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Promotion of clinical equipment and products by companies, or their representatives, to C&C DHB employees

Related documents

C&C DHB policies:

·  Purchasing Policy

·  Clinical Equipment – Formal Acceptance: BIOM-01
· Capital Expenditure Policy
Policy

This policy defines the standard for access to C&C DHB staff and promotion of clinical products and equipment at C&C DHB by suppliers/distributors of medical products, equipment and Pharmaceuticals.
NB. Pharmaceutical trials and purchasing of pharmaceuticals are managed separately by the Pharmacy Department.

C&C DHB recognises that on-going evaluation of clinical products and equipment is essential to improve standards of care. However such evaluation may expose patients to risk and, to be effective, requires significant effort by both C&C DHB staff and suppliers. 

To maximise benefit and avoid needless duplication, this policy is to be followed.
Scope

All C&C DHB employees and suppliers/distributors of medical products and equipment (with the exception of pharmacy and pharmaceuticals).

· New products or equipment not previously purchased or used by C&C DHB

· Major changes to existing products:
· Major changes are those that require new or amended registration on Ministry of Health WAND database and TGA, CE, FDA certification changes 

· New application of existing products where this is NOT supported by custom and practice elsewhere

EXCLUDES

· Minor changes to product 

New applications of existing product where these are supported by custom and practice.
Procedure

C&C DHB supports the provision of information on new or existing products to CCDHB clinical teams, and encourages free communication in this regard, but recognises that this can be disruptive, thus the following guidelines are to be followed. Any company or its representative(s) found in breach of these may be refused access to property controlled by C&C DHB.

Companies may freely distribute product information by mail or in electronic form to C&C DHB staff, however to minimise disruption, direct contact should be by appointment, thus:

Representatives should be discouraged from making “cold” telephone calls to clinical staff 

Representatives should be instructed not to make “casual” visits to clinical staff

All visits to property controlled by C&C DHB are to be by appointment only.

The following procedure is to be adhered to:

A CCDHB Contractor’s photo ID badge must be requested from the Materials Management Department, this will be made by the security orderlies in the security office.

Following the request for a contractor’s photo ID, an electronic swipe card will be issued by Materials Management linked to the identity of the photo ID card. This swipe card will be for identity only, and will not allow access past any swipe card doors within CCDHB. This ID card must be worn at all times while on CCDHB property.
There is a nominal fee for the ID and swipe card to cover the cost of each items production, this fee covers a 12 months period and the card will also only be valid for this same period.

Visitors, who will only attend the CCDHB site less than 3 times per year, will not require a contractor’s photo ID or swipe card. There will be a sign in book and temporary passes available in the security orderlies’ office for these staff members, we will request these visitors display their company identification also whilst on CCDHB property.

Once you have been issued with an ID and swipe card you will be required on every visit to swipe your card through the reader at the Security office on level C WSB              (Ward Support Block) on arrival and departure of CCDHB property. There is also a swipe card reader at the Kenepuru site at the security orderlies’ station in the main corridor. (See maps provided)
From the use of the swipe cards we will be able to produce electronic records for health and safety, and also ascertain levels of service / training provided by each company to CCDHB.

It is recognised that reasonable access to the following persons is required for the promotion of clinical products. Direct access to junior staff is discouraged.



Clinical & Service Leaders



Senior Clinicians (including surgeons)



Clinical Nurse Specialists



Biomedical Engineers



Purchasing staff



The hospital pharmacist



Technology Assessment Group

In the interests of patient safety and comfort, specific restrictions are placed on access to certain areas – including theatres, intensive care areas and neonatal areas. Entry to these areas is forbidden unless specifically arranged with the clinical staff beforehand.

While within C&C DHB institutions, representatives must:



Wear ID badge in clearly visible location (Occupational Health & Safety 

requirement)

Comply with the C&C DHB Code of Conduct (copies of which are                                                  available on request)



Respond to verbal or other instructions by C&C DHB staff   



Comply with Health and Safety regulations 

If the supplier and or company representative are only visiting sites such as Kenepuru hospital or Paraparaumu hospital, they are required to email TAG to inform of their visit. 

Should any of the CCDHB policies not be followed by the representative the individual will receive a verbal warning. If a policy is not adhered to following a verbal warning a formal written warning will be sent to the representative’s manager. If the policy is broken for a 3rd time the representative will be band from all CCDHB sites for a minimum of 3 months. 
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Product demonstration, trial and evaluation:

· All evaluations and trials of clinical products, (both capital and consumable items) with the exception of pharmaceutical products, are to be arranged through the offices of the Technology Assessment Group (TAG). This applies both to vendor-initiated and C&C DHB staff initiated initiatives. 

NB. Pharmaceutical trials and purchasing of pharmaceuticals are managed separately by the Pharmacy Department.

All trials will be for a finite time and results documented against pre-defined criteria.

The appropriate forms must be completed prior to product introduction to CC DHB (see process algorithm). These forms are provided ONLY by TAG and should ONLY be returned to the appropriate TAG staff.
Leaving or requesting samples is NOT permitted without prior arrangement with the appropriate personnel (TAG) and agreement of the Clinical Leader of the unit.

NO equipment may be used for clinical demonstration or left for clinical evaluation without:

Providing TAG with written notification of the type and location of the equipment; and 

The supplier, or its authorised representative, has signed a waiver indemnifying C&C DHB against any claims resulting from any defect in such equipment; and

Obtaining prior approval from the Biomedical Engineering department (BME) at  C&C DHB for “Clinical equipment”. 

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. 
This will only be granted if:

· The equipment has been functionally checked by the supplier and has been labelled appropriately as having been tested to AS/NZS 3551 or appropriate standard. 

· Alternatively a serial number test sheet for each item verifying manufacturers testing will be appropriate.
· The functional testing must be current for the duration of the trial.

· BME will electrically safety test all electrical equipment prior to use. 






· Once approved, BME will label the equipment as being ‘Safe to Use’.  The label will also indicate the name of the company to which the equipment belongs, and which company undertook the functional check.
Suppliers MUST ensure that clinical staff receive appropriate training in the use of trial equipment, and MUST ensure an appropriately skilled person is contactable in the event of problems.

Where consumables are required to use the equipment for demonstration or trial, the supplier must provide these unless explicitly agreed otherwise by C&C DHB.

On completion of trial:

· The equipment must be reclaimed by the supplier

· C&C DHB will not purchase items on the basis that such items had clinical trial extended for any reason.

· C&C DHB accepts no responsibility for damage to equipment apparent during or subsequent to trial, thus suppliers should ensure they have appropriate insurance cover.  

Procedure for C&C DHB staff

The “request for review” form is available from Materials Management (Clinical Products) for staff to complete and return to TAG. See Appendix 1
Team Leaders, Service Leaders, Senior Clinicians, Senior Nurses or any senior member of staff may approach the Technology Assessment Group with their request for review of a product (providing a request for review form).

TAG will ensure that the Clinical and Service Leader of the relevant unit are informed of the potential review, and determine if the product may impact on more than one area of C&C DHB.

Where the product is for use within a single area of C&C DHB, primary responsibility for initiation and management of trial or review will remain with the sponsor; however TAG will collate and archive results.

Where introduction of the product may impact on more than one area, TAG will present the product to the Clinical Product Review Committee (CPRG), who will decide to evaluate or decline evaluation. 

If CPRG decides against evaluation TAG will inform the sponsor of the decision and the CPRG reasoning.

Disclaimer: This document has been developed by Capital & Coast District Health Board (C&C DHB) specifically for its own use.  Use of this document and any reliance on the information contained therein by any third party is at their own risk and C&C DHB assumes no responsibility whatsoever.


APPENDIX - (refer to TAG policy for request forms enclused)

























Process for introduction of new products or product change at C&C DHB
















































New product identified by clinical area





Request from  supplier to TAG to evaluate a new product 





Service Leader/Clinical Leader/Team Leader or Clinician approaches TAG, with completed form, to organise evaluation





TAG liaises with relevant clinical areas for internal interest. 





TAG requests supplier to complete appropriate forms and a letter requesting evaluation





Feedback results to Clinical Product Review Committee for decision. Supplier and clinical areas informed on accept or decline decision. If a change is recommended organisation wide, report to Management Team for endorsement.





Liaise with the end users and facilitate the evaluation process





YES





Decision to evaluate





Decision on whether to evaluate product. There must be clinical & / or financial benefit.


Decision involves:


TAG


The clinical area


Clinical Product Review Committee


Other interested parties eg. Infection control, Health & Safety, any sub-committees.





Supplier and Clinical Area informed by TAG 





NO
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