.

• We removed specific examples of MBS items (45729 and 52375) from stakeholder suggestions regarding the

restriction of circumstances in which benefits might/might not be payable.

Evidence theme 

A number of issues were raised by stakeholders as part of this theme: 

• A view that all surgical guides and biomodels are essentially similar (potentially using the same back-end

software) and that evidence for the category is relevant to all products (i.e. limitations of using product/sponsor

brands to search for evidence in our systematic review). The link between the summary of evidence and

criterion 5 was therefore questioned.

• Some stakeholders questioned the applicability of randomised controlled trials/NHMRC hierarchy of evidence

to this type of intervention, with surgical guides and biomodels representing both newly-adopted technology

and products that are individualised and unique.

• Some stakeholders supported the notion that further/stronger evidence is required.

• Some stakeholders queried that extent to which products approved by the TGA (and PLAC) can be assumed to

have proven comparative clinically effectiveness, BUT the various scenarios in which SGBs are used makes it

difficult to determine if these criteria are met across all contexts or scenarios in which they are used.

To address this theme, the following amendments have been made in the final report: 

• We have added an introduction to Section 2 (and restated these comments in Section 4.2 against criterion 5)

to:

o clarify our approach to identifying evidence for PL-listed products and the broader categories of

surgical guides and biomodels

o introduce key limitations to our approach as well as to existing evidence.

• We have expanded the ‘Limitations’ noted in Section 2.3 to include some commentary regarding the difficulty

in matching evidence to PL products.

• We have added some commentary under Section 2.3 (‘Strength and quality of the evidence and risk of bias’) to

capture stakeholders’ views regarding the applicability of randomised controlled trials in the context of surgical

guides and biomodels.

• We have reiterated key limitations in 4.2 under Criterion 5(i), and noted the broad support for surgical guides

and biomodels in literature and consultations, at least in complex CMF procedures.
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• We have added a note regarding assumptions based on TGA/PLAC approval at the end of Section 4.2, Criterion

5(i)

• We have added stakeholder views about the need for further/better evidence the need for more evidence

balanced with practicalities and the need to balance with innovation and development under a new heading in

Section 4.3.

• We have restated key evidence limitations in Section 5.

Limits theme 

This theme captures stakeholder views on limiting PL benefits for surgical guides and biomodels (e.g. by MBS item 

number, number per separation or number per implant). 

To address this theme, the following amendments have been made in the final report: 

• We have amended text in Section 1.2 (‘Increased number of products per procedure’) to reflect the range of

responses and incorporate suggestion of an exception process if limits were to be considered.

• We have removed the example of 2 surgical guides, 2 biomodels per procedure from stakeholder suggestions.

• We have added text to stakeholder suggestions (Section 4.3) under ‘Restriction of circumstances in which

benefits are payable’ to reflect feedback under this theme.

• We incorporated a comment about the potential unintended consequences of any limits in Section 4.3.

Governance and consultation (governance) theme 

Two key, related concepts are captured in this theme: further and broader consultation to inform any proposed 

changes to PL listing or eligibility criteria for surgical guides and biomodels; and ongoing governance arrangements for 

the PL. 

To address these, the following changes have been made in the final report: 

• We have noted that further consultation is needed to define ‘complex’ or ‘simple’ procedures in Section 1.2

(under ’Scope of use of surgical guides and biomodels)’

• We have addressed the need for further consultation to define appropriateness of any considered limits in

Section 4.3 under ‘Restriction of circumstances in which benefits are payable’.

• We added a new heading and text to stakeholder suggestions (Section 4.3): ‘Review of governance

arrangements’, and made reference made to PLAC/MDHTAC transition (MDHTAC added to glossary).

Other changes incorporated: 

• We have updated the Methodology section to reflect draft review process

• We have reworked Section 1.3 for clarity and flow, with minor additions:

o One study notes that hospital 3D printing hubs, with centralised digital access and applications across

surgical fields, will likely improve the cost-benefit ratio. However, evidence that quantifies point-of-care

manufacturing costs and benefits is not available (Ansari et al. 2019).
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o Stakeholders suggested that further investigation in point-of-care manufacturing warrants government

consideration (see Section 4.3).

• We have made minor clarifications and edits and throughout.

• We have updated Figure 1.

• We have reordered Table 11 by admissions.

• We have updated one figure in Table 14 to include double entry in data provided.

• We have added MBS item descriptions to Table 17.

• We amended specialty details for one surgeon consulted.

• We added a footnote to refer to surgeons’ letters of support forwarded by sponsors (under TOR 1).

• We confirmed/updated TGA transition arrangements in the footnote in Section 4.2 under Criterion 1.

• We included a footnote in the background to note that 3 in-scope surgical guides are also listed in other

anatomical groups on the PL.

• Under assessment against Criterion 4b, for clarity, we have removed the earlier footnote referring to PL

definition of prostheses in the context of a biomodel being used in fibular free flap surgery (without another

implant).

• We removed TMJ surgery from the glossary, and added TMJ to the list of abbreviations. We also updated the

glossary definition of ‘surgical guide’ to match that in body of report.
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22 Clinical expert  Regarding stakeholder recommendations on placing limits on items: 

There will be usually two surgical guides required for major head and neck surgery – a 

resection guide and a reconstruction guide. However, it is not always possible to have a 

connected guide for the resection due to anatomical limitation and therefore two cutting 

guides (left and right) will have to be fabricated. Could I request that the review team 

considers this and allow up to three surgical guides for complex CMF procedures? 

 

With regards to biomodels, may I request the review team to consider the following for 

each specific case: 

 

Cases with custom titanium reconstruction plate 

1x biomodel of bone graft template with plate for fitting into the defect and templating 

of soft tissue 

1x biomodel of resected jaw to fit the bone flap ensuring good fit of bone edges to actual 

mandible. 

1x biomodel of fibula bone to ccorrelate fit of surgical guide. 

 

Cases with prebent stock titanium plate 

1x biomodel of reconstructed jaw to prebend a stock plate 

1x biomodel of resected jaw to fit the bone flap ensuring good fit of bone edges to actual 

mandible. 

1x biomodel of fibula bone to ccorrelate fit of surgical guide. 

 

Cases of a jaw in a day 

1x biomodel of bone graft template with plate for fitting into the defect and templating 

of soft tissue 

1x biomodel of resected jaw with the opposing teeth to fit the bone flap and dental 

prosthesis against prior to inset ensuring good fit of the flap and dental prosthesis  

1x biomodel of fibula bone to correlate fit of surgical guide. 

Limits theme 
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Appendix B Descriptions of key terms and clinical examples 
The following provides descriptions of key terms and clinical examples provided as an Appendix in a submission. 

Virtual Surgical Planning   

In order to discuss the suitability of surgical guides and models for listing on the PL, it is important to note that they are, along with patient matched implants, 

products designed in order to translate a virtual surgical plan to the surgical situation. Virtual surgical planning (VSP) for the range of craniofacial/ maxillofacial 

surgeries and head and neck reconstruction is the broadly accepted standard of care. In addition to the clinical reasons, VSP is an important tool to communicate 

sufficient information to the patient about the procedure, enabling them to provide informed consent for their medical treatment. A detailed case report with 

images of the surgical plan and the patient matched products are a crucial tool for the surgeon to communicate the plan to the patient and obtain informed 

consent. This is particularly critical for orthognathic surgery where most patients are under 18 years of age.   

Surgical guides, anatomical biomodels and patient matched implants (PMI) are designed specific to a patient's anatomy utilizing CT scan data and a variety of 

software that an engineer segments to create a 3D diagnostic visualization of the area of interest. All these products are single use and specific to the patient they 

have been designed for.   

Surgical Guides 

Surgical guides are patient matched devices designed to osteotomise and guide the positioning of bone segments and/or a patient matched implant in 

accordance with a virtual surgical plan. They are temporarily implanted into the patient either by fixation screws or secured to MMF screws or orthodontic brackets 

with wire, depending on the specific type of guide.   

After the osteotomies and bone positioning are virtually planned, 1 or more surgical guides are required to guide the simulated bone movements intraoperatively. 

This is achieved by incorporating drilling sleeves/tubes into the guide that correlate exactly to the planned screw hole position of the associated PMI. Positioning 

indicators which correlate to anatomical landmarks may also be used to accurately position the guide. The associated PMI cannot be implanted as per the 

simulated planning without the use of the patient matched surgical guide. The minimum quantity of guides required to achieve the surgical plan depends on the 

clinical indication. In the case of mandible resection with fibula free flap, the reconstructed fibula/plate construct is typically transferred as one piece to the 

patient’s head, accurately matching the defect created by the mandible resection and aligning with predrilled screw holes.    

Surgical Guide Splints 

Orthognathic surgical splints are surgical guides used in single or double jaw surgery to guide the mobile jaw segments into their virtually planned dental 

occlusion. These may be used to implant a PMI, or they can be used to implant standard plates. There is clinical conjecture around “splintless” surgery and it is not 

currently standard clinical practice. It should be noted that splintless surgery must be performed with a PMI and surgical guide in order to pre-drill the implant 

holes to ensure accurate positioning of the implant and bone segments. Even in these cases, it is standard practice to verify the correct position with the 

FOI 4773 - Document 203

Page 39 of 40

THIS D
OCUMENT H

AS BEEN R
ELE

ASED U
NDER 

THE FREEDOM O
F IN

FORMATIO
N ACT 19

82
  

BY THE D
EPARTMENT O

F H
EALT

H AND AGED C
ARE



40 

repositioning splint. An unintended economic consequence if splints are not reimbursed is the increased uptake by surgeons of PMIs in order to offer virtual 

surgical planning and avoid out of pocket costs. Again, it should be noted that a surgical guide would be essential in this case. There are many surgeons still 

performing orthognathic surgery with standard plates so there is a large potential for the increased uptake of PMIs to offset the cost savings of not reimbursing 

splints.   

Anatomical Biomodel  

Anatomical Biomodels are a single use patient matched device designed and produced from the patient's CT scan. Once the surgery is simulated virtually, 

including osteotomies and bone repositioning, one or more biomodels will be produced to replicate various stages of the surgery. These enable the surgeon to 

visualise and manage surgical approaches and may offer a fast, cost-effective solution where a standard plate is preferred over a PMI e.g., delayed presentation of 

primary orbital trauma and urgent reconstruction required.   

There is a distinction between anatomical biomodels which are simple replicas of the patient's anatomy based on the CT scan and modelled reconstructions of the 

surgical plan which require design prior to production.   

Clinical examples:  

Orbital/midfacial trauma – A reconstructed orbit/midface is created based on the mirror image of the contralateral side. This is used to pre-bend a plate either 

prior to or at the time of surgery. The shape of the model bent plate is used to aid the bone repositioning to achieve facial symmetry according to the virtual plan. 

In the case of primary orbital trauma, it is often necessary to use a standard plate rather than a PMI due to delayed presentation and insufficient time to design 

and produce a PMI to meet the standard of care timeline.   

Midface/Mandible oncology reconstruction with free flap – If urgent surgery is required and there is insufficient time to produce a PMI due to malignancy, VSP is 

still performed and select verification and reconstruction models are provided that enable the surgeon to bend a standard reconstruction plate according to the 

plan and verify surgical steps such as resection margins. There are also rare instances where the cancer has advanced so rapidly that the surgical plan must be 

revised intraoperatively. The surgeon needs models to visualise and mark the new resection margins and bend a standard plate if the PMI cannot be used.   
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The Department of Health and Aged Care acknowledges the traditional owners of country throughout Australia, and
their continuing connection to land, sea and community. We pay our respects to them and their cultures, and to elders
both past and present
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MBS ITEMS FOR CMF SURGERY 

New 
45592 

Orbital cavity, reconstruction of wall and floor with bone graft, cartilage graft or foreign implant, 
other than a service associated with a service to which item 45594 applies on the same side (H) 
(Anaes.) (Assist.)  

Fee: $932.25 Benefit: 75% = $699.20 

New 
45874 

Temporomandibular joint, including condylar head and glenoid fossa, total alloplastic replacement 
(H) (Anaes.) (Assist.)

Fee: $1,443.35 Benefit: 75% = $1082.55 

New 
46150 

Mandible or maxilla, procedure for advancement, retrusion or alteration of tilt, by osteotomy in 
standard planes, including fixation by any means (including application of distractors if used)—one 
service per patient on the same occasion (H) (Anaes.) (Assist.)  

(See para TN.8.107, CN.0.11, TN.8.269 of explanatory notes to this Category) 

Fee: $1,456.40 Benefit: 75% = $1092.30 

New 
46151 

Mandible and maxilla (bimaxillary), procedure for advancement, retrusion or alteration of tilt, or 
combination of these, by osteotomies in standard planes, including fixation by any means (including 
application of distractors if used)—conjoint surgery, principal specialist surgeon, one service per 
patient on the same occasion (H) (Anaes.) (Assist.)  

(See para TN.8.107, CN.0.11, TN.8.269 of explanatory notes to this Category) 

Fee: $1,588.00 Benefit: 75% = $1191.00 

New 
46152 

Mandible and maxilla (bimaxillary), procedure for advancement, retrusion or alteration of tilt, or 
combination of these, by osteotomies in standard planes, including fixation by any means (including 
application of distractors if used)—conjoint surgery, conjoint specialist surgeon, one service per 
patient on the same occasion (H) (Anaes.) (Assist.)  

(See para TN.8.107, CN.0.11, TN.8.269 of explanatory notes to this Category) 

Fee: $1,191.00 Benefit: 75% = $893.25 

New 
46153 

Mandible and maxilla (bimaxillary), procedure for advancement, retrusion or alteration of tilt, or 
combination of these, by osteotomies in standard planes, including fixation by any means (including 
application of distractors if used)—single surgeon, one service per patient on the same occasion (H) 
(Anaes.) (Assist.)  

(See para TN.8.107, CN.0.11, TN.8.269 of explanatory notes to this Category) 

Fee: $1,984.90 Benefit: 75% = $1488.70 

New 
46154 

Maxilla, procedure for reshaping arch of, by complex segmental osteotomies, including fixation by 
any means (including application of distractors if used), one service per patient on the same 
occasion (H) (Anaes.) (Assist.)  

(See para TN.8.107, CN.0.11 of explanatory notes to this Category) 

Fee: $1,662.20 Benefit: 75% = $1246.65 

New 
46155 

Mandible, procedure for reshaping arch of, by complex segmental osteotomies, including 
genioplasty (if performed) and fixation by any means (including application of distractors if used), 
one service per patient on the same occasion (H) (Anaes.) (Assist.)  

(See para TN.8.107, CN.0.11 of explanatory notes to this Category) 
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MBS ITEMS FOR CMF SURGERY 

Fee: $1,662.20 Benefit: 75% = $1246.65 

New 
46156 

Mandible and maxilla (bimaxillary), procedure for any combination of arch reshaping, 
advancement, retrusion or tilting of, involving complex segmental osteotomies, with or without 
standard osteotomies, including genioplasty (if performed) and fixation by any means (including 
application of distractors if used)—conjoint surgery, principal specialist surgeon, one service per 
patient on the same occasion (H) (Anaes.) (Assist.)  

(See para TN.8.107, CN.0.11 of explanatory notes to this Category) 

Fee: $1,897.60 Benefit: 75% = $1423.20 

New 
46157 

Mandible and maxilla (bimaxillary), procedure for any combination of arch reshaping, 
advancement, retrusion or tilting of, involving complex segmental osteotomies, with or without 
standard osteotomies, including genioplasty (if performed) and fixation by any means (including 
application of distractors if used)—conjoint surgery, conjoint specialist surgeon, one service per 
patient on the same occasion (H) (Anaes.) (Assist.)  

(See para TN.8.107, CN.0.11 of explanatory notes to this Category) 

Fee: $1,423.20 Benefit: 75% = $1067.40 

New 
46158 

Mandible and maxilla (bimaxillary), procedure for any combination of arch reshaping, 
advancement, retrusion or tilting of, involving complex segmental osteotomies, with or without 
standard osteotomies, including genioplasty (if performed) and fixation by any means (including 
application of distractors if used)—single surgeon, one service per patient on the same occasion (H) 
(Anaes.) (Assist.)  

(See para TN.8.107, CN.0.11 of explanatory notes to this Category) 

Fee: $2,371.95 Benefit: 75% = $1779.00 

Fee 
45051 

Contour reconstruction by open repair of contour defects, due to deformity, if: 

(a) contour reconstructive surgery is indicated because the deformity is secondary to congenital
absence of tissue or has arisen from trauma (other than trauma from previous cosmetic surgery); and 

(b) insertion of a non-biological implant is required, other than one or more of the following:

(i) insertion of a non-biological implant that is a component of another service specified in Group
T8;

(ii) injection of liquid or semisolid material;

(iii) an oral and maxillofacial implant service to which item 52321 applies;

(iv) a service to insert mesh; and

(c) photographic and/or diagnostic imaging evidence demonstrating the clinical need for this service
is documented in the patient notes (Anaes.) (Assist.)

Fee: $518.90 Benefit: 75% = $389.20 

Fee 
52105 

PLATE, 1 or more of, and associated screw and wire which were inserted for internal fixation 
purposes into maxilla or mandible or zygoma, removal of, requiring anaesthesia, incision, dissection 
and suturing, per bone, not being a service associated with a service to which item 52099 or 52102 
applies (Anaes.) (Assist.)  

Fee: $288.70 Benefit: 75% = $216.55    85% = $245.40 
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MBS ITEMS FOR CMF SURGERY 

Fee 
52106 

ARCH BARS, 1 or more, which were inserted for dental fixation purposes to the maxilla or 
mandible, removal of, requiring general anaesthesia where undertaken in the operating theatre of a 
hospital (Anaes.)  

Fee: $119.25 Benefit: 75% = $89.45 

Fee 
52122 

MANDIBLE, hemi-mandibular reconstruction of, OR MAXILLA, reconstruction of, with BONE 
GRAFT, PLATE, TRAY OR ALLOPLAST, not being a service associated with a service to which 
item 52123 applies (Anaes.) (Assist.)  

Fee: $906.10 Benefit: 75% = $679.60    85% = $812.90 

Fee 
52345 

MANDIBLE or MAXILLA, unilateral osteotomy or osteectomy of, including transposition of 
nerves and vessels and bone grafts taken from the same site and stabilisation with fixation by wires, 
screws, plates or pins, or any combination (Anaes.) (Assist.)  

(See para ON.4.8 of explanatory notes to this Category) 

Fee: $1,194.15 Benefit: 75% = $895.65 

Fee 
52351 

MANDIBLE or MAXILLA, bilateral osteotomy of osteectomy of, including transposition of nerves 
and vessels and bone grafts taken from the same site and stabilisation with fixation by wires, 
screws, plates or pins, or any combination (Anaes.) (Assist.)  

(See para ON.4.8 of explanatory notes to this Category) 

Fee: $1,515.45 Benefit: 75% = $1136.60 

Fee 
52357 

MANDIBLE or MAXILLA, osteotomies or osteectomies of, involving 3 or more such procedures 
on the 1 jaw, including transposition of nerves and vessels and bone grafts taken from the same site 
and stabilisation with fixation by wires, screws, plates or pins, or any combination (Anaes.) (Assist.)  

(See para ON.4.8 of explanatory notes to this Category) 

Fee: $1,729.55 Benefit: 75% = $1297.20 

Fee 
52363 

MANDIBLE and MAXILLA, osteotomies or osteectomies of, involving 2 such procedures of each 
jaw, including transposition of nerves and vessels and bone grafts taken from the same site and 
stabilisation with fixation by wires, screws, plates or pins, or any combination (Anaes.) (Assist.)  

(See para ON.4.8 of explanatory notes to this Category) 

Fee: $1,984.90 Benefit: 75% = $1488.70 

Fee 
52375 

MANDIBLE and MAXILLA, complex bilateral osteotomies or osteectomies of, involving 3 or 
more such procedures of each jaw, including genioplasty when performed and transposition of 
nerves and vessels and bone grafts taken from the same site and stabilisation with fixation by wires, 
screws, plates or pins, or any combination (H) (Anaes.) (Assist.)  

(See para ON.4.8 of explanatory notes to this Category) 

Fee: $2,371.95 Benefit: 75% = $1779.00 

Fee 
52382 

MIDFACIAL OSTEOTOMIES - Le Fort II, Modified Le Fort III (Nasomalar), Modified Le Fort III 
(Malar-Maxillary), Le Fort III involving 3 or more osteotomies of the midface including 
transposition of nerves and vessels and bone grafts taken from the same site and stabilisation with 
fixation by wires, screws, plates or pins, or any combination (Anaes.) (Assist.)  

Fee: $2,860.35 Benefit: 75% = $2145.30    85% = $2767.15 
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MBS ITEMS FOR CMF SURGERY 

Fee 
52630 

OSSEO-INTEGRATION PROCEDURE - in the practice of oral and maxillofacial surgery, fixation 
of transcutaneous abutment (Anaes.)  

Fee: $204.30 Benefit: 75% = $153.25    85% = $173.70 

Fee 
52633 

OSSEO-INTEGRATION PROCEDURE - intra-oral implantation of titanium fixture to facilitate 
restoration of the dentition following resection of part of the maxilla or mandible for benign or 
malignant tumours (Anaes.)  

Fee: $551.90 Benefit: 75% = $413.95    85% = $469.15 

Fee 
52636 

OSSEO-INTEGRATION PROCEDURE - fixation of transmucosal abutment to fixtures placed 
following resection of part of the maxilla or mandible for benign or malignant tumours (Anaes.) 

Fee: $204.30 Benefit: 75% = $153.25    85% = $173.70 
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Meeting with  

Tues 30 May 5.30-6.45pm 

Attendees 

 

 – Medical Officer, Department of Health and Aged Care 

Background 

Following multiple meetings alongside the AHA review, an update was provided regarding the 
consultation with orthopaedics colleagues, and the Department’s progress on the review, including 
PLAC update, Options paper, consideration of AHA report. 

Discussion 

Supports SGB final report including recommendations. 

Would like to work with the Department on implementation as required. 

There is good support at ANZAOMS for developing a position statement/guidelines regarding 
appropriate use of SGB. This is despite reservations amongst many surgeons around any unintended 
clinical consequences of any restrictions. Hence the position statement/guidelines might be 
expected to contain multiple provisos that highlight deficiencies in the current system that need to 
be addressed before it can be implemented (ie use of splints in simple jaw surgery). 

For instance, the prostheses list currently provides a vehicle to obtain splints, which are necessary 
for surgery. They can be printed from virtual surgical planning software that forms part of 
biomodels. They can also be classified and billed as cutting guides in some instances. 

If splints are no longer available through these avenues (ie if SGBs are not funded for simple jaw 
surgery), then there is a lack of alternative approaches. Historically, the labs used to make SGBs, but 
not possible to go back to this because this now not allowed by TGA. Can't use new technology, can't 
use old technology. 

(Authors Note: after some exploration of this point, it appears that TGA reforms for surgical guides 
and biomodels have meant that these previous custom made medical devices are now patient 
matched medical devices, raising regulatory barriers). 

Suggestion: Perhaps TGA could fast track approvals for MDPSs or exemption for splints 

Consequently, in Europe, surgeons print their own splints and other devices. In Australia, unable to 
print own devices, means they have to be purchased from industry. There should be a discussion 
with TGA regarding this impact (Authors Note: re this reforms to personalised medical devices). 

Noted that in many instances currently, private hospitals ask surgeons what (SGBs) they need prior 
to ordering. Suggested this as an approach to guard against companies supplying excessive amounts 
of devices, beyond that requested by surgeon. 

Process re guidelines/position statement: 

• PB to take to ANZAOMS council
• PB to develop draft in next 2-4 weeks to form basis for initial discussion with council
• Timeframe - draft available for wider consultation 2nd half of year
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Meeting with  – 22 May 2023 
Attendees 

 – Spinal Surgeon and member of PLAC 
 – Medical Officer, Department of Health and Aged Care 

 – Post-market review, Department of Health and Aged Care 

Background 
In September 2022, the Department of Health and Aged Care (the department) commissioned 
Australian Healthcare Associates (AHA) to undertake a review of surgical guides and biomodels 
currently listed on the PL.  

This review was undertaken to inform the department whether the listed surgical guides and 
biomodels are eligible for PL listing, and if a further cost-effectiveness review is required. This review 
considers the role of surgical guides and biomodels in clinical practice, utilisation patterns, and the 
evidence for their clinical benefits and clinical effectiveness, predominantly within 
craniomaxillofacial (CMF) and oral surgery.  

Following the completion of the report, the Department noted the use of surgical guides and 
biomodels is growing in specialties other than CMF, notably in orthopaedics, and is seeking 
clarification on the following points. 

• Whether surgical guides and biomodels are currently considered essential in any area of
orthopaedics (and if so, under what circumstances) and/or spinal surgery, and

• How biomodels are used in orthopaedics/spinal surgery.

Meeting Minutes  
 provided background information on the Review of Surgical Guides and 

Biomodels, and the reasons for the consultation process the Department is undertaking to seek 
further information. 

 noted that his experience is as a spinal surgeon, and he was happy to provide input from 
that point of view.  noted that whether or not a product is considered ‘essential’ would differ 
from surgeon to surgeon. For example, a younger surgeon may consider a product essential as they 
have been trained to use them, while an older surgeon may have experience performing surgery 
without them and therefore consider them to be not essential. He noted there has been an 
increasing trend of the use of computer biomodelling by younger surgeons (rather than physical 
biomodels). This cost was initially born by the companies, but he noted these companies are facing 
more competition and may have less of a buffer to absorb these costs. He also noted a future trend 
in spinal surgery is the increasing use of robotics, with computer planning used to direct movements. 
He noted these new developments may make physical biomodels obsolete. 

He also noted that surgical guides and biomodels may be considered essential in more complex 
surgeries but not in simple surgeries (as suggested by the AHA report) but noted that what is 
‘complex’ and what is ‘simple’ is also subjective and interpretations may differ from surgeon to 
surgeon. 

Overall,  view is that biomodels are not essential. However, he also noted the larger issue is 
that a biomodel is not implanted in the body but rather a tool used by a surgeon, therefore not 
appropriate for funding on the prostheses list. He considers the use of biomodels (or computer 
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generated biomodels) to be part of peri-operative planning. Therefore the cost should form part of 
the MBS rebate or hospital fee. 

Supports including SGB in the PL but restricting it only to "complex" CMF Surgery. 
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Meeting with  – 2 June 2023 
Attendees 

 – Orthopaedic Surgeon and  
 – Medical Officer, Department of Health and Aged Care 

 – Post-market review, Department of Health and Aged Care 

Background 
In May 2021, PLAC recommended that the Department of Health and Aged Care (the Department) 
do a post listing review of surgical guides and biomodels listed on the Prosthesis List (PL). Australian 
Healthcare Associates (AHA) was engaged to undertake a review and provide a report as part of the 
Department’s review.  

This AHA review report considers the role of surgical guides and biomodels predominantly within the 
craniomaxillofacial (CMF) area, since this is the area in the PL in which they are listed, and where 
most of the evidence is available. Less consideration was given to their use in Orthopaedics, though 
this is noted to be the main area of PL billing activity outside of CMF.  

Noting the use of surgical guides and biomodels is growing in specialties other than CMF, notably in 
orthopaedics, and the Department sought clarification on the following points. 

• Whether surgical guides and biomodels are currently considered essential in any area of
orthopaedics (and if so, under what circumstances), and

• How biomodels are used in orthopaedics.

Meeting Minutes 
•  provided background information on the PL reforms and Review of

Surgical Guides and Biomodels, and the reasons for the consultation process the
Department is undertaking to seek further information. He also defined biomodels as virtual
or printed anatomical models.

•  noted that in his experience as an orthopaedic surgeon, he was happy to provide
input about the essentiality of Biomodels and gave an example of the use of biomodels in
shoulder surgery to ensure that the prosthesis goes in the best anatomical place. 
noted that having a guide for standard joint joint replacement is not essential as a guide
comes in the pack. Custom made guides are necessary for difficult primary and revision joint
replacements.

• In answer to whether these products are considered ‘essential’, he stated that they are in
some circumstances. Most notably, they are essential in certain types of complex surgery.
Complex surgery is defined as procedures that involve difficult anatomy, revision surgery,
and anatomical reconstruction. In these instances the Biomodels and the guides offer
advantages. He noted that 3D models (part of biomodels) are part of a complex surgery
plan. Surgical guides and biomodels are not essential for routine primary joint replacements
and simple orthopaedic procedures.

• This technology is in its infancy and has not yet been proven to be better.
• He suggested the implementation of a form to be filled by surgeons outlining justification of

use of a surgical guide or biomodel use prior to the surgery as a means of managing their
use.

• Overall,  view is to list them but not across the broad range of applications. 
would consider providing a position statement on SGB, as they have done for other areas -=
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such as one for robot use in surgery, navigation and new technology. This would likely 
require input from across the various specialist groups within orthopaedics. 
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OFFICIAL 

OFFICIAL 

To: , Acting Assistant Secretary 
Prostheses List Reform Taskforce 
Technology Assessment and Access Division 

PRIVATE HEALTH INSURANCE (MEDICAL DEVICES AND HUMAN TISSUE PRODUCTS) RULES – 
1 NOVEMBER 2023 

Purpose 

To seek your decision to: 

1. SIGN the Private Health Insurance (Medical Devices and Human Tissue Products) Rules (No. 2) 2023 at
Attachment A.

2. APPROVE the Explanatory Memorandum and the Statement of Compatibility with Human Rights at
Attachment B.

3. APPROVE the Private Health Insurance (PHI) Circular at Attachment C.

Issues 

The Private Health Insurance Act 2007 (the Act) is the primary legislation regulating private health insurance, 
including the Prescribed List arrangements. 

Section 333-20 (item 4) allows the Minister to make, by legislative instrument, Private Health Insurance 
(Medical Device and Human Tissue Products) Rules (the MDHTP Rules) for the purposes of Part 3-3 of the Act1. 
The MDHTP Rules set out the requirements in relation to the provision of benefits for medical devices and 
human tissue products. Schedule 1 to the MDHTP Rules is known as the Prescribed List of Medical Devices and 
Human Tissue Products (also known as the Prescribed List) (PL). 

Under section 333-1 of the Act, the Minister may delegate their functions or powers under the Act. These 
powers and functions under the Act have been delegated to SES Band 2 and SES Band 1 in the Health 
Resourcing Group (refer to the Instrument of Delegation at TRIM D23-3128533). 

Section 72-10 of the Act (Minimum benefits for medical devices and human tissue products) provides that the 
MDHTP Rules must only list a kind of medical device or human tissue product, if an application has been made 
under subsection (2) in relation to that kind of medical device or human tissue product and the Minister has 
granted the application.  

On 17 October 2023, you signed the Minute seeking your decision to grant or not to grant new applications for 
medical devices and human tissue products to be listed on the Prescribed List (PL); and approve or not to 
approve changes (amendments and expansions) to existing PL billing codes (refer to Granting minute at TRIM 
D23-3764583). 

Following granting of the new applications you, as the Minister’s delegate, must list kinds of medical devices 
and human tissue products and set out the minimum benefits for those items by making or varying the MDHTP 
Rules. Signing the Private Health Insurance (Medical Devices and Human Tissue Products) Rules (No. 2) 2023 
(refer Attachment A / TRIM D23-3345401) will give effect to your decisions to grant the new PL applications 
and approve the changes to the existing PL billing codes. 

A sponsor can also apply to transfer their billing code to another sponsor, or to delete an existing billing code. 
Signing the MDHTP Rules will also give effect to these changes. 

Further, the MDHTP Rules may set out conditions that must be satisfied in relation to provision of a medical 
device or human tissue product of a kind listed in the MDHTP Rules or give effect to the removal of such 
conditions. 

1 Part 3-3 Requirement for complying health insurance products 
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  OFFICIAL 
 

OFFICIAL 
 

Attachments:  

Attachment A Private Health Insurance (Medical Devices and Human Tissue Products) Rules (No. 2) 2023 

Attachment A.2 Schedule 1 

Attachment B Explanatory Statement and Statement of Compatibility with Human Rights 

Attachment C Private Health Insurance Circular 

DECISIONS 

1. SIGN and DATE THE Private Health Insurance (Medical Devices and Human Tissue Products) Rules 
(No. 2) 2023 (refer Attachment A) 

☒ SIGNED / ☐ NOT SIGNED / ☐ DISCUSS 

2. APPROVE the Explanatory Statement and Statement of Compatibility with Human Rights (refer 
Attachment B) 

☒ APPROVED / ☐ NOT APPROVED / ☐ DISCUSS 

3. APPROVE the draft and publication of the PHI Circular (refer to Attachment C) 

☒ APPROVED / ☐ NOT APPROVED / ☐ DISCUSS 

, Acting Assistant Secretary 
Prostheses List Reform Taskforce 
Technology Assessment and Access Division 

18 October 2023 
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1

From:
Sent: Tuesday, 14 March 2023 2:57 PM
To: FLYNN, Elizabeth; ; ; 
Cc: ; ; 
Subject: RE: FOR ACTION:  NEXT STEPS FOR POST-LISTING REVIEW OF SURGICAL GUIDES 

AND BIOMODELS [SEC=OFFICIAL]

I think they might see it as outside their brief. There is no suggestion of inappropriate use of MBS items. The issue is 
whether the appropriately-used MBS item is sufficiently related to use of the prostheses being claimed for as to fulfil 
PL requirements. 
I think this is a policy question for our branch. 
The example cited is dental guides. The most common MBS item number is aveolar ridge augmentation, which may 
occur prior to dental implant surgery (ie getting the jaw ready, so to speak). The 2 are related. There is no suggestion 
that an alveolar ridge augmentation wasn’t done. But implantation of teeth, with or without a guide, is not part of 
an alveolar ridge augmentation. Indeed there are (almost) no MBS items for dental work.  

From: FLYNN, Elizabeth  
Sent: Tuesday, 14 March 2023 2:49 PM 
To:  ;  ;  ;   
Cc:  ;  ;   
Subject: RE: FOR ACTION: NEXT STEPS FOR POST-LISTING REVIEW OF SURGICAL GUIDES AND BIOMODELS 
[SEC=OFFICIAL] 

I would suggest for 2 (b) that Benefits Integrity and Digital Health Div might be better for referring claims of 
inappropriate use of MBS Items 

From: @Health.gov.au>  
Sent: Tuesday, 14 March 2023 1:08 PM 
To: @health.gov.au>; @health.gov.au>; 
FLYNN, Elizabeth <Elizabeth.Flynn@health.gov.au>; @health.gov.au> 
Cc: @Health.gov.au>; @health.gov.au>;  

@health.gov.au> 
Subject: FOR ACTION: NEXT STEPS FOR POST-LISTING REVIEW OF SURGICAL GUIDES AND BIOMODELS 
[SEC=OFFICIAL] 

Folks 

Whilst I realise we need to develop the Department’s response to the AHA review findings to determine our policy 
actions, I wanted to firstly set out the pathway to the Delegate on this matter. I suggest the following: 

1. Notify sponsors of review findings – Executive summary of the report – noting this is what will be published
on the webpage.

2. Develop the response
a. Consider appropriate conditions to help shape the use of these products:

i. Specific MBS items
ii. Defining terms – simple and complex CMF

iii. Specific episode of care
b. Referral to MBD with concerns about non-MBS eligible services being used to claim PL Benefit i.e.

dental implants
c. 2nd year review to determine effect of conditions on usage to determine whether or not there is a

need to undertake an economic assessment to address PL benefit issues – this is on the basis that

FOI 4773 - Document 222

Page 1 of 2

s22

s22

s22 s22 s22

s22 s22

s22 s22 s22 s22

s22 s22

s22

s22 s22

s22

s22 s22

s47E(d)

s47E(d)

s47E(d)

THIS D
OCUMENT H

AS BEEN R
ELE

ASED U
NDER 

THE FREEDOM O
F IN

FORMATIO
N ACT 19

82
  

BY THE D
EPARTMENT O

F H
EALT

H AND AGED C
ARE



2

the technology is fluid and costs are expect to come down along with the broader usage in surgical 
practice. 

3. Notify sponsors of proposed action/outcome 
4. Provide Department response and the Report to CAGs 
5. Provide Department response and the Report with CAG advice to the PLAC 
6. Provide final Minute with recommendations to the Delegate. 

 
I understand that there is a lot more detail underneath each of these points, I have just jotted down key steps and 
proposed considerations to help conceptualise the pathway. 
 
Appreciate your consideration and advice as to whether or not this is appropriate. Once I have this set, we will work 
through the timelines so we can schedule the key activities including meeting to discuss the proposed policy 
settings. 
 
Cheers 
 

 
Director, Prostheses List Reform Taskforce 
 

 
Technology Assessment & Access Division | Health Resourcing Group 
Australian Government Department of Health 
T:  E: @health.gov.au  
M:   
Location: Sirius Building  
GPO Box 9848, Canberra ACT 2601, Australia 
 
The Department of Health acknowledges the traditional owners of country throughout Australia, and their continuing 
connection to land, sea and community. We pay our respects to them and their cultures, and to elders past and 
present.  
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1

From:
Sent: Friday, 4 November 2022 10:26 AM
To: ; 
Cc: ; ; ; ; 
Subject: RE: Update analyses for Surgical Guides and biomodels. [SEC=OFFICIAL]
Attachments: Biomodels and Surgical Guides - 20221031.xlsx

Good Morning all 

Many apologies for the delay – please find attached the approved data for updating the tables mentioned below. As 
with the originally supplied data, the row level data is for internal use only. 

Please let me know if you have any questions etc! 

Cheers 
 

From:   
Sent: Tuesday, 4 October 2022 5:10 PM 
To:  ;   
Cc:  ;  ;  ;   
Subject: RE: Update analyses for Surgical Guides and biomodels. [SEC=OFFICIAL] 

Hi  

I’ve discussed with  and the numbers from the admissions data can probably be updated fairly easily by the 
end of next week, if you are able to send the updated admissions data, or let me know if there’s another way to 
access. 

For the benefit of others, the paper included 2020-21 data from Qlik but the admissions data was up til June 2020. 

Kind regards, 

 

Assistant Director – Drug Utilisation Section 

Technology Assessment and Access Division | Health Resourcing Group 
Office of Health Technology Assessment Policy Branch  
Australian Government Department of Health and Aged Care 
T:  | M:  | E: @health.gov.au  
Location: Sirius Building  
GPO Box 9848, Canberra ACT 2601, Australia 

The Department of Health and Aged Care acknowledges First Nations peoples as the Traditional Owners of Country 
throughout Australia, and their continuing connection to land, sea and community. We pay our respects to them and 
their cultures, and to all Elders both past and present. 

From: @health.gov.au>  
Sent: Tuesday, 4 October 2022 2:56 PM 
To: @health.gov.au> 
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Cc: @health.gov.au>; @health.gov.au>;  
@health.gov.au>; @Health.gov.au>;  

@health.gov.au> 
Subject: Update analyses for Surgical Guides and biomodels. [SEC=OFFICIAL] 
 
Hi  
 
I hope DUSC went smoothly last week. As you know we are involved in a review of surgical guides and biomodels for 
which you did a utilisation review for PLAC (attached with the original data tables). Do you have capacity to update 
the analyses with 2020-21 data? 
 
In the 2020-21 FY there was a bug jump in utilisation (see below – note 2021-22 data is incomplete). It would be 
interesting to check if we can see what is driving this in patient level analysis (such as you have done for the 2018-19 
and 2019-20 FYs in your original utilisation review). The overall analysis looks like it already included 2020-21 data. 
 

 
 
We have spoken to  in HERD and the 2020-21 data is now complete to use.  
 
Thanks, 

 
 

 
Post-market Review Section  

 
Technology Assessment and Access Division | Health Resourcing Group  
Office of Health and Technology Assessment Policy and Programs Branch  
Australian Government Department of Health and Aged Care 
  |  @health.gov.au 
Location:  160 Ann Street, Brisbane QLD 4000 
PO Box 9848, Brisbane QLD 4000, Australia 
 
Work hours: Mon, Tues, Wed 9am-3pm 

 
I acknowledge the traditional custodians of the lands and waters where I live and work, and pay my respects to elders 
past, present and future. 
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