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CCDHB New Product Introduction & Trial Documentation
Notes for guidance:

· Trials must not pose any undue risk to staff and patients, and follow existing CCDHB policy

· All trials must be documented with TAG prior to commencement

· Sponsor is responsible for ensuring trial protocols are followed, and results collated and properly evaluated

· All trials will be for a finite defined period

· All trials should have a definite objective

· Where a trial is to evaluate a new product against an existing product specific criteria for comparison should be set out prior to the trial commencing

Section A - Sponsor to complete (CLINICIAN):

Trial description:

Clinical area of trial:

Proposed trial duration:
Contact details:

CCDHB clinical person(s) responsible for trial:

Contact details (phone/e-mail)

Vendor contact responsible for trial:

Contact details (phone/e-mail)

Rationale for trial:

The intent is to: (delete as necessary – multiple categories are OK)

a) introduce new product(s)

b) replace the following product(s)

c) use existing product(s) in new area or application

The clinical or other need addressed by this trial is:

The desired outcome of the trial is:

We will know this has been achieved by:

Impact on organisation:

If the trial is favourable, and new product(s) adopted by CCDHB then:

The following areas will be affected:

Purchase of the following products will be -      increased / deceased / terminated:

Cost of current product:

Cost of replacement / trial product:

The following procedures or protocols will be altered:

Other comments:


Section B - Vendor to complete (MANUFACTURER OR DISTRIBUTOR):

Notes for guidance:

For all items supplied as part of this trial:

· User and/or operator instructions and service information must be provided, or a written statement advising that no user service is possible

· The vendor is responsible for operator training, and may be required to provide written confirmation that such training has been completed

· All items supplied must be clearly marked as “for clinical trial only” and include the trial identification number

· Any equipment or consumables supplied as part of this trial are to be in a safe and functional condition ready for intended use and the  vendor must  promptly supply on written request  documentary evidence to this effect

· Unless explicitly arranged otherwise, equipment and consumables must be removed by vendor on completion of the trial. 

Equipment/consumables to be used in trial:

Equipment (include number of items):

Consumables (include estimated number supplied for trial):

Cost (if any) to CCDHB of equipment & consumables noted above:

Vendor to confirm:

All items registered with Medsafe / WAND:

PHENZ forms supplied:

Indemnity form signed & returned:

Equipment supplied has been tested to, and complies with AS / NZS 3551:

All items supplied will be clearly marked as “for trial only” and identified with trial identification number


PLEASE NOTE:

Equipment must be sent to arrive at BME at least two working days prior to the trial commencement, as to allow for this testing to be undertaken safely. If this is a large or whole DHB trial we would ask suppliers to allow at least 3-4 working days to complete this testing. 
Capital & Coast District Health Board is continually reviewing clinical assets with the approach to planned asset management. We intend to have an on going process to identify items at or near end of life, with a view of proactive replacement.
It is our belief that having this information available will assist us in the planned asset replacement, which in turn will assist you in terms of market certainty.

To this end if the trial product is replacing an existing product we require information in regards to: 
·  What product(s) have been discontinued (no longer manufactured/sold)
· Anticipated date (if known) at which current product will be discontinued 
· Period over which spares and consumables will be available for discontinued products (best effort support generally 5-7 years)
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New Product Introduction Form.                    
Please complete this form and electronically send to a member of the Technology Assessment Group (T.A.G)

	Date:
	

	Company Submitting Product:
	

	Completed By:
	

	Contact Phone Number:
	

	Email Address:
	

	Manufacturer:
	

	Product Description:
	

	Product Category:

Eg dressings or drains.
	

	Supplier Item Number:
	

	Price offered:
	

	Unit of Measure and pack size:
	

	New Product for New Zealand?
	

	Reusable or multi -use?
	

	Material Safety Data Sheet copy included: (If product requires one)
	

	Copy of WAND registration:

(If not exempt)
	

	Copy of CE certification:
	

	Copy of TGA certification:
	

	Reference Sites:
	


	Please describe the function and use of this new product and any reasoning as to why CCDHB should be looking at / trialling this new product.

	


INDEMNITY CLAUSE

Name of Company : ___________________________________

The above named Company (the Company) agrees to indemnify Capital & Coast District Health Board (CCDHB) against all claims, damages, liabilities, costs and expenses whatsoever arising out of or in connection with trial by CCDHB of equipment as described below including any associated accessories or consumables supplied by the Company as part of this trial (the Equipment).

This indemnity includes:

(a) installation and removal of the Equipment by the Company; 

(b) use or operation of the Equipment by CCDHB during this trial, excluding:

(i) any operation of the Equipment by CCDHB, its employees or its contractors otherwise than in accordance with operating instructions set out in any operating manual provided by the Company from time to time;

(ii)
Willful or negligent misuse of the Equipment (or other items which may have an effect on the operation of the Equipment) by CCDHB, its employees or its contractors;

(iii)
any damage or alteration to the Equipment whatsoever, including that which results in harm to users of the Equipment or patients receiving treatment incorporating the Equipment, caused by a third party on the premises where the Equipment is located, whether or not such third party is lawfully permitted to be on such premises; and 

(c) Any actions by the Company’s employees or it’s agents during this trial.

The description of equipment for trial:

MANUFACTURER                                MODEL AND / OR                           NUMBER OF UNITS                                                               SERIES NUMBER






  PROVIDED

1. 

2.

3.

4.

Name of Authorised Company Representative : ______________________________

Dates of Trial:      /           /      to        /        /  

Signature of Authorised Company Representative:  

(must be hand signed, not typed and original returned to Materials Management)

Date:            /           / 

