
 

Decision Summary 
Meeting Date 10 February 2015 
Application # N_15_01 
Title of TCP Vertebral augmentation (vertebroplasty or kyphoplasty) as palliative pain relief procedures in patients 

with disabling cancer-related spinal column pain. 
 New TCP                          Substitute/replacement for existing   Extended use of existing    Other 

02002N_Percutaneous vertebroplasty in benign and malignant disease was approved at 25 March 2002 meeting. 
CONFLICT OF INTEREST DECLARATION 
Applicant   Yes  No       
Committee   Yes  No       
SAFETY 

 Safer than current practice  Equivalent to current practice  Less safe than current practice 
      
EFFECTIVENESS 
High quality evidence? Performing vertebroplasty or kyphoplasty for this indication was approved by the National Institute for 

Health and Clinical Excellence (NICE) in November 2008,(1) incorporated into their pathways of 
clinical care in the “Treatments for pain relief and to prevent metastatic spinal cord compression” last 
updated on the 22nd of April 2014.(2)  
 
The NICE suggests consideration of vertebroplasty or kyphoplasty for patients with spinal metastases 
and no evidence of metastatic spinal cord compression or spinal instability if they have mechanical 
pain resistant to conventional analgesia, or vertebral body collapse. In addition, this is to be performed 
only after agreement between the oncologist, interventional radiologist and spinal surgeon, in 
consultation with the patient. 
 
A previous Adelaide Health Technology Assessment (AHTA) report published in 2011 (including data 
up to August 2010) concluded at that time that there were no comparative randomized controlled 
studies of vertebroplasty identified concerning patients with vertebral fracture caused by cancer.  
 
Since 2010, new level II data has emerged which has been incorporated into the more recent position 
statements/clinical practice guidelines. It was reported that balloon kyphoplasty is superior to 
conservative therapy for the treatment of painful vertebral body fractures in patients with cancer, 
resulting in significantly reduced back pain related disability than did conservative treatment (3). 
 
A systematic review published in January 2011 reported 20-80% reduction in pain at 1 month from 
baseline levels. In the 8 studies that reported pain scores at 6 months this was durable with 47-87% 
sustained reduction. (4)  
 
REFERENCES 
NICE 2008. Metastatic spinal cord compression: Diagnosis and management of patients at risk of or 
with metastatic spinal cord compression. NICE clinical guideline 75. Available at 
http://www.nice.org.uk/guidance/cg75/evidence/cg75-metastatic-spinal-cord-compression-full-
guideline-2 
NICE 2014. NICE clinical pathways: Treatments for pain relief and to prevent metastatic spinal cord 
compression. Available at http://pathways.nice.org.uk/pathways/metastatic-spinal-cord-
compression/treatments-for-pain-relief-and-to-prevent-metastatic-spinal-cord-compression 
Berenson J, Pflugmacher R, Jarzem P, et al. Balloon kyphoplasty versus non-surgical fracture 
management for treatment of painful vertebral body compression fractures in patients with cancer: A 
multicentre, randomised controlled trial. The Lancet oncology. 2011;12:225-235 
Chew C, Craig L, Edwards R, et al. Safety and efficacy of percutaneous vertebroplasty in malignancy: 
A systematic review. Clin Radiol. 2011;66:63-72 
 

Consistent, clinically 
important benefit? 

Yes 

Applicable to Monash 
Health? 

Yes 

COST 
No extra fixed equipment or capital costs required. Consumable equipment cost for kyphoplasty and vertebroplasty is $3,500 
and $1,500 respectively. Importantly, overall cost-effectiveness of this procedure is linked to overall survival, with multiple 
myeloma and breast cancer patients likely to derive the most cost effective benefit compared to patients with survival 

Technology/Clinical Practice Committee 



measurable in weeks. Thus multidisciplinary patient selection will be paramount to achieve sustainable cost effectiveness 
combined with high and consistent rates of procedural effectiveness with a reasonable safety profile.  
 
CLINICAL FEASIBILITY 
Resource implications Procedure performed in angioplasty suite. Reductions in ED admissions and presentations for 

pain. 
Credentialing and 
competency assurance 
undertaken 

The clinicians will be credentialed to perform the procedure. 

ISSUES RELATED TO ACCESS & EQUITY AND LEGAL & ETHICAL IMPLICATIONS 
nil 
Final decision by the Monash Health Technology/Clinical Practice Committee 

 Recommended: Approved with no further need for assessment. 

 Restricted Recommendation – Audit: Approval subject to implementation under audit conditions. Conditions are specific 
to the technology. 

 Restricted Recommendation – Clinical Trial: Endorsed, however approval subject to implementation in clinical trial with 
Monash Health Human Research and Ethics Committee approval. 

 Restricted Approval – Operational Restrictions: Endorsed, however financial or operational restrictions apply. 

 Not Recommended 
General Conditions 

a. The Head of Department/Unit is required to notify the Executive Officer of TCPC in the event of: 
 Any change in protocol and the reason for that change together with an indication of ethical implications 
 Adverse effects of the TCP and steps to deal with them 
 Any unforeseen events 

b. Adverse Events 
 If a significant adverse event occurs the Head of Department/Unit must immediately notify the TCPC. 

c. Consent 
 Compliance with the Monash Health Consent Policy is mandatory.  
 Written consent must be obtained for any treatment, investigation or procedure that involves a new technology or clinical practice 

d. Data Collection 
 All approved TCPs must be audited and data collected reported to the Committee. A generic “Outcome Spreadsheet” is available 

for use if required by the applicants. However if applicants want to use their own audit tool that is acceptable.  
e. Reporting 

 Reporting required at six monthly intervals; January – June and July – December; for a two year period. 
 Reports should be forwarded to TCPC Executive Officer. TCPC will forward reports to the Department of Health. A “Progress 

Report “ template is provided for this purpose 
f. Quality Assurance 

 Collection of audit data constitutes a Quality Assurance (QA) activity. In general QA activities do not usually require Human 
Research Ethics Committee (HREC) approval, however in order to meet the requirements of many journal editorial 
boards an HREC letter acknowledging that the activity is not research and is correctly identified as QA is often required. At 
Monash Health, the TCPC has obtained generic approval from Monash Health HREC for this QA activity for applications 
approved by the TCPC so long as the data collected is confined to that described within the “Progress Report” template and the 
“Outcome Spreadsheet”.  Applicants are advised to complete the QA supplement (attached) and forward it to the TCPC 
Executive Officer who will then forward it to the HREC.  The HREC will register your application as a Quality Assurance activity 
and provide you with a certificate. If the data being collected by you is beyond the scope of the templates or if your responses to 
the questions contained in the QA Supplement are in the affirmative, then the project may warrant further review by the HREC.  

 
g. Review 

 At the conclusion of the two year period the original application will be reviewed by the TCPC to determine if it should be 
considered standard practice. 

Special Conditions 
 A patient information sheet must be developed within the Monash Health template and submitted to the Technology Clinical 

Practice Committee for approval. 
 All new Patient Information sheets at Monash Health are required to be reviewed by the Patient Information Approval group (5 

consumer representatives), the TCPC Executive Officer will facilitate this process. 
 The new TCP may not be implemented until the Patient Information sheet has been approved.   

 
Any queries regarding this document to be forwarded to:  
Executive Officer, Technology Clinical Practice Committee 
Tel 9594 7579 
Email: TCPC@monashhealth.org 

 

mailto:TCPC@monashhealth.org


 

Decision Summary 
Meeting Date 10 March 2015 
Application # N_15_02 
Title of TCP Perceval-S Sutureless aortic valve replacement 

 New TCP                          Substitute/replacement for existing   Extended use of existing    Other 

      
CONFLICT OF INTEREST DECLARATION 
Applicant   Yes  No       
Committee   Yes  No Prof Julian Smith declared a conflict of interest and was not present at the 

meeting. 
SAFETY 

 Safer than current practice  Equivalent to current practice  Less safe than current practice 
 
EFFECTIVENESS 
High quality evidence? The highest level of evidence (obtained as of 10 March 2015) was Level III and Level IV.  

Sutureless aortic valve implantation is a safe procedure associated with shorter cross-clamp and CPB 
duration, and comparable complication rates to the conventional approach in the short-term. (1) The 
systematic review, based on observational studies, further suggests a lack of long term follow-up data. 
Therefore adequately powered sample sizes and future randomized studies and registry data are 
required to adequately assess the durability of the prosthesis and long-term complications of SU-AVR. 
 
Cost of sutureless valves is comparable to conventional prosthetics. Cost savings of about 25% (due 
to the shortened lengths of stay in ICU as well hospital). (2) 
 
HealthPACT brief (3) states that short term results are comparable to standard aortic valve 
replacement and benefits of using these valves may include a shorter duration of surgery, however 
appropriate patient selection is important. It would be prudent to await the results of the number of 
trials currently underway, and recommends that this technology be monitored for further information in 
24-months. (3) 
 
References: 

(1) Phan K. et al. Sutureless aortic valve replacement: a systematic review and meta-analysis. 
Ann Cardiothorac Surg 2014; Apr 27 doi:10.3979/j.issn.2225-319X.2014.06.01 

(2) Pollari F. Better Short-Term Outcome by Using Sutureless Valves: A Propensity-Matched 
Score Analysis. Ann Thoracic Surg 2014; 98(2): 611-7 

(3) HealthPACT Technology Brief update. Sutureless arotic valve replacement in patients with 
severe aortic valve stenosis (Nov 2014) 

 
Consistent, clinically 
important benefit? 

The procedure involves a shortened cross-clamp time which benefits sicker, more frail, and older 
patients requiring bypass surgery. 

Applicable to Monash 
Health? 

Yes 

COST 
Negotiations between the Monash Health Chief Operating Officer and Pharmaceutical Company to agree on a cost-effective 
model before the implementation of this prosthesis. 
CLINICAL FEASIBILITY 
Resource implications Only the additional cost of the prosthesis 

Credentialing and 
competency assurance 
undertaken 

Staff to be credentialed as nominated by Department Head, Cardiothoracic Surgery. Monash 
Health surgeons will be proctored by already credentialed surgeons. 

ISSUES RELATED TO ACCESS & EQUITY AND LEGAL & ETHICAL IMPLICATIONS 
Patients should be made aware of the status of the long-term and durability data of this prosthesis as far as the research has 
been published. The information may be included in the patient information sheet. 
Final decision by the Monash Health Technology/Clinical Practice Committee 

 Recommended: Approved with no further need for assessment. 

 Restricted Recommendation – Audit: Approval subject to implementation under audit conditions. Conditions are specific 
to the technology. 

Technology/Clinical Practice Committee 



 Restricted Recommendation – Clinical Trial: Endorsed, however approval subject to implementation in clinical trial with 
Monash Health Human Research and Ethics Committee approval. 

 Restricted Approval – Operational Restrictions: Endorsed, however financial or operational restrictions apply. 

 Not Recommended 
General Conditions 

a. The Head of Department/Unit is required to notify the Executive Officer of TCPC in the event of: 
 Any change in protocol and the reason for that change together with an indication of ethical implications 
 Adverse effects of the TCP and steps to deal with them 
 Any unforeseen events 

b. Adverse Events 
 If a significant adverse event occurs the Head of Department/Unit must immediately notify the TCPC. 

c. Consent 
 Compliance with the Monash Health Consent Policy is mandatory.  
 Written consent must be obtained for any treatment, investigation or procedure that involves a new technology or clinical practice 

d. Data Collection 
 All approved TCPs must be audited and data collected reported to the Committee. A generic “Outcome Spreadsheet” is available 

for use if required by the applicants. However if applicants want to use their own audit tool that is acceptable.  
e. Reporting 

 Reporting required at six monthly intervals; January – June and July – December; for a two year period. 
 Reports should be forwarded to TCPC Executive Officer. TCPC will forward reports to the Department of Health. A “Progress 

Report “ template is provided for this purpose 
f. Quality Assurance 

 Collection of audit data constitutes a Quality Assurance (QA) activity. In general QA activities do not usually require Human 
Research Ethics Committee (HREC) approval, however in order to meet the requirements of many journal editorial 
boards an HREC letter acknowledging that the activity is not research and is correctly identified as QA is often required. At 
Monash Health, the TCPC has obtained generic approval from Monash Health HREC for this QA activity for applications 
approved by the TCPC so long as the data collected is confined to that described within the “Progress Report” template and the 
“Outcome Spreadsheet”.  Applicants are advised to complete the QA supplement (attached) and forward it to the TCPC 
Executive Officer who will then forward it to the HREC.  The HREC will register your application as a Quality Assurance activity 
and provide you with a certificate. If the data being collected by you is beyond the scope of the templates or if your responses to 
the questions contained in the QA Supplement are in the affirmative, then the project may warrant further review by the HREC.  

 
g. Review 

 At the conclusion of the two year period the original application will be reviewed by the TCPC to determine if it should be 
considered standard practice. 

Special Conditions 
 A patient information sheet must be developed within the Monash Health template and submitted to the Technology Clinical 

Practice Committee for approval. 
 All new Patient Information sheets at Monash Health are required to be reviewed by the Patient Information Approval group (5 

consumer representatives), the TCPC Executive Officer will facilitate this process. 
 The new TCP may not be implemented until the Patient Information sheet has been approved.   

 
Any queries regarding this document to be forwarded to:  
Executive Officer, Technology Clinical Practice Committee 
Tel 9594 7579 
Email: TCPC@monashhealth.org 

 

mailto:TCPC@monashhealth.org


 

Decision Summary 

Meeting Date 10 March 2015 

Application # N_15_03 

Title of TCP Skeletal distraction of the proximal interphalangeal joint 

 New TCP                          Substitute/replacement for existing   Extended use of existing    Other 

The method of distraction has been used for decades. The use of the distraction frame method is novel to Monash Health. 

CONFLICT OF INTEREST DECLARATION 

Applicant   Yes  No       

Committee   Yes  No       

SAFETY 

 Safer than current practice  Equivalent to current practice  Less safe than current practice 

      

EFFECTIVENESS 

High quality evidence? Limited high quality evidence. Mainly Level IV evidence based on case series and literature reviews 
due to the rare occurrence of complex fractures of the hand. The method is based on methods outlined 
by two case series. (1-2) 

 

The method of distraction is used in other hospitals in Melbourne (3-4).  

 

1) Suzuki Y, Matsunaga T, Sato S, Yokoi T. The pins and rubbers traction system for treatment 
of comminuted intra-articular fractures and fracture-dislocations in the hand. Journal of hand 
surgery. 1994;19(1):98-107. 

2) Deshmukh SC, Kumar D, Mathur K, Thomas B. Complex fracture-dislocation of the proximal 
interphalangeal joint of the hand. Results of a modified pins and rubbers traction system. The 
Journal of bone and joint surgery British volume. 2004;86(3):406-12. 

3) O’Brien L & Presnell S. Patient Experience of Distraction Splinting for Complex Finger 
Fracture Dislocations Journal of Hand Therapy 2010 July-Sept 249-259 

4) O’Brien L. J., Simm A.T., Loh, I. W.H., Griffiths, K.M. Swing traction verses no-traction for 
complex intra-articular proximal inter-phalangeal fractures. Journal of Hand Therapy. Vol 27, 
Issue 4, October-December 2014, pages 309-316 

Consistent, clinically 
important benefit? 

Yes. 

Applicable to Monash 
Health? 

Yes, Monash Health sees 6-10 such patients with complex fractures per year. 

COST 

The costs of the frame and rubberbands will be covered by department. 

CLINICAL FEASIBILITY 

Resource implications nil 

Credentialing and 
competency assurance 
undertaken 

Credentialing of Grade 2 Therapists for the procedure. 

ISSUES RELATED TO ACCESS & EQUITY AND LEGAL & ETHICAL IMPLICATIONS 

nil 

Final decision by the Monash Health Technology/Clinical Practice Committee 

 Recommended: Approved with no further need for assessment. 

 Restricted Recommendation – Audit: Approval subject to implementation under audit conditions. Conditions are specific 

to the technology. 

 Restricted Recommendation – Clinical Trial: Endorsed, however approval subject to implementation in clinical trial with 

Monash Health Human Research and Ethics Committee approval. 

 Restricted Approval – Operational Restrictions: Endorsed, however financial or operational restrictions apply. 

 Not Recommended 

General Conditions 

a. The Head of Department/Unit is required to notify the Executive Officer of TCPC in the event of: 

 Any change in protocol and the reason for that change together with an indication of ethical implications 

 Adverse effects of the TCP and steps to deal with them 

 Any unforeseen events 

Technology/Clinical Practice Committee 



b. Adverse Events 

 If a significant adverse event occurs the Head of Department/Unit must immediately notify the TCPC. 

c. Consent 

 Compliance with the Monash Health Consent Policy is mandatory.  

 Written consent must be obtained for any treatment, investigation or procedure that involves a new technology or clinical practice 

d. Data Collection 

 All approved TCPs must be audited and data collected reported to the Committee. A generic “Outcome Spreadsheet” is available 
for use if required by the applicants. However if applicants want to use their own audit tool that is acceptable.  

e. Reporting 

 Reporting required at six monthly intervals; January – June and July – December; for a two year period. 

 Reports should be forwarded to TCPC Executive Officer. TCPC will forward reports to the Department of Health. A “Progress 
Report “ template is provided for this purpose 

f. Quality Assurance 

 Collection of audit data constitutes a Quality Assurance (QA) activity. In general QA activities do not usually require Human 
Research Ethics Committee (HREC) approval, however in order to meet the requirements of many journal editorial 
boards an HREC letter acknowledging that the activity is not research and is correctly identified as QA is often required. At 
Monash Health, the TCPC has obtained generic approval from Monash Health HREC for this QA activity for applications 
approved by the TCPC so long as the data collected is confined to that described within the “Progress Report” template and the 
“Outcome Spreadsheet”.  Applicants are advised to complete the QA supplement (attached) and forward it to the TCPC 
Executive Officer who will then forward it to the HREC.  The HREC will register your application as a Quality Assurance activity 
and provide you with a certificate. If the data being collected by you is beyond the scope of the templates or if your responses to 
the questions contained in the QA Supplement are in the affirmative, then the project may warrant further review by the HREC.  

 

g. Review 

 At the conclusion of the two year period the original application will be reviewed by the TCPC to determine if it should be 
considered standard practice. 

Special Conditions 

 A patient information sheet must be developed within the Monash Health template and submitted to the Technology Clinical 
Practice Committee for approval. 

 All new Patient Information sheets at Monash Health are required to be reviewed by the Patient Information Approval group (5 
consumer representatives), the TCPC Executive Officer will facilitate this process. 

 The new TCP may not be implemented until the Patient Information sheet has been approved.   

 

Any queries regarding this document to be forwarded to:  

Executive Officer, Technology Clinical Practice Committee 

Tel 9594 7579 

Email: 32TUTCPC@monashhealth.org U32T 

 

mailto:TCPC@monashhealth.org


 

Decision Summary 
Meeting Date 28 July 2015 
Application # N_15_04 
Title of TCP Biojector 2000 Needle Free Injection System 

 New TCP                          Substitute/replacement for existing   Extended use of existing    Other 

Needle Free Pre Anaesthesia sedation and needle free local Anaesthesia pre cannulation 
CONFLICT OF INTEREST DECLARATION 
Applicant   Yes  No       
Committee   Yes  No       
SAFETY 

 Safer than current practice  Equivalent to current practice  Less safe than current practice 
Decreased risk of needlestick injuries for staff caring for uncooperative patients requiring intramuscular sedation. 
EFFECTIVENESS 
High quality evidence? Extensively used in the US since 1998 and in Australia since 2013 following TGA approval in General 

Practice and Clinical Research. 
Level 2 evidence suggests better sedation, painless cannulation, decreased pain and faster onset of 
sedation. 

(1) Greenberg RS et al. Preanesthetic medication of children with midazolam using the Biojector 
jet injector. Anesthesiology. 1995 Aug; 83(2):264-9. 

(2) Zsigmond EK et al. Painless intravenous catheterization by intradermal jet injection of 
lidocaine: a randomized trial. J Clin Anesth. 1999 Mar; 11(2):87-94. 

(3) Bennett J et al. Subcutaneous administration of midazolam: A comparison of the bioject jet 
injector with the conventional syringe and needle. J Oral Maxillofac Surg 1998 Nov; 
56(11):1249-54 

Consistent, clinically 
important benefit? 

Use for patients with severe needle phobia, paediatric patients who require cannulation or sedation. 
Patients and parent satisfaction will be immediately increased considerably in the described situations. 
Sedation via the intramuscular route will be nearly painless and safer. 

Applicable to Monash 
Health? 

Needle Free Injections Vs Needle and Syringe – reduces patient pain and anxiety and therefore 
improves participation and acceptance. No potential risks identifiable. 

COST 
Device on loan. Reallocation of costs for consumables from current practice. 
CLINICAL FEASIBILITY 
Resource implications None 

Credentialing and 
competency assurance 
undertaken 

None 

ISSUES RELATED TO ACCESS & EQUITY AND LEGAL & ETHICAL IMPLICATIONS 
None 
Final decision by the Monash Health Technology/Clinical Practice Committee 

 Recommended: Approved with no further need for assessment. 

 Restricted Recommendation – Audit: Approval subject to implementation under audit conditions. Conditions are specific 
to the technology. 

 Restricted Recommendation – Clinical Trial: Endorsed, however approval subject to implementation in clinical trial with 
Monash Health Human Research and Ethics Committee approval. 

 Restricted Approval – Operational Restrictions: Endorsed, however financial or operational restrictions apply. 

 Not Recommended 
General Conditions 

a. The Head of Department/Unit is required to notify the Executive Officer of TCPC in the event of: 
 Any change in protocol and the reason for that change together with an indication of ethical implications 
 Adverse effects of the TCP and steps to deal with them 
 Any unforeseen events 

b. Adverse Events 
 If a significant adverse event occurs the Head of Department/Unit must immediately notify the TCPC. 

c. Consent 
 Compliance with the Monash Health Consent Policy is mandatory.  
 Written consent must be obtained for any treatment, investigation or procedure that involves a new technology or clinical practice 

Technology/Clinical Practice Committee 

http://www.ncbi.nlm.nih.gov/pubmed/7631947


d. Data Collection 
 All approved TCPs must be audited and data collected reported to the Committee. A generic “Outcome Spreadsheet” is available 

for use if required by the applicants. However if applicants want to use their own audit tool that is acceptable.  
e. Reporting 

 Reporting required at six monthly intervals; January – June and July – December; for a two year period. 
 Reports should be forwarded to TCPC Executive Officer. TCPC will forward reports to the Department of Health. A “Progress 

Report “ template is provided for this purpose 
f. Quality Assurance 

 Collection of audit data constitutes a Quality Assurance (QA) activity. In general QA activities do not usually require Human 
Research Ethics Committee (HREC) approval, however in order to meet the requirements of many journal editorial 
boards an HREC letter acknowledging that the activity is not research and is correctly identified as QA is often required. At 
Monash Health, the TCPC has obtained generic approval from Monash Health HREC for this QA activity for applications 
approved by the TCPC so long as the data collected is confined to that described within the “Progress Report” template and the 
“Outcome Spreadsheet”.  Applicants are advised to complete the QA supplement (attached) and forward it to the TCPC 
Executive Officer who will then forward it to the HREC.  The HREC will register your application as a Quality Assurance activity 
and provide you with a certificate. If the data being collected by you is beyond the scope of the templates or if your responses to 
the questions contained in the QA Supplement are in the affirmative, then the project may warrant further review by the HREC.  

 
g. Review 

 At the conclusion of the two year period the original application will be reviewed by the TCPC to determine if it should be 
considered standard practice. 

Special Conditions 
 A patient information sheet must be developed within the Monash Health template and submitted to the Technology Clinical 

Practice Committee for approval. 
 All new Patient Information sheets at Monash Health are required to be reviewed by the Patient Information Approval group (5 

consumer representatives), the TCPC Executive Officer will facilitate this process. 
 The new TCP may not be implemented until the Patient Information sheet has been approved.   

 
Any queries regarding this document to be forwarded to:  
Executive Officer, Technology Clinical Practice Committee 
Tel 9594 7579 
Email: TCPC@monashhealth.org 

 

mailto:TCPC@monashhealth.org


 

Decision Summary 
Meeting Date 28 July 2015 
Application # N_15_05 
Title of TCP     Targeted Intraoperative Radiotherapy   (T-IORT) 

 New TCP                          Substitute/replacement for existing   Extended use of existing    Other 

      
CONFLICT OF INTEREST DECLARATION 
Applicant   Yes  No       
Committee   Yes  No       
SAFETY 

 Safer than current practice  Equivalent to current practice  Less safe than current practice 
Radiotherapy delivered safely as a single intra-operative dose. 
EFFECTIVENESS 
High quality evidence? Two randomised trials (Level II) non-inferiority trials (ELIOT and TARGIT-A) found acceptable toxicity 

with no differences in reoccurrence within a 5-year follow up period. (1,2) 
 
The MSAC recommends two new MBS items for T-IORT. Results from the MSAC review 
recommendations will be released in September 2015. 
 
References: 

1. Intraoperative radiotherapy versus external radiotherapy for early breast cancer (ELIOT): a 
randomised controlled equivalence study. Umberto Veronese et al. Lancet Oncology Online 
November 11 2013 

2. Risk- adapted targeted intraoperative radiotherapy versus whole breast radiotherapy for 
breast cancer: 5-year results for local control and overall survival from the TARGIT A 
randomised trial. Jayant Vaidya et al. Lancet 383 (9917) p603-613, Feb 15, 2014 

 
Consistent, clinically 
important benefit? 

Locally recurrent disease is 30-40% over 5 years, and with radiotherapy 5-8% over 10 years, marking 
radiotherapy an integral part of breast conserving treatment. Radiotherapy can be effectively and 
safely delivered as a single intra-operative dose to selected women with early stage breast cancer. 
This removes the need for fractionated doses of external beam radiotherapy delivered over a 3 to 6 
week period in 85% of selected patients. 

Applicable to Monash 
Health? 

An estimated150-200 breast cancer patients may be suitable for the procedure and benefit from this 
technology. 

COST 
The estimated saving per patient is $5637. A business case will be prepared to plan a capital investment which will involve both 
Monash Health and Peter MacCallum Cancer Centre. 
CLINICAL FEASIBILITY 
Resource implications Initial access to the unit and delivery system will be provided on loan to allow evaluation of the 

technique. After which the unit which generates the IORT and delivery catheters (single use) 
will need to be purchased.  

Credentialing and 
competency assurance 
undertaken 

Details of credentialing to be signed off by Program Director, and submitted to the TCPC. 

ISSUES RELATED TO ACCESS & EQUITY AND LEGAL & ETHICAL IMPLICATIONS 
none 
Final decision by the Monash Health Technology/Clinical Practice Committee 

 Recommended: Approved with no further need for assessment. 

 Restricted Recommendation – Audit: Approval subject to implementation under audit conditions. Conditions are specific 
to the technology. 

 Restricted Recommendation – Clinical Trial: Endorsed, however approval subject to implementation in clinical trial with 
Monash Health Human Research and Ethics Committee approval. 

 Restricted Approval – Operational Restrictions: Endorsed, however financial or operational restrictions apply. 

 Not Recommended 
General Conditions 

a. The Head of Department/Unit is required to notify the Executive Officer of TCPC in the event of: 

Technology/Clinical Practice Committee 



 Any change in protocol and the reason for that change together with an indication of ethical implications 
 Adverse effects of the TCP and steps to deal with them 
 Any unforeseen events 

b. Adverse Events 
 If a significant adverse event occurs the Head of Department/Unit must immediately notify the TCPC. 

c. Consent 
 Compliance with the Monash Health Consent Policy is mandatory.  
 Written consent must be obtained for any treatment, investigation or procedure that involves a new technology or clinical practice 

d. Data Collection 
 All approved TCPs must be audited and data collected reported to the Committee. A generic “Outcome Spreadsheet” is available 

for use if required by the applicants. However if applicants want to use their own audit tool that is acceptable.  
e. Reporting 

 Reporting required at six monthly intervals; January – June and July – December; for a two year period. 
 Reports should be forwarded to TCPC Executive Officer. TCPC will forward reports to the Department of Health. A “Progress 

Report “ template is provided for this purpose 
f. Quality Assurance 

 Collection of audit data constitutes a Quality Assurance (QA) activity. In general QA activities do not usually require Human 
Research Ethics Committee (HREC) approval, however in order to meet the requirements of many journal editorial 
boards an HREC letter acknowledging that the activity is not research and is correctly identified as QA is often required. At 
Monash Health, the TCPC has obtained generic approval from Monash Health HREC for this QA activity for applications 
approved by the TCPC so long as the data collected is confined to that described within the “Progress Report” template and the 
“Outcome Spreadsheet”.  Applicants are advised to complete the QA supplement (attached) and forward it to the TCPC 
Executive Officer who will then forward it to the HREC.  The HREC will register your application as a Quality Assurance activity 
and provide you with a certificate. If the data being collected by you is beyond the scope of the templates or if your responses to 
the questions contained in the QA Supplement are in the affirmative, then the project may warrant further review by the HREC.  

 
g. Review 

 At the conclusion of the two year period the original application will be reviewed by the TCPC to determine if it should be 
considered standard practice. 

Special Conditions 
 A patient information sheet must be developed within the Monash Health template and submitted to the Technology Clinical 

Practice Committee for approval. 
 All new Patient Information sheets at Monash Health are required to be reviewed by the Patient Information Approval group (5 

consumer representatives), the TCPC Executive Officer will facilitate this process. 
 The new TCP may not be implemented until the Patient Information sheet has been approved.   

 
Any queries regarding this document to be forwarded to:  
Executive Officer, Technology Clinical Practice Committee 
Tel 9594 7579 
Email: TCPC@monashhealth.org 

 

mailto:TCPC@monashhealth.org


 

Decision Summary 
Meeting Date 25 August 2015 
Application # N_15_06 
Title of TCP Thromboelastography 

 New TCP                          Substitute/replacement for existing   Extended use of existing    Other 

      
CONFLICT OF INTEREST DECLARATION 
Applicant   Yes  No       
Committee   Yes  No       
SAFETY 

 Safer than current practice  Equivalent to current practice  Less safe than current practice 
Current tests (Full Blood Examination, INR, APTT, Fibrinogen) take too long in practice to be useful, and are tests that look at 
individual components in isolation, compared to in whole blood. 
The use of thromboelastography and associated transfusion protocols has consistently been associated with an increase in 
cryoprecipitate or recombinant fibrinogen use. The increase in fibrinogen transfusion is outweighed by the reduction in other 
blood component transfusion, with a net reduction in blood product use. 
EFFECTIVENESS 
High quality evidence? Afshari A, Wikkelso A, Brok J et al. Thromboelastography (TEG) or thromboelastometry (ROTEM) to 

monitor haemotherapy versus usual care in patients with massive transfusion. The Cochrane 
Collaboration 2013. Systematic review. Results: Reduction in amount of bleeding (MD -85 mL, 95% CI 
-140 to -29). No significant change in mortality (3.78% intervention vs 5.11% control , RR 0.77, 95% CI 
0.35-1.72).  
 
Gorlinger K, Dirkmann D, Hanke A. Potential value of transfusion protocols in cardiac surgery. Curr 
Opin Anesthesiol 2013 26:230-243. Systematic review of studies of  thromboelastography guided 
transfusion protocols vs usual care in cardiac surgery. Review of 16 studies and 8507 patients. All 
studies found reduction in transfusion requirements with thromboelastography guided transfusion 
protocols. Four studies showed improvement in patient outcome (these were not included in Cochrane 
review as they were not RCTs or published after the Cochrane review).  
 
National Blood Authority, Australia. Patient Blood Management Guidelines: Module 2: Perioperative. 
2012. Major national blood management guidelines. p51-53 of the main guidelines and Section 3.7.1 
of the technical report reviews reviews TEG point of care tests. " A meta-analysis found that the use of 
TEG-based transfusion algorithm resulted in a significant reduction in the incidence of transfusion with 
fresh frozen plasma and platelets, and may have reduced the incidence of RBC transfusion, compared 
with the use of a transfusion protocol that was not TEG based". Recommendation: "In adult patients 
having cardiac surgery, the use of TEG should be considered (Grade C)" 

Consistent, clinically 
important benefit? 

The use of thromboelastography and associated transfusion protocols has been associated with 
multiple beneficial outcomes in multiple studies. These include: 
• a reduction in platelet transfusion 
• a reduction in fresh frozen plasma (FFP) transfusion  
• a reduction in red blood cell (RBC) transfusion 
• reduced need for surgical re-exploration for bleeding in cardiac surgery 
• reduced ICU stay in cardiac surgery  
• reduced hospital length of stay in cardiac surgery 
• reduction in thrombotic / thromboembolic events in cardiac surgery 

Applicable to Monash 
Health? 

Yes. For inpatient use in a mix of theatre cases – cardiac, obstetric, and ICU. The Monash Patient 
Blood Management program will endeavour to improve patient care and result in a cost saving to the 
hospital through reduced conventional lab tests, reduced blood product usage, and reduced 
ICU/hospital stay. 

COST 
Costs of different cartridges range from $10,000 – $80,000/year; this does not include costs for maintenance / service / software 
updates. 
Payment of ongoing costs in Monash Health to be finalised by departments. 
CLINICAL FEASIBILITY 
Resource implications Potential reduction in certain blood product usage. 

Credentialing and 
competency assurance 
undertaken 

Credentialing documentation must be approved. 

Technology/Clinical Practice Committee 



ISSUES RELATED TO ACCESS & EQUITY AND LEGAL & ETHICAL IMPLICATIONS 
NIL 
Final decision by the Monash Health Technology/Clinical Practice Committee 

 Recommended: Approved with no further need for assessment. 

 Restricted Recommendation – Audit: Approval subject to implementation under audit conditions. Conditions are specific 
to the technology. 

 Restricted Recommendation – Clinical Trial: Endorsed, however approval subject to implementation in clinical trial with 
Monash Health Human Research and Ethics Committee approval. 

 Restricted Approval – Operational Restrictions: Endorsed, however financial or operational restrictions apply. 

 Not Recommended 
General Conditions 

a. The Head of Department/Unit is required to notify the Executive Officer of TCPC in the event of: 
 Any change in protocol and the reason for that change together with an indication of ethical implications 
 Adverse effects of the TCP and steps to deal with them 
 Any unforeseen events 

b. Adverse Events 
 If a significant adverse event occurs the Head of Department/Unit must immediately notify the TCPC. 

c. Consent 
 Compliance with the Monash Health Consent Policy is mandatory.  
 Written consent must be obtained for any treatment, investigation or procedure that involves a new technology or clinical practice 

d. Data Collection 
 All approved TCPs must be audited and data collected reported to the Committee. A generic “Outcome Spreadsheet” is available 

for use if required by the applicants. However if applicants want to use their own audit tool that is acceptable.  
e. Reporting 

 Reporting required at six monthly intervals; January – June and July – December; for a two year period. 
 Reports should be forwarded to TCPC Executive Officer. TCPC will forward reports to the Department of Health. A “Progress 

Report “ template is provided for this purpose 
f. Quality Assurance 

 Collection of audit data constitutes a Quality Assurance (QA) activity. In general QA activities do not usually require Human 
Research Ethics Committee (HREC) approval, however in order to meet the requirements of many journal editorial 
boards an HREC letter acknowledging that the activity is not research and is correctly identified as QA is often required. At 
Monash Health, the TCPC has obtained generic approval from Monash Health HREC for this QA activity for applications 
approved by the TCPC so long as the data collected is confined to that described within the “Progress Report” template and the 
“Outcome Spreadsheet”.  Applicants are advised to complete the QA supplement (attached) and forward it to the TCPC 
Executive Officer who will then forward it to the HREC.  The HREC will register your application as a Quality Assurance activity 
and provide you with a certificate. If the data being collected by you is beyond the scope of the templates or if your responses to 
the questions contained in the QA Supplement are in the affirmative, then the project may warrant further review by the HREC.  

 
g. Review 

 At the conclusion of the two year period the original application will be reviewed by the TCPC to determine if it should be 
considered standard practice. 

Special Conditions 
 A patient information sheet must be developed within the Monash Health template and submitted to the Technology Clinical 

Practice Committee for approval. 
 All new Patient Information sheets at Monash Health are required to be reviewed by the Patient Information Approval group (5 

consumer representatives), the TCPC Executive Officer will facilitate this process. 
 The new TCP may not be implemented until the Patient Information sheet has been approved.   

 
Any queries regarding this document to be forwarded to:  
Executive Officer, Technology Clinical Practice Committee 
Tel 9594 7579 
Email: TCPC@monashhealth.org 
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Decision Summary 

Meeting Date 13 October 2015 

Application # N_15_07 

Title of TCP ReCell - Autologous Cell Harvesting Device 

 New TCP                          Substitute/replacement for existing   Extended use of existing    Other 

 

CONFLICT OF INTEREST DECLARATION 

Applicant   Yes  No       

Committee   Yes  No       

SAFETY 

 Safer than current practice  Equivalent to current practice  Less safe than current practice 

Graft of skin is very thin (0.15mm) and hence there is minimal scarring to donor area. 

EFFECTIVENESS 

High quality evidence? Limited, low quality evidence available for its effectiveness for its use in children.  

The procedure is reported to be safe, but with limited evidence on effectiveness based on limited 
number of small studies – 2 RCT

1,2, 
1 comparative

3
; 1 case report

4 

Horizon scanning technology prioritizing summary published in 2010 by the Australia and New Zealand 
Horizon Scanning Network (ANZHSN) conclude that early peer-reviewed evidence of ReCell indicates 
that the procedure is feasible, safe and well tolerated by patients. As the technology requires the 
harvesting of small biopsy samples and substantially reduces laboratory processing time, there is 
potential for its application in the management of patients with large skin defects or in emergency 
situations.

5
 

 

1. Back C, et al. Noncultured Keratinocyte/Melanocyte Cosuspension: Effect on 
Reepithelialization and Repigmentation-A Randomized, Placebo-Controlled Study. Journal 
burn care and research 2009;30(3):408-16.  

2. Komen L. et al. Autologous cell suspension transplantation using a cell extraction device in 

segmental vitiligo and piebaldism patients: A randomized controlled pilot study. Journal of the 
American Academy of Dermatology 2015; 73 (1):170–172 

3. Mulekar SV, et al.Treatment of Vitiligo lesions by ReCell vs conventional melanocyte-
keratinocyte transplantation: a pilot study. British Journal of Dermatology 2008;158(1):45-49.  

4. Cervelli V, et al. Treatment of Stable Vitiligo hands by ReCell® system: a preliminary report. 
European Review for Medical and Pharmacalogical Sciences 2010;14:691-94. 

5. ANZHSN Horizon scanning technology prioritising summary: Recell® system for autologous 
cell harvesting and delivery. (April 2010) 

Consistent, clinically 
important benefit? 

Yes, evidence suggests that the procedure is a simple, safe and effective alternative to conventional 
skin grafts, biological skin replacements and bioengineered skin substitutes. The procedure will be 
used in the treatment of scarring in school-aged children with stable vitiligo and piebaldism. 

Applicable to Monash 
Health? 

Yes, there are patients currently on the waiting list at Monash Health. 

COST 

$1,250 for a single-use device. 

CLINICAL FEASIBILITY 

Resource implications Three devices to be donated to Monash Health. Subsequent purchase of Dermabrator by the 
department. 

Credentialing and 
competency assurance 
undertaken 

Dr Adrian Mar to be credentialed for the procedure. 

ISSUES RELATED TO ACCESS & EQUITY AND LEGAL & ETHICAL IMPLICATIONS 

nil 

Final decision by the Monash Health Technology/Clinical Practice Committee 

 Recommended: Approved with no further need for assessment. 

 Restricted Recommendation – Audit: Approval subject to implementation under audit conditions. Conditions are specific 

to the technology. 

Technology/Clinical Practice Committee 



 Restricted Recommendation – Clinical Trial: Endorsed, however approval subject to implementation in clinical trial with 

Monash Health Human Research and Ethics Committee approval. 

 Restricted Approval – Operational Restrictions: Endorsed, however financial or operational restrictions apply. 

 Not Recommended 

General Conditions 

a. The Head of Department/Unit is required to notify the Executive Officer of TCPC in the event of: 

 Any change in protocol and the reason for that change together with an indication of ethical implications 

 Adverse effects of the TCP and steps to deal with them 

 Any unforeseen events 

b. Adverse Events 

 If a significant adverse event occurs the Head of Department/Unit must immediately notify the TCPC. 

c. Consent 

 Compliance with the Monash Health Consent Policy is mandatory.  

 Written consent must be obtained for any treatment, investigation or procedure that involves a new technology or clinical practice 

d. Data Collection 

 All approved TCPs must be audited and data collected reported to the Committee. A generic “Outcome Spreadsheet” is available 
for use if required by the applicants. However if applicants want to use their own audit tool that is acceptable.  

e. Reporting 

 Reporting required at six monthly intervals; January – June and July – December; for a two year period. 

 Reports should be forwarded to TCPC Executive Officer. TCPC will forward reports to the Department of Health. A “Progress 
Report “ template is provided for this purpose 

f. Quality Assurance 

 Collection of audit data constitutes a Quality Assurance (QA) activity. In general QA activities do not usually require Human 
Research Ethics Committee (HREC) approval, however in order to meet the requirements of many journal editorial 
boards an HREC letter acknowledging that the activity is not research and is correctly identified as QA is often required. At 
Monash Health, the TCPC has obtained generic approval from Monash Health HREC for this QA activity for applications 
approved by the TCPC so long as the data collected is confined to that described within the “Progress Report” template and the 
“Outcome Spreadsheet”.  Applicants are advised to complete the QA supplement (attached) and forward it to the TCPC 
Executive Officer who will then forward it to the HREC.  The HREC will register your application as a Quality Assurance activity 
and provide you with a certificate. If the data being collected by you is beyond the scope of the templates or if your responses to 
the questions contained in the QA Supplement are in the affirmative, then the project may warrant further review by the HREC.  

 

g. Review 

 At the conclusion of the two year period the original application will be reviewed by the TCPC to determine if it should be 
considered standard practice. 

Special Conditions 

 A patient information sheet must be developed within the Monash Health template and submitted to the Technology Clinical 
Practice Committee for approval. 

 All new Patient Information sheets at Monash Health are required to be reviewed by the Patient Information Approval group (5 
consumer representatives), the TCPC Executive Officer will facilitate this process. 

 The new TCP may not be implemented until the Patient Information sheet has been approved.   

 

Any queries regarding this document to be forwarded to:  

Executive Officer, Technology Clinical Practice Committee 

Tel 9594 7579 

Email: TCPC@monashhealth.org 
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