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Decision Summary
	Meeting Date
	Friday 14 May 2010

	Application #
	10001N

	Title of TCP
	Cough assist machine

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

	The cough assist device is a mechanical insufflator / exsufflator that applies positive then negative pressure to a patient’s lungs via a circuit.  In this way, peak pressures may be optimized to provide an effective cough where it is not available to the patient voluntarily.  Effective coughing is vital for the maintenance of a healthy respiratory system.

	Conflict of Interest declaration

	Applicant 
	There are no conflicts of interest to declare

	Committee 
	There are no conflicts of interest to declare

	SAFETY

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

	All studies show it has a good safety record.

	EFFECTIVENESS  

	High quality evidence 
	Only level 4 evidence of effectiveness exist. 

	Consistent, clinically important benefit?
	Cough assist is strongly supported by expert opinion and consensus guidelines in both the UK and USA. 

	Applicable to Southern Health?
	Yes

	COST

	Cough Assist device was purchased by the Respiratory Medicine department with funds donated by a grateful family.  Identified ongoing costs will be those of consumables per patients – i.e. mask, filter and tubing that makes up the patients’ breathing circuit.  The distributor, Respironics, quotes that the total cost per patient for this disposable circuit is $15.

Product information and literature reviews suggest that the cough assist may shorten length of hospital stay, which is obviously a significant factor in cost effectiveness.
Nil official cost effectiveness assessment has occurred within Southern Health, due to low identified costs as above.

	CLINICAL FEASIBILITY

	Resource implications
	Within existing capacity 

	Credentialing and competency assurance undertaken
	Credentialing requires completion of Physiotherapy Cough Assist Competency Process in accordance with Physiotherapy Cough Assist Clinical Guideline.

Senior Physiotherapists in paediatric and cardiorespiratory streams must complete the Competencies prior to introduction of Cough Assist device use at Monash Medical Centre.

Only Physiotherapists who have completed the designed competency process will use the Cough Assist machine on patients



	ISSUES RELATED TO ACCESS & EQUITY AND LEGAL & ETHICAL IMPLICATIONS

	Likely 4 - 10 paediatric patients per year will be treated with the Cough Assist device. 

An increase is predicted as the community becomes aware that Southern Health have Cough Assist capability and machine- Potential 20 cases yearly in 5 years time

Access will be based on clinical need

The treatment will be provided only at Clayton as the device is available only at this campus. However patients should be transferred from other campuses to Clayton if there is a clinical need for the device.

	Final decision by the Southern Health Technology/Clinical Practice Committee

	 FORMCHECKBOX 

	Recommended: Approved with no further need for assessment.

	 FORMCHECKBOX 

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

	 FORMCHECKBOX 

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

	 FORMCHECKBOX 

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

	 FORMCHECKBOX 

	Not Recommended

	General Conditions

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

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

· Any unforeseen events
· Any adverse events related to use of Cough Assist 
b. Data Collection

· Compliance with the Department of Health reporting requirements as prescribed in the progress report template and the patient outcome spreadsheet developed for this process (attached). 
c. Reporting

· Six monthly reporting to the TCPC secretariat using the above mentioned templates January – June and July – December; for a two year period.

· TCPC will forward the reports to the Department of Health.

d. Compliance with Quality Assurance (must be completed prior to commencement of the TCP at Southern Health)
       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 Southern Health, TCPC has obtained generic approval from Southern 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 two templates and and Southern Health QA policy.  It is requested that the QA policy be completed and forwarded to TCPC secretariat which will then on forward the QA Policy responses to the HREC.  If the data being collected by you is beyond the scope of the templates or if you answer any of your responses to the questions contained in the QA Policy are in the affirmative, then the project may warrant further review by the HREC. 
e. 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:

Revision of the Patient Information Sheet in accordance to suggestions made by Consumer Representatives
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	Reviewer
	Director, Centre for Clinical Effectiveness
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	Chair, Technology/Clinical Practice Committee
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This hard copy may not be the latest version of this document.

Please see the Southern Health Policy and Protocol intranet site for current policies, protocols and guidelines.
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