
 

Decision Summary 

Meeting Date 11
th

 February 2014 

Application # N_14_01 

Title of TCP Cervical Disc Arthroplasty 

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

The treatment goal of the Prodisc-C intervertebral disc prosthesis is to restore the normal dynamic function of the spine and to 
significantly reduce pain. This is achieved through the re-establishment of the disc height, as maintained by the prosthesis. The 
increase in height and the elimination of the prolapse “open” constricted nerve paths and the vertebral joints are restored to their 
physiological position.  The procedure has been approved for symptomatic single level cervical degenerative disc disease in 
skeletally mature patients with a mechanically stable cervical spine who have not responded to conservative therapy and who 
have not had prior cervical spine surgery. 

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? Yes 

Consistent, clinically 
important benefit? 

There was high-quality evidence that the goal of preservation of segmental mobility in arthroplasty was 
met. A statistically significant effect on the incidence of secondary symptoms at adjacent levels, the 
primary goal of arthroplasty over fusion, was not found at one to two years. 

Applicable to Monash 
Health? 

Yes 

COST 

Current implants cost approximately $2000 the new ones will cost approximately $6000.  The Neurosurgery Department 
confirmed that the procedure would be undertaken within their budget and that the number of procedures that could be 
performed would be subject to operational restrictions. 

CLINICAL FEASIBILITY 

Resource implications None. 

Credentialing and 
competency assurance 
undertaken 

Applicant, Unit Head and TCPC agreed that two surgeons would be credentialed to perform the 
procedure based on completion of training. Credentialled surgeons will be required to 
undertake their first procedure under the guidance of a more experienced surgeon. 

ISSUES RELATED TO ACCESS & EQUITY AND LEGAL & ETHICAL IMPLICATIONS 

None identified. 

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 

Technology/Clinical Practice Committee 



 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 7575 

Email: TCPC@monashhealth.org  

 

mailto:TCPC@monashhealth.org


 

Decision Summary 

Meeting Date 8 April 2014 

Application # N_14_03 

Title of TCP Drug eluting stents and Inpact Admiral drug eluting Balloon for percutaneous revascularisation 

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

Using Cook Zilver PTX drug eluting stents and Inpact Admiral drug eluting Balloon (Medtronic Ltd) for percutaneous 
revascularisation of patients with critical limb ischaemia secondary to peripheral arterial disease (of which both are TGA 
approved). 

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? Level II evidence from two studies were provided.  Studies provide evidence of good clinical outcome 
and safety of patients.  
References: 

1. Duda S, Pusich B, Richter Get al.  Sirolimus-eluting stents for the treatment of obstructive 
superficial femoral artery disease: six month results. Circulation. 2002;106:1505-1509. 

2. Duda S, Bosiers M, Lammer J et al.  Drug-eluting and bare nitonol stents for the treatment of 
artherosclerotic lesions in the superficial femoral artery: long term results from the SIROCCO 
trial.  J Endovasc Therapy 2006; 13:701-710. 

Consistent, clinically 
important benefit? 

A reduction in re-interventions in patients treated for PAD with angioplasty and stents with associated 
reduction in procedure related morbidity. 

Applicable to Monash 
Health? 

Yes. 
The following would be audited with an expectation consistent with the literature of 
improvement/reduction in cost 
1. The number of re interventions  
2. Improved patency rates in the femoral artery 
3. Improved patency rates in arterial disease where restenosis may be fatal e.g renal transplant 
anastamoses, mesenteric stenosis. 

COST 

Some additional costs of purchasing the eluting stents which are significantly more expensive than non-eluting bare metal stents 
however this would be offset by the reduced secondary intervention rates. 

CLINICAL FEASIBILITY 

Resource implications Within existing capacity. 

Credentialing and 
competency assurance 
undertaken 

No changes to the competency level required over what is currently being practiced in the 
Surgery Program.  

ISSUES RELATED TO ACCESS & EQUITY AND LEGAL & ETHICAL IMPLICATIONS 

No changes from the current. 

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 

Technology/Clinical Practice Committee



 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 

 



 

Decision Summary 

Meeting Date 8 April 2014 

Application # N_14_04 

Title of TCP Saliva Drug Test Kit DrugWipe5s 

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

Replacement of Urine Tests with Saliva Tests for drug detection 

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? Used by Australian Police Force and meets Australian Standards  

Consistent, clinically 
important benefit? 

The proposed saliva drug test kit offers higher cost effectiveness, provide faster results with higher 
accuracy and sensitivity on a wider range of drugs (i.e. methamphetamines and amphetamines); and 
will be less intrusive to patients, as opposed to the standard urine test kit. 

Applicable to Monash 
Health? 

Yes. 

COST 

Increased cost effectiveness. Saliva Testing DrugWipe5s costs $38 while Urine Drug Test costs $51.20. 

CLINICAL FEASIBILITY 

Resource implications Nil 

Credentialing and 
competency assurance 
undertaken 

Staff will be provided training on how to collect samples by the company that supplies the 
DrugWipe5s. 

ISSUES RELATED TO ACCESS & EQUITY AND LEGAL & ETHICAL IMPLICATIONS 

No changes. 

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 

Technology/Clinical Practice Committee



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 

 



 

Decision Summary 

Meeting Date 1 July 2014 

Application # N_14_05 

Title of TCP Dupuytren’s release with collagenase 

 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 

Collagenase is approved for use in adults with Dupuytren's contracture with a palpable cord in the USA, Canada and Australia 
as Xiaflex and in Europe and Switzerland as Xiapex. (ARTG #199584) 

EFFECTIVENESS 

High quality evidence? Level 1 Evidence that proves the safety, effectiveness and cost-effectiveness of the procedure. 
Three randomised trials comparing collagenase with placebo (CORD I, CORD II, DUPY 303 
(discontinued due to manufacturing issues).  
Efficacy: Clinical success rate (CORD I 64% versus 6.8% placebo) (CORD II 44.4% versus 4.8 % 
placebo). Collagenase is non-inferior to surgical therapy (1,2). 
Safety: Adverse effects are generally confined to the limb and resolve within one month. Of 1082 
subjects, local peripheral oedema (75.7%), contusion (50.7%), pain (39%) and haemorrhage 
(34.9%)occurred, but most resolve within one month. 7.7% of subjects experience serious adverse 
effects (tendon rupture, ligament injury, tendonitis, finger deformity, complex regional pain syndrome, 
sensory disturbance or DVT) (3). Caution is advised for pregnant women and patients on 
anticoagulants. 
Cost-effectiveness: Collagenase is less expensive than surgical management, as determined by the 
Australian Pharmaceutical Benefits Scheme when less than three rays are treated (4). 
1. Hurst LC, Badalamente MA, Hentz VR, Hotchkiss RN, Kaplan FTD, Meals RA, et al. Injectable 
Collagenase Clostridium Histolyticum for Dupuytren's Contracture. N Engl J Med. 
2009Sep.3;361(10):968–79.  
2. Gilpin D, Coleman S, Hall S, Houston A, Karrasch J, Jones N. Injectable Collagenase Clostridium 
Histolyticum: A New Nonsurgical Treatment for Dupuytren's Disease. The Journal of Hand Surgery. 
Elsevier; 2010Dec.;35(12):2027–2038.e1.  
3. AusPAR Xiaflex Collagenase clostridium histolyticum Actelion Pharmaceuticals Australia Pty Ltd 
PM-2012-01472-3-3. Final 18 November 2013 
4. Health AGDO. Collagenase clostridium histolyticum, lyophilised powder for injection, 900 
micrograms powder for injection, Xiaflex®. pbs.gov.au. Australian Government Department of Health. 

Consistent, clinically 
important benefit? 

Yes, with positive outcomes. 

Applicable to Monash 
Health? 

Benefits to Monash Health patients include a non-invasive injection in the outpatient setting, in place of 
surgical procedure. 

COST 

Xiaflex - $1000 to $1200 per vial 

CLINICAL FEASIBILITY 

Resource implications No additional resources required.  

Credentialing and 
competency assurance 
undertaken 

Credentialing will be completed. 

ISSUES RELATED TO ACCESS & EQUITY AND LEGAL & ETHICAL IMPLICATIONS 

No changes. 

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. 

Technology/Clinical Practice Committee 



 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 

 Credentialing documentation must be completed and approved. 
 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
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