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	Form 2.0 Supplement
	Evaluation Proposal Guidelines


1. 
Product & supplier details

It is important to state both the type or generic name for the product as well as the brand name.  This will ensure the product is easily identifiable by all committee members regarding the product and its intended use.  For example: Comfeel is a brand of hydrocolloid dressing.  This also eliminates the bias towards a particular product that is commonly identified by a brand name.  For example: ‘jelco’ is a term commonly used by hospital personnel when describing all types of IV cannula even though this is a brand specific to a particular company.

Probity 

Ensure all members of the evaluation panel are aware of their responsibilities in regards to probity.

2.
Compliance


Medical devices sold in Australia are required to be listed on the Australian Register of Therapeutic goods.  The federal body responsible for the assessment and monitoring of products placed on this register is the Therapeutic Goods Administration (TGA).  When products or devices are listed, registered or included on the TGA register an ARTG number is allocated to that particular product or, in some circumstances, group of products. The supplier will be able to provide this information along with all compliance certification for their products.  


Australian standards or Australia/New Zealand standards may also apply to the product.  These standards include either mandatory or desirable criteria relating to the function, materials and testing methods for a product.  A copy of the Australian and Australian /New Zealand standards are available from the RCH library.

3.
Financial assessment


The usage figures and comparative costings can be obtained from Material resources.


Consideration of the following also needs to be taken into account when providing a financial assessment as organisational costs may not be accurately displayed via a simple cost comparison:


3.1
Value of risk reduction vs. increased cost



For some products, it is not feasible to simply address the unit cost comparisons when performing a financial assessment.  An increase in the product cost may outweigh the potential risk to the organisation.  This may include, for example, the financial support of a staff member returning a positive result from a needle stick injury or a patient permanently debilitated 
from a clinical incident.  

3.2
Dependence on other equipment or products


Ask whether this particular product is reliant on the purchase of other items to be clinically effective in its use. For example: A temperature probe that is cheaper than the current one being used but requires numerous adapter cables in order to be used with the hospital’s monitoring equipment or new stockings that are of clinical benefit are reliant on the use of applicators at a significant cost.

3.3
Change in labour time to perform a function or task


The cost advantage of some products lies within the time it takes to perform a task.  It is difficult to quantify because the cost benefits are shown in “man hours”.  When discussing the labour time that would be reduced, be careful to outline what specific increased productivity will be gained and how it will be shown.  Realistically, labour hours or EFT will not be cut in response to the introduction of a product.


3.4
Change from reusable to single use items

The decisions to change from reusable to single use items will arise for various reasons.  It can be in response to DHS directives, clinical incidents involving safety, the inappropriate reusing of an item or deletion of a product by a supplier.  

3.5
Life cycle costing (Only to be used for capital equipment purchases)


The principles of life cycle costing address the cost of ownership of an item (generally an equipment item) incurred throughout its whole life not just at the time of acquisition.  What may be the cheapest upfront may not be the most appropriate when ongoing operational costs, maintenance and disposal costs are considered.  
Below is a Life Cycle Costing model to assist when determining accurate total cost of a device.  
Assistance can be obtained from the biomedical engineering department regarding equipment life, operating costs and disposal value.
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4.
Practice assessment


Document if and how practices are required to be changed to ensure the relevant departments (e.g. Clinical quality & safety) are involved and have an opportunity to discuss education and scheduling requirements.

5.
Risk assessment


The risk assessment of any device is to determine its safety by identifying hazards and estimating the risks associated with the use of the device. 

When performing a risk assessment, some hazards to consider:

Energy - electricity, heat, magnetic field, pressure, mechanical force, ionising radiation

Biological – cross infection, contamination, carcinogenicity, allerginicity, toxicity

Environmental – Electromagnetic interference, incompatibility with other devices, likelihood of being used outside prescribed environmental conditions, inadequate power supply to support device, incompatibility with other devices

User interaction – inadequate labelling, potential use by unskilled/untrained personnel, inadequate operating instructions, insufficient warning of side effects, potential misuse by staff

Functionality – loss of mechanical integrity, indeterminate end of life date, improper re-use, inadequate maintenance


Refer to the risk assessment tool to document possible hazards and risk analysis.
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6.
Trial Process



The most important part of the trial process is to identify the key stakeholders and engage them in the evaluation process.  The predominant users of a product type can be identified from usage reports obtained from Material resources or by communicating with various departments that would potentially use that type of product.  Alternatively, a broadcast e-mail or memo about the proposed evaluation will allow staff and departments to volunteer to participate in the evaluation.  



Ensure the format of the trial is suitable for adequate evaluation of the product/s.  Determine how often a product will need to be used by a clinician to assess its suitability and comment on its performance.  At times, it may be necessary to extend trial periods if clinicians have not had adequate opportunity for evaluation for any number of reasons.  This may need to be assessed at the end of the initial trial period.  Be mindful, that all suppliers are to be given equal opportunity for evaluation and trial periods may need to be extended for all parties.  Alternatively, ensure set trial criteria are in place and all suppliers are aware of how these situations will be managed.



Identify the scope of the trial including how many suppliers & brands will be trialled.  Make sure the market has been investigated and all suppliers given the opportunity to respond to the proposed trial of the product.  If more than one brand (supplier) is being evaluated, identify how each supplier/brand will be ensured the same level of attention.  



Ensure all participants are aware of their responsibilities in regard to probity.

7.
Trial feedback


The generic RCH trial form is to be used for all product trials.  If this form is not appropriate, comment on its limitation and issues for your product trial and include a revised version for approval by the evaluation committee.


Develop the key criteria for the evaluation of the product.  This ensures key features unique to this product type are critiqued and the fundamentals of its performance can be assessed.


Specify who will be responsible for distributing and collecting trial evaluations.  Preferably this should be a hospital staff member.

8.
Communication strategy


Document how the key stakeholders will be informed of the trial and how they will be kept up to date during the trial period.  This will depend on the product being trialled but may extend to broadcast e-mails, evaluation group meetings, and general bulletins or personalised correspondence, e.g. Letters to sessional medical staff.

9.
Evaluation tool


It is sufficient to state that the standard RCH product evaluation tool is to be used for this trial.  More specific information will be required if the evaluation tool deviates from the standard.  In this situation, a detailed description about the revised tool will need to be provided as well as documentation supporting the need for its use.

For further information please refer to Clinical Products Advisory : Selecting Products

































Life cycle cost = Capital cost + (estimated Equipment Life <years> x Annual operating costs) – disposal value








Identify the interaction the device will have with:


Patients


Clinicians


Hospital personnel


General public





Identify any possible hazards with the product





Identify key personnel to be consulted for identification of hazards and subsequent risk:


Infection Control


OH&S


Biomedical engineering


CSSD


Engineering services


Material resources


Nursing Education


Clinical Nurse Consultants





Clarify intended use of the product within the hospital








Identify the key areas where the product will be used





Estimate the risk associated with each hazard


Low – Acceptable risk, risk identification and awareness is all that is required for risk analysis


Medium – Moderate risk; aim to reduce risk and implement management strategy prior to the use of product including during trial


High – Significant risk to patient and/or staff will need to be eliminated before product used in hospital, consider risk too high for possible trial & implementation.





Document any identified hazards, estimation of associated level of risk and proposed management during trial and possible use within the hospital.





The overall risk rating for the product is the highest level of risk of all the assessed hazards





Risk Assessment Tool





Risk assessment tool
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