
 

Decision Summary 
Meeting Date 18 April 2017 
Application # N_17_01 
Title of TCP Intracardiac Echocardiography 

 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 
      
EFFECTIVENESS 
High quality evidence? Limited high quality evidence provided. 

One RCT (n=44) reported following: [1] 
- Fluoroscopy time was shorter in ICE group (FT 6.0 ± 1.7 min vs 9.5 ± 1.6 min, P<0.0001) 
- Procedural time was shorted in ICE group (PT 33.4 ± 4.7 min vs 37.8 ± 5.6 min, P=0.0065) 
- FT and PT shortened throughout the course of study indicating learning curve. 
- ICE monitoring reduced patient stress significantly. 
One retrospective study reported 100% success in device deployment and low rate of complications 
[2] 
 
References 
[1]  Bartel et. al. Intracardiac Echocardiography is superior to conventional monitoring for guiding 
device closure of interatrial commiunications. Circulation 2001; 107:795-797 
[2] Intracardiac echocardiography imaging for device closure of atrial septal defects. Cardiologia 2012; 
31(6):407-412  

Consistent, clinically 
important benefit? 

Reduction in the need for general anaesthesia 
Reduction in patient stress 

Applicable to Monash 
Health? 

Reduction in need for echocardiographer and consultant echocardiologist 
Reduction in operating theatre use 

COST 
Price of single-use catheters to be borne by research budgets, where required. Machine will be on loan. 
CLINICAL FEASIBILITY 
Resource implications Within existing resources 

Credentialing and 
competency assurance 
undertaken 

Monash Heart credentialing committee has recognised that Dr Gooley’s current credentials are 
adequate to perform the procedure successfully.  

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. 

Technology/Clinical Practice Committee 



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 

 Monash Health staff undertaking QI activities are advised to follow a decision guide available at 
http://www.monashhealth.org/page/Application_for_Quality_AssuranceQuality_Improvement_Studies to assess whether the 
activity would meet QI criteria at Monash Health or whether the activity would be deemed to be a research activity requiring 
ethical review.  

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. 
h. Patient Information 

 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.   
i. Special Conditions 

 A list of patient indications is provided to the Committee for when the device will be selected for use. 
 Dr Gooley be sent to observe the technique before he commences his first procedure. 
 ICE be used alongside with TOE for the first 5 cases. 
 The Committee receives an update after 5 cases are performed and 6-monthly progress reports are submitted in accordance to 

the TCPC reporting requirements. 
 The Quality Improvement (QI) activity to be registered with HREC. 
 Patient information to be reviewed and approved. 

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

 
SH Policy Quality and Risk Management ACHS Leadership and Management 
Reviewer Executive Officer, Technology/Clinical Practice Committee Last review date February 2017 
Authoriser Chair, Technology/Clinical Practice Committee Next review date February 2018 
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Decision Summary 
Meeting Date 18 April 2017 
Application # N_17_02 
Title of TCP Nutrition and dietetics pathology requesting privileges 

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

New Allied Health procedure/practice to support current practice 
CONFLICT OF INTEREST DECLARATION 
Applicant   Yes  No       
Committee   Yes  No       
SAFETY 

 Safer than current practice  Equivalent to current practice  Less safe than current practice 
Risks identification and analysis was performed  
EFFECTIVENESS 
High quality evidence? No high level evidence was presented. 

Ferrie et al. evaluted the roles and responsibilities of dietitians working in the Australian and New 
Zealand ICU setting and revealed that only 13.6% of the 169 ICU dietitians surveyed had autonomous 
ordering privileges for laboratory tests for monitoring nutritional status. [1]  
The Queensland Government has developed ‘Guideline for allied health professionals requesting 
pathology tests’ which outlines the authorisations and processes that need to be undertaken in order 
for an allied health professional to request pathology tests within Queensland Health facilities. Since 
the roll out of these guidelines in 2013, 3% of dietitians working in in Queensland Health have obtained 
pathology requesting privileges. 
[1] Suzie Ferrie, Margaret Allman-Farinelli Defining and evaluating the role of dietitians in intensive 
care: State of play e-SPEN, the European e-Journal of Clinical Nutrition and Metabolism Volume 6, 
Issue 3, June 2011, Pages e121–e125 
[2] Queensland Health Guideline for allied health professionals requesting pathology tests. Version 3 
February 2015 

Consistent, clinically 
important benefit? 

Pathology requesting by dietitians in collaboration with the patients treating medical team supports the 
delivery of quality health services within a team environment. 
Dietetic pathology requesting can contribute to: 
- Increased service quality- more timely and appropriate  nutrition interventions  
- Enhanced patient flow and improved continuity and coordination of care 
- Improved health outcomes- earlier identification and nutrition intervention 
- Increased patient satisfaction 
- Reduced high workloads of some medical and Dietetic staff 
- Improved interprofessional relationships 

Applicable to Monash 
Health? 

An audit conducted in Monash Health revealed the clinical need for this change in practice in Monash 
Health.  

COST 
Training costs for allied health professionals 
CLINICAL FEASIBILITY 
Resource implications None 

Credentialing and 
competency assurance 
undertaken 

The Dietetic prerequisites: 
- Minimum of 5 years clinical experience  
- Grade 2 position or higher with greater than 2 years at Monash Health in the designated 
clinical unit 

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. 

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 

 Monash Health staff undertaking QI activities are advised to follow a decision guide available at 
http://www.monashhealth.org/page/Application_for_Quality_AssuranceQuality_Improvement_Studies to assess whether the 
activity would meet QI criteria at Monash Health or whether the activity would be deemed to be a research activity requiring 
ethical review.  

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. 
h. Patient Information 

 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.   
 

i. Special Conditions 
 Scope of practice be amended for dieticians (at least Grade 2 level) who meet the requirements of a minimum of 5 years clinical 

experience and 2 years experience in the designated unit in Monash Health, in agreement with the Unit Head. 
 This change in practice applies only to public patients. 
 The audit of outcomes such as costs and expenditure (6 monthly), and compliance be submitted to the Committee. 
 The applicant provides evidence of training for Grade 2 dieticians who meet the criteria. 
 The Quality Improvement (QI) activity to be registered with HREC. 

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

 
SH Policy Quality and Risk Management ACHS Leadership and Management 
Reviewer Executive Officer, Technology/Clinical Practice Committee Last review date February 2017 
Authoriser Chair, Technology/Clinical Practice Committee Next review date February 2018 
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Decision Summary 
Meeting Date 16 May 2017 
Application # N_17_03 
Title of TCP Endoanchors 

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

Endoanchors offer a safe alternative to fenestrated suprarenal grafts (FEVAR) in some patients with hostile proximal landing 
zones ,reducing morbidity, radiation dose and cost; they also offer potential to treat some patients who have developed a type 1 
A endoleak due to dilatation of the proximal landing zone. They will offer alternative and not replace fenestrated suprarenal 
grafts.   
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? Only Level IV evidence (observational cohort studies and single arm prospective) was provided. 
Consistent, clinically 
important benefit? 

Patients free from secondary intervention with no complications or adverse events related to 
aneurysms or ruptures. 

Applicable to Monash 
Health? 

Obviation of surgery or FEVAR in selected group will reduce morbidity of patients 

COST 
Cost will include disposables and screws 
CLINICAL FEASIBILITY 
Resource implications Within approved budget and resources 

Credentialing and 
competency assurance 
undertaken 

Credentialing documentation and evidence of training will be requried 

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 

 Quality Improvement (QI) is an organised process that evaluates, assesses and seeks to improve an aspect of Monash Health’s 

Technology/Clinical Practice Committee 



health service delivery to our patients and community. It is also referred to as Quality Assurance. QI activities often involve the 
collection, use and disclosure of health, personal and sensitive information for the purpose of funding, management, planning, 
monitoring improvement or evaluation of health services. Common QI activities include sentinel event monitoring incident 
monitoring, root cause analysis, medical record review and clinical audit. QI activities may include activities involving staff, 
patients and members of the community. 

 The National Health and Medical Research Council document NHMRC Ethical Considerations in Quality Assurance and 
Evaluation Activities (March 2014) advises that regardless of whether an activity is called research or QI, those conducting the 
activity must consider whether the people involved will be exposed to any risk, burden, inconvenience or possible breach of their 
privacy. Further, attempts to distinguish between whether an activity is research or QI can be unhelpful because one form of 
activity may evolve into another activity over time. QI would normally involve minimal risk, burden or inconvenience to 
participants, and, while oversight is necessary, Human Research Ethics Committee (HREC) review may not be the appropriate 
level of oversight. Therefore, institutions are advised to develop policies around oversight of QI. 

 Monash Health staff undertaking QI activities are advised to follow a decision guide available at 
http://www.monashhealth.org/page/Application_for_Quality_AssuranceQuality_Improvement_Studies to assess whether the 
activity would meet QI criteria at Monash Health or whether the activity would be deemed to be a research activity requiring 
ethical review.  

 A separate letter will be issued to you outlining the process for QI registration. 
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. 

h. Patient Information 
 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.   

i. Special Conditions 
 Evidence of training for the procedure is provided 
 The patient information is reviewed and approved 
 The Quality Improvement (QI) activity to be registered with HREC 
 The Committee receives an update after 5 cases are performed 

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

 
SH Policy Quality and Risk Management ACHS Leadership and Management 
Reviewer Executive Officer, Technology/Clinical Practice Committee Last review date February 2017 
Authoriser Chair, Technology/Clinical Practice Committee Next review date February 2018 
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Decision Summary 
Meeting Date 18 July 2017 
Application # N_17_05 
Title of TCP Tunnelled paracentesis for domiciliary ascitic drainage 

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

      
CONFLICT OF INTEREST DECLARATION 
Applicant   Yes  No No conflicts of interest were declared 
Committee   Yes  No No conflicts of interest were declared 
SAFETY 

 Safer than current practice  Equivalent to current practice  Less safe than current practice 
      
EFFECTIVENESS 
High quality evidence? NICE guidelines and Level III and IV evidence available. Estimated cost saving $9535/month when 

compared with inpatient large-volume paracentesis 
Ref: 
Qu et al. The Impact of Tunneled Catheters for Ascites and Peritoneal Carcinomatosis on Patient 
Rehospitalizations. Cardiovasc Intervent Radiol. 2016 May;39(5):711-6.  
NICE (National Institute for Health and Care Excellence) Guidelines. The PleurX peritoneal catheter 
drainage system for vacuum-assisted drainage of treatment-resistant, recurrent malignant ascites.  
Rosenberg S, Courtney A, Nemcek AA Jr, Omary RA. Comparison of percutaneous management 
techniques for recurrent malignant ascites. J Vasc Interv Radiol. 2004 Oct;15(10):1129-31. 
 

Consistent, clinically 
important benefit? 

Clinically effective, low complication rate, potential to improve quality of life. 

Applicable to Monash 
Health? 

The domiciliary drainage of ascites will significantly improve the patient journey and provide good 
palliation in their home environment.   

COST 
Costs will be within budgetery sources; cost savings in reduction of admissions and referrals. 
CLINICAL FEASIBILITY 
Resource implications To be piloted in Dandenong hospital; sole site for port insertion  

Credentialing and 
competency assurance 
undertaken 

No additional credentialing is required for this 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 

Technology/Clinical Practice Committee 



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 

 Quality Improvement (QI) is an organised process that evaluates, assesses and seeks to improve an aspect of Monash Health’s 
health service delivery to our patients and community. It is also referred to as Quality Assurance. QI activities often involve the 
collection, use and disclosure of health, personal and sensitive information for the purpose of funding, management, planning, 
monitoring improvement or evaluation of health services. Common QI activities include sentinel event monitoring incident 
monitoring, root cause analysis, medical record review and clinical audit. QI activities may include activities involving staff, 
patients and members of the community. 

 The National Health and Medical Research Council document NHMRC Ethical Considerations in Quality Assurance and 
Evaluation Activities (March 2014) advises that regardless of whether an activity is called research or QI, those conducting the 
activity must consider whether the people involved will be exposed to any risk, burden, inconvenience or possible breach of their 
privacy. Further, attempts to distinguish between whether an activity is research or QI can be unhelpful because one form of 
activity may evolve into another activity over time. QI would normally involve minimal risk, burden or inconvenience to 
participants, and, while oversight is necessary, Human Research Ethics Committee (HREC) review may not be the appropriate 
level of oversight. Therefore, institutions are advised to develop policies around oversight of QI. 

 Monash Health staff undertaking QI activities are advised to follow a decision guide available at 
http://www.monashhealth.org/page/Application_for_Quality_AssuranceQuality_Improvement_Studies to assess whether the 
activity would meet QI criteria at Monash Health or whether the activity would be deemed to be a research activity requiring 
ethical review.  

 A separate letter will be issued to you outlining the process for QI registration. 
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. 

h. Patient Information 
 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.   

i. Special Conditions 
 A patient information sheet is reviewed and approved by the patient information approval team. 
 The new TCP may NOT be implemented until the patient Information sheet has been approved.  
 The team registers the procedure as a Quality Assurance (QA) activity; and the TCPC Executive Officer is notified 

once QA registration has been done successfully. 
 Auditing of outcomes to be submitted via the TCPC spreadsheet, and progress reports to be submitted to the 

Committee every 6 months, in accordance to the TCPC reporting requirements mentioned above. 
 
Any queries regarding this document to be forwarded to:  
Executive Officer, Technology Clinical Practice Committee 
Tel 9594 7579 
Email: TCPC@monashhealth.org 

 
SH Policy Quality and Risk Management ACHS Leadership and Management 
Reviewer Executive Officer, Technology/Clinical Practice Committee Last review date February 2017 
Authoriser Chair, Technology/Clinical Practice Committee Next review date February 2018 
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Decision Summary 
Meeting Date 19 September 2017 
Application # N_17_06 
Title of TCP Endometrial ablation hyperthermia catheter to treat abnormal uterine bleeding (LINA LIBRATA) 

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

To replace Novasure 
CONFLICT OF INTEREST DECLARATION 
Applicant   Yes  No No conflicts of interest were declared 
Committee   Yes  No No conflicts of interest were declared 
SAFETY 

 Safer than current practice  Equivalent to current practice  Less safe than current practice 
      
EFFECTIVENESS 
High quality evidence? High quality evidence to show radiofrequency and Thermal Balloon are equally effective at treating 

Heavy Menstrual Bleeding, Dysmenorrhea, and Premenstrual Syndrome and improving health-related 
Quality of Life Measures at each time and endpoint. (1) 
At 10 years of follow-up, the response rate was 69/83 (83%) in the bipolar group and 35/43 (81%) in 
the balloon group. Amenorrhoea rates were 50/69 (73%) in the bipolar group and 23/35 (66%) in the 
balloon group [relative risk, 1.1 (95% CI, 0.83–1.5)]. Ten years after treatment, the superiority of 
bipolar ablation over balloon ablation in the treatment of heavy menstrual bleeding was no longer 
evident. (2) 
Ref: 
(1) Bipolar Radiofrequecy Compared with Thermal Balloon Ablation in the Office A Randomised 
Controlled Trial, Smith, Malick and Clark, 2014 
(2)Ten Year Follow Up of a Randomised Control Trial Comparing Bipolar Endometrial Ablation with 
Balloon Ablation for Heavy Menstrual Bleeding; Herman et al; BJOG 2013;120:966–70  

Consistent, clinically 
important benefit? 

Clinically effective, low complication rate, potential to improve quality of life. 

Applicable to Monash 
Health? 

Will be applicable across Monash Health sites.   

COST 
Costs will be less than existing technology 
CLINICAL FEASIBILITY 
Resource implications To be implemented within existing budget requirements 

Credentialing and 
competency assurance 
undertaken 

No additional credentialing is required for this procedure for clinicians already trained in using 
Novasure. 
 Additional training is required for those who have not been trained in Novasure, and 
documentation will be required.  

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 

Technology/Clinical Practice Committee 



 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 

 Quality Improvement (QI) is an organised process that evaluates, assesses and seeks to improve an aspect of Monash Health’s 
health service delivery to our patients and community. It is also referred to as Quality Assurance. QI activities often involve the 
collection, use and disclosure of health, personal and sensitive information for the purpose of funding, management, planning, 
monitoring improvement or evaluation of health services. Common QI activities include sentinel event monitoring incident 
monitoring, root cause analysis, medical record review and clinical audit. QI activities may include activities involving staff, 
patients and members of the community. 

 The National Health and Medical Research Council document NHMRC Ethical Considerations in Quality Assurance and 
Evaluation Activities (March 2014) advises that regardless of whether an activity is called research or QI, those conducting the 
activity must consider whether the people involved will be exposed to any risk, burden, inconvenience or possible breach of their 
privacy. Further, attempts to distinguish between whether an activity is research or QI can be unhelpful because one form of 
activity may evolve into another activity over time. QI would normally involve minimal risk, burden or inconvenience to 
participants, and, while oversight is necessary, Human Research Ethics Committee (HREC) review may not be the appropriate 
level of oversight. Therefore, institutions are advised to develop policies around oversight of QI. 

 Monash Health staff undertaking QI activities are advised to follow a decision guide available at 
http://www.monashhealth.org/page/Application_for_Quality_AssuranceQuality_Improvement_Studies to assess whether the 
activity would meet QI criteria at Monash Health or whether the activity would be deemed to be a research activity requiring 
ethical review.  

 A separate letter will be issued to you outlining the process for QI registration. 
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. 

h. Patient Information 
 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.   

i. Special Conditions 
 There is a step-wise disinvestment plan for Novasure across all Monash Health sites. 
 Auditing of outcomes (i.e., complications) and progress reports to be submitted to the Committee every 6 months 

in accordance to the TCPC reporting requirements. 
 Credentialing documentation to be submitted for clinicians not already credentialed in Novasure.  
 The team registers this as a Quality Assurance activity, and the TCPC Executive Officer is notified once QI 

registration has been done successfully. 
 The Committee receives an update after the first five cases are performed, in addition to 6-monthly progress 

reports to be submitted in accordance to the TCPC reporting requirements mentioned above. 
 
Any queries regarding this document to be forwarded to:  
Executive Officer, Technology Clinical Practice Committee 
Tel 9594 7579 
Email: TCPC@monashhealth.org 

 
SH Policy Quality and Risk Management ACHS Leadership and Management 
Reviewer Executive Officer, Technology/Clinical Practice Committee Last review date February 2017 
Authoriser Chair, Technology/Clinical Practice Committee Next review date February 2018 
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