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1. Process flowchart 
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Flowchart for the management of new products













Please note

· A full Business Case may be required outside of the above process to support the implementation.  

All equipment involving medication technologies (e.g. pumps, syringe drivers) and any related software must be discussed with Pharmacy
2
Introduction & Scope

Company representatives (including Product Trainers, Medical representatives and Engineers) provide valuable information about product innovations and the Trust recognises the benefits of a positive relationship with suppliers.  The introduction of new drugs /products can, however, place unplanned pressures on budgets and may compromise patient care. These must be planned through the appropriate Trust process.  

It is important that the relationship between companies and the Trust is transparent and well managed.  The purpose of this paper is to present a Company Representatives Policy and Procedure that supports both clinical innovation and financial stability.

This Policy and Procedure applies to all Trust sites* and covers all suppliers of goods and services relating to drugs, medical devices, medical implants and medical equipment. All staff at York Teaching Hospital NHS Foundation Trust are expected to comply with this Policy and Procedure.                  

3
Definitions / Terms used in policy

	MSSE Committee
	The prime purpose of the Medical & Surgical Supplies and Equipment (MSSE) Committee is to manage, on behalf of the Executive Board, the introduction of new MSSE into the organisation. This will be through the maintenance of product catalogues defining user choice.

	ABPI
	Is the Association of the British Pharmaceutical Industry which is the trade association for Companies within the UK producing prescription medicines for humans. 

	Standing Financial Instructions (SFI’s)
	York Teaching Hospital NHS Foundation Trust Standing Financial Instructions detail the financial responsibilities, policies and procedures adopted by the Trust.


4
Policy Statement 

The Trust recognises the need for an appropriate balance between clinical care, innovation, value for money and patient safety and fully supports the need to engage with company representatives and to consider new products and services.  It is, however, essential that this is part of a managed process.  Company representatives must respect their position as a guest on Trust premises and recognise that Trust interests and priorities may be different to their own.  Pharmaceutical Representatives must comply with the Association of the British Pharmaceutical Industry (ABPI) code of practice. Breaches of the ABPI Code of Practice must be reported to the Chief Pharmacist. New medicines may be considered for inclusion in the Trust Formulary through application to the Drugs & Therapeutics Committee. (See Appendix 4) For reasons of security and fire safety all company representatives must sign into the trust site and wear a Trust identification badge while on Trust premises.

*Trust sites include

York Teaching Hospital NHS Foundation Trust sites include: The York Hospital, Scarborough Hospital, Whitby Community Hospital, Bridlington District Hospital, Malton Community Hospital, Archways, White Cross Court Rehabilitation Unit, St Helens Rehabilitation Unit, Selby War Memorial Hospital and St. Monica’s Rehabilitation Hospital.

Procedure

The following procedural instructions provide information to amplify the procedural flowchart, detailed section 1.

a) Visits

No unauthorised visits to Trust departments are permitted. The Purchasing Department can provide advice on who to contact to arrange appointments but it remains the representative’s responsibility to arrange these. Company Sales Representatives and Technical Representatives calling without an appointment will be turned away but will be able to leave information at the Purchasing or Pharmacy Departments, alternatively information may be posted to: 

         
	The Purchasing Department


York Teaching Hospitals NHSFT

Wigginton Road

York 

YO31 8HE


	The Purchasing Department

Scarborough Hospital
Woodlands Drive
Scarborough
North Yorkshire
YO12 6QL


· All companies that are maintained on the Trust database have been sent a copy of this policy by email and are expected to ensure their staff comply with its contents. Any company representative from a company not on the York Teaching Hospital NHS Foundation Trust database is expected to provide full contact details so this policy can be forwarded. 

· Company representatives with an appointment must register their name, company name and record who they are visiting with the Purchasing Department, before making contact with members of Trust staff. A Trust identification visitor badge will be issued. All Visitor badges must be returned at the end of the visit to the Purchasing Department.

· Whilst on York Teaching Hospital NHS Foundation Trust property, company representatives will conduct themselves in a professional manner at all times and be aware of the Health and Safety at Work Act.  Company representatives will also be required to report to the department’s reception.  This is to ensure that company representatives do not enter specialist areas, where patient care and/or dignity might be compromised, without supervision.

· Company representatives will be asked to declare any intended involvement in clinical care (hands on or giving advice) and to take responsibility for outcomes see section (i).

· Company representatives intending to demonstrate or advise on the use of equipment using patients, must refer to Section (i) of the Policy. The Company must be registered with the NHS Master Indemnity Agreement. 

· Company representatives must not 

· Visit staff without having signed in and obtained an ID badge.

· Present themselves on York Teaching Hospital NHS Trust premises looking for staff without an appointment.

· Attempt to seek information of a confidential nature from any member of Trust staff.

· Please note any company representative who is found to be in breech of these guidelines will receive a formal warning from the MSSE Committee. If there is a recurrence then this will be discussed at MSSE and a recommendation made to the Trust for further action.

b) Service/ Maintenance Engineers

Service Engineers and Contractors must report to the call originator on each visit to York Teaching Hospital NHS Foundation Trust, to sign in and collect an identification badge.  All Visitor badges must be returned at the end of the visit.  Service Engineers are also required to report to the Head of the Department (or nominated Department Representative) where the equipment is located and obtain his/her signature on completion of the work.  The completed service report must then be taken to the call originator.  Please refer to the contract/agreement for specific instructions.  Service Engineers intending to promote products / service must follow the procedures detailed in this Policy and Procedure.

c) Quotations

Quotations for goods or services must only be submitted to the Purchasing Department, except in the case of Medicines, which should be forwarded to the Pharmacy Department and not directly to other departments/personnel.

d) Purchase Orders

Commitment to purchase goods and services is only entered into by the raising of an official York Teaching Hospital NHS Foundation Trust purchase order (following an appropriate requisition detailing the specification required), authorised by an approved budget holder. Company representatives must not accept any instruction to deliver/provide goods unless a purchase order number is issued.  The Trust will not be liable for goods and services delivered where no purchase order has been placed.   

Payment cannot be made if an order number is not issued.

e) Agreements

No commercial agreement may be entered into unless it has been approved by the Head of Procurement or, with regard to medicine, the Chief Pharmacist.

f) Samples

Samples of consumables and products must only be left with the permission of the Purchasing, Pharmacy, Estates and Systems and Network Services Departments, following formal approval and organisation of an official evaluation. Items must not be left with wards/departments.  Companies will be required to provide independent evidence of the efficacy and safety of their products, or suitable licences and/or comply with current British Standards and certification/ CE approval. Unauthorised distribution and use of samples or equipment introduces uncontrolled risks, which could contravene scheduled treatment and prove harmful to patient care. 


g)  Liability

The Trust will not be liable for any supplier property left or used on hospital premises.  The MIA number or a signed indemnity form must be supplied to the Purchasing Department prior to use.


h) Indemnities and Trial, Testing or Loan Equipment

Where appropriate, company representatives are expected to be fully aware of the York Teaching Hospital NHS Foundation Trust’s policy on Loan/Hire Equipment.  A copy is included as Appendix 1 of this document.  Any risk assessments undertaken as part of Appendix 1 should be retained in the Corporate Governance file of the Department where the equipment is used.  The assessment should follow the equipment if it is relocated within the Trust to the appropriate Department’s file.


i) Indemnity of Clinical Practice

Whilst the Trust values the innovations introduced by company representatives – this cannot be to the detriment of individual patients.  To this end, any company representatives demonstrating their products on patients must complete an Indemnity of Clinical Practice Form.  These are held in the Purchasing Department and a copy is given as appropriate.
j) Infection Control

All company representatives are expected to be aware of York Teaching Hospital NHS Foundation Trust’s policy on Infection Control.  A copy is included as Appendix 2 of this document.

k) Gifts and Promotional Material

Only inexpensive gifts such as pens, pads, diaries etc, which are relevant to work, may be offered or given to Trust staff as detailed in the York Teaching Hospital NHS Foundation Trust’s Policy on Business Conduct.  Irrelevant or unapproved mail, leaflets and posters may not be distributed or displayed in clinical areas unless approved by the Medical and Surgical Supplies and Equipment Committee (MSSE). 

Staff should be aware that under the Bribery Act 2010, it is a criminal offence for an employee to request, receive or offer a bribe to perform a function or activity improperly – please see the Anti Fraud, Bribery and Corruption Policy.   


l) Commercial Sponsorship

Educational sponsorship for York Teaching Hospital NHS Foundation Trust staff to attend courses or conferences (including travel and accommodation) will only be allowed when the course or conference is part of an educational or training scheme and has been approved by a staff member’s senior manager.  Sponsorship must be declared on the Register of Interest – details outlined in the Policy for Standards of Business Conduct.   

Procurement sponsorship (travel, accommodation expenses) for visits to suppliers in connection with any proposed purchase/contract will be paid for by York Teaching Hospital NHS Foundation Trust.  Any acceptance of offers to cover the expenses must be approved in writing by the staff member’s senior manager and recorded in York Teaching Hospital NHS Foundation Trust’s Declaration of interest file.

Gifts, promotional material and sponsorships must not be used to unfairly influence any commercial or clinical decisions.

Staff should be aware that under the Bribery Act 2010, it is a criminal offence for an employee to request, receive or offer a bribe to perform a function or activity improperly – please see the Anti Fraud, Bribery and Corruption Policy.   

m) Co-operation

Company representatives must give accurate information, which can be evidenced and is not misleading.  Failure to comply with this policy may affect business potential.


n) Public Procurement Regulations

Any potential introduction of goods or services that might result in procurement must follow the Standing Financial Instructions (SFI’s) and the relevant Procurement regulations as advised by the Head of Procurement.

Other Related Issues

· MSSE (Medical and Surgical Supplies and Equipment Committee) approval process 

· The Health and Safety at Work Act

· Effective Hand Hygiene Policy – Infection Control 2010

· Standard Precautions Policy – Infection Control 2005

· Medical Devices Management Policy 2008

· Policy for Standards on Business Conduct 

· York Teaching Hospital NHS Foundation Trust Purchasing Strategy

· Commercial Sponsorship - Ethical Standards for the NHS

· Learning Leave Policy (incorporating leave request form) V5.4
www.dh.gov.uk/assetRoot/04/07/60/78/04076078.pdf
5
Equality Analysis 

In the development of this policy the Trust has considered evidence to ensure understanding of the actual / potential effects of our decisions on people covered by the equality duty. A copy of the analysis is attached at Appendix 5.

6
Accountability

Operational implementation, delivery and monitoring of the policy resides with:-

MSSE (Medical and Surgical Supplies and Equipment Committee).

7
Consultation, Assurance and Approval Process

7.1
Consultation Process

The Trust will involve stakeholders and service users in the development of its policies. 

Consultation has taken place with the following stakeholders:-

· Infection Control, Head of Security, Medical Engineering Manager, Director of Finance, Chief Pharmacist and the Medical and Surgical Supplies and Equipment Committee. 

7.2
Quality Assurance Process
Following consultation with stakeholders and relevant consultative committees, this policy has been through quality assurance checks prior to being reviewed by the authorising committee to ensure it meets the NHSLA standards for the production of policy and equalities legislation and is compliant with the Development and Management of Policies policy.
7.3
Approval Process

The approval process for this policy complies with that detailed in section 6.3 of the Development and Management of Policies Policy.  The approving body for this policy is the Executive Board.

The Checklist for Review and Approval has been completed and is included as Appendix 6 and the completed Virtual Policy Review Group Checklist is included as Appendix 8

8
Review and Revision Arrangements 

On reviewing this policy, all stakeholders identified in section 6.1 will be consulted.  The persons responsible for review are:

· The Medical and Surgical Supplies and Equipment Committee

Subsequent changes to this policy will be detailed on the version control sheet at the front of the policy and a new version number will be applied.  

Subsequent reviews of this policy will continue to require the approval of the Executive Board.

9
Dissemination and Implementation

9.1
Dissemination

Once approved, this policy will be brought to the attention of all relevant staff working at and for York Hospital NHS Foundation Trust following the completed Plan for dissemination of the policy (See Appendix 8   

This policy is available in alternative formats, such as Braille or large font, on request to the author of the policy.

9.2
Implementation of Policies

This policy will be implemented throughout the Trust by the Purchasing Department with support from Directorates, Pharmacy and the MSSE Committee.  

In addition to this the Policy Author will collate the following evidence to demonstrate compliance with this policy:

· Information will be collated by the procurement department in terms of company representative visits to the two main hospital sites.

· All new products can only be purchased through the procurement team, therefore exception reports will be presented to each MSSE Committee meeting.

· Random sampling of service areas will be carried to check compliance.

10
Document Control including Archiving Arrangements

10.1
Register/Library of Policies 

This policy will be stored on Staffroom, in the policies and procedures section and will be stored both in an alphabetical list as well as being accessible through the portal’s search facility and by group. The register of policies will be maintained by the Healthcare Governance Directorate.

If members of staff want to print off a copy of a policy they should always do this using the version obtainable from Staffroom but must be aware that these are only valid on the day of printing and they must refer to the intranet for the latest version.  Hard copies must not be stored for local use as this undermines the effectiveness of an intranet based system.


10.2
Archiving Arrangements

On review of this policy, archived copies of previous versions will be automatically held on the version history section of each policy document on Q-Pulse.  The Healthcare Governance Directorate will retain archived copies of previous versions made available to them.   Policy Authors are requested to ensure that the Policy Manager has copies of all previous versions of the document.  

It is the responsibility of the Healthcare Governance Directorate to ensure that version history is maintained on Staffroom and Q-Pulse.

10.3
Process for Retrieving Archived Policies 

To retrieve a former version of this policy from Q-Pulse, the Healthcare Governance Directorate should be contacted.
11
 Monitoring Compliance and Effectiveness

This policy will be monitored for compliance with the minimum requirements outlined below.  

11.1
Process for Monitoring Compliance and Effectiveness

In order to fully monitor compliance with this policy and to ensure that the minimum requirements of the NHSLA Risk Management Standards for Acute Trusts are met, the policy will be monitored as follows:-   

	Minimum requirement to be monitored
	Process for monitoring
	Responsible Individual/ committee/ group
	Frequency of monitoring
	Responsible individual/ committee/ group for review of results
	Responsible individual/ committee/ group for developing an  action plan 
	Responsible individual/ committee/ group for monitoring of action plan

	a. Company Representative visits
	Procurement will monitor this through their current processes.
	MSSE Committee
	Bi-monthly
	MSSE Committee
	MSSE Committee
	MSSE Committee

	b. New products ordered
	Procurement will monitor this through their current processes.
	MSSE Committee
	Bi-monthly
	MSSE Committee
	MSSE Committee
	MSSE Committee

	c. Random sampling of service areas will be carried out quarterly to ensure compliance
	Procurement will monitor this through their interaction will all clinical departments
	MSSE Committee
	Quarterly
	MSSE Committee
	MSSE Committee
	MSSE Committee


11.2
Standards/Key Performance Indicators

N/A

12 
Training

There is no training associated with this document.  
13
Trust Associated Documentation

York Teaching Hospital NHS Foundation Trust’s relationship with company’s representatives encompasses a wide range of issues and the related policies referred to in this document are included as appendices. 

14
External References

· There are no external references associated with this policy

15 
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Appendix 1 - Loan, Hire and Trial of Equipment Policy

Introduction

The York Hospital NHS Foundation Trust, as part of its Risk Management strategy, has formalised its policy on loan, hire and trial of equipment.  This policy supports the Trust’s Company Representatives’ Policy and Procedure and we ask for the co-operation of all Company Representatives.  Queries on this policy should be directed to the Supplies Manager.

This policy requires a record to be maintained of all equipment used on any of the Trust sites on loan, hire or for trial.  The record must be an up-to-date list of all temporary equipment, in order to minimise the risks associated with loan, hire or trial of said equipment to patients, staff, visitors and the trust.

Medical Equipment is classed by the trust as:
All medical devices (including non-CЄ marked devices).  This includes devices used in clinical trials

· All active implantable medical devices

· All in vitro diagnostic devices

· All ward equipment and furniture

· IT equipment and software used in conjunction with medical devices

This list is not exhaustive and all company representatives are required to check with either the Purchasing Department or Medical Engineering Team before offering any equipment for a loan, hire or trial basis.  This policy is also intended as a good practice guide for medical school equipment and any other devices that may expose the Trust to risk.

Requirements

Arranging a Loan, Hire or Trial

The end user will submit a risk assessment if appropriate/if carried out to be held locally.
Electrical Products
The company representative must contact the Medical Engineering Team or Estates to agree delivery arrangements and acceptance testing before the period of loan or trial.
Non-Electrical Products
The company representative must contact the Purchasing Department to agree delivery arrangements before the period of loan or trial.
Hire Products

Products hired should only be delivered after an order number has been supplied (or agreed to be supplied in the case of out of hour’s requests).  Products must be delivered to the Department stated on the order with a copy of the signed delivery paperwork

All company representatives offering medical equipment for loan or trial must supply a Master Indemnity Agreement number or Master Indemnity Form with evidence of insurance cover.  Please refer to the Medicines and Healthcare Products Regulatory Agency (MHRA) website for forms and further information.

All requirements for decontamination, both before and after the loan, hire or trial period will be agreed with the end user, the Medical Engineering team or Infection Control team.

Delivery and after

Acceptance testing must be completed by, the Medical Engineering team or the Estates Department, who will then arrange for the equipment to be taken to the end user for the start of the loan, hire or trial period.  Any consumables needed for the loan, hire or trial period will have been discussed with the end user and the Purchasing Department before any agreement is signed.

The company representative will ensure that proper training is given to staff that will be using the equipment during the loan, hire or trial period. A record of training should be maintained and supplied to the Trust Medical Devices Training Coordinator.

Indemnity of Clinical Practice

Whilst the York Teaching Hospital NHS Foundation Trust values the innovations introduced by company representatives – this cannot be to the detriment of individual patients.  To this end, any company representatives demonstrating their products on patients must complete an Indemnity of Clinical Practice Form.  These are held in the Purchasing Department and a copy is given as appropriate.
Ending the Period

Before the agreed end date of the loan, hire or trial period, the company representative will confirm collection date and arrangements with the end user and the Medical Engineering team.  If the loan, hire or trial period is to be extended, this must be agreed with the end user, the Medical Engineering team and the Purchasing Department before the end of the original period and the signed agreement will be updated.

Other Information

The main points of contact for all loans and evaluations are:

Contacts

Purchasing - Andrew Ward – Purchasing Manager



01904 725057
E-mail: Andy.ward@York.NHS.UK
Ian Willis – Head of Procurement
01904-725069

E-mail: Ian.Willis@York.NHS.UK
Medical Engineering – David Biggins - EME Manager

01904 726330

E-mail: David.Biggins@York.NHS.UK
Estates Help Desk

01904 725566

Appendix 2 – Infection Control Guidelines for company representatives

Background

Company representatives must be aware that all personnel who visit clinical areas have the potential to introduce, acquire and transmit micro-organisms. With all equipment there is a risk that if adequate cleaning and decontamination is not carried out, organisms can be transmitted not only from one patient to another, but from one hospital to another.  The infectious status of patients is not always realised, therefore all patients should be treated as possible infection risks.  Hand washing before and after every patient contact and effective and proper decontamination of demonstration equipment must be a priority.  The Trust operates a “Bare below Elbow” Policy and this must be strictly adhered to by Company Representatives in a clinical area.


Guidelines

In recognising these factors, company representatives are asked to observe the following:

1. Company representatives must not visit York Teaching Hospital NHS Foundation Trust sites, if they are suffering from, or may be incubating, any infectious disease, e.g. chickenpox, or are suffering from mild infections, e.g. colds and flu.  They also should not be allowed on site if they are suffering from diarrhoea and vomiting or, if they or any family members who have had these symptoms in the previous 48 hours. 


2. Remove outdoor coats or jackets and clean hands. 

3. Establish known infection and risk/vulnerability status of patients with staff when selecting a suitable patient for demonstration purposes and ensure the patient has given consent.  Do not demonstrate equipment on a patient known to have an infection.

4. Company representatives must ensure equipment has been properly decontaminated beforehand.  If more than one patient is required, components that come into contact with the patient must be decontaminated between patients.  Company representatives will be held responsible for effective decontamination and safe transportation of demonstration equipment between patients, between departments within the hospital and between hospitals.

5. Normally equipment must not be used to expose/enter sterile body cavities, mucous membranes or breaks in the skin.

6. The potential exists for company representatives to come into contact with blood and body substances.  It is in their own interest to establish Hepatitis B immunity by immunisation and be fully aware of the importance of standard precautions and what they mean.


7. Whilst the Trust values the innovations introduced by company representatives – this cannot be to the detriment of individual patients.  To this end, any company representatives demonstrating their products on patients must complete an Indemnity of Clinical Practice Form.  These are held in the Purchasing Department and a copy is given as appropriate.


Cleaning & decontamination of equipment
Re-useable

Equipment that is not visibly contaminated or has not been in contact with blood or body fluids must be cleaned between uses using hot soapy water or detergent wipes.

Equipment that is visibly contaminated or has been in contact with blood or body fluids from any patient must be disinfected/ sterilised between use as advised in the Decontamination of Reusable Communal Equipment and the Environment policy
2014 (Horizon) or as per manufacturer’s instructions.  Check with Infection Control Team who will advise if necessary/required.

Single use items must not be re-used. 

Company representatives are advised to contact the Infection Control Team on 01904 725730/ 725861/ 725860.

Copies of the Effective Hand Hygiene policy 2012, Standard Precautions and Decontamination of Reusable Communal Equipment and the Environment policy 2014 are available from ICT.
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Appendix 3 – Checklist for Introduction of New Items/Devices

Literature left for the Purchasing Department should be accompanied with the following information:

	Contact Details
	

	Company Name
	

	Company Contact Name
	

	Company Contact Email 

Telephone Number
	

	Item/Device to be introduced:
	

	Item Type (e.g. Pulse Oximeter Probe)
	

	Item Details (E.g. Single use Adult)
	

	Reason for Introduction e.g.

· New to the Trust

· Potential for cost saving

· New Technology
	

	Sample available for free evaluation*

(Refer to trust policy)
	· Yes             

·  No

(Delete as appropriate)

	Notes/ Messages 

e.g. list potential users


	


The Purchasing Department will submit Medical Device information to the Nursing Product group and inform you of their decision. In the mean time no samples or further communication will be entered into.  Company Representatives may be asked to evidence information given.

Company Representatives must not present themselves on 
York Teaching Hospital NHS Foundation Trust premises without an appointment.

Appendix 4 – Proposal to introduce a new drug or change of use of a drug

If you wish to complete a copy of this form it can be found at http://www.yorkandscarboroughformulary.nhs.uk/
Appendix 5
Equality Analysis 

To be completed when submitted to the appropriate committee for consideration and approval.

	Name of Policy


	Company Representatives Policy and Procedure

	1.
	What are the intended outcomes of this work?

The intended outcomes of this work are to provide an agreed framework in which York Trust can work proactively with companies and their representatives to ensure we maintain a balance between clinical care, innovation, value for money, governance and most importantly patient safety.



	2
	Who will be affected?  e.g. staff, patients, service users etc

Staff will be affected directly by this policy.  Should the visit lead to the purchase of goods or services that affect staff or service users, equality issues will be discussed on an individual basis with consideration to associated Trust documentation.



	3
	What evidence have you considered?

None identified – issues identified through on-going monitoring will be considered as and when identified.



	a
	Disability 

None identified – as per 3 above.



	b
	Sex 

None identified – as per 3 above.



	c
	Race 
None identified – as per 3 above.



	d
	Age

None identified – as per 3 above.



	e
	Gender Reassignment  
None identified – as per 3 above.



	f
	Sexual Orientation 

None identified – as per 3 above.



	g
	Religion or Belief 

None identified – as per 3 above.



	h
	Pregnancy and Maternity.

None identified – as per 3 above.



	i
	Carers 
None identified – as per 3 above.



	j
	Other Identified Groups 
None identified – as per 3 above.



	4.
	Engagement and Involvement



	a.
	Was this work subject to consultation?
	Yes

	b.
	How have you engaged stakeholders in constructing the policy
	Yes

	c.
	If so, how have you engaged stakeholders in constructing the policy
	Stakeholders have been engaged through discussion.  The policy has been refreshed through iteration following feedback from stakeholders. 

	d.
	For each engagement activity, please state who was involved, how they were engaged and key outputs

· This policy is an update of a policy which has been in existence since 2007 so is well embedded into the Trust.  The reason for the refresh is due to the acquisition of Scarborough Trust and the provision of Community Services.

· All key stakeholders are members of, or have attended MSSE Committee to discuss the refresh of the policy.

· The policy has been discussed at the following meetings and minutes are available – 8th April 2014, 21st January 2014, 9th July 2013, 4th June 2013, 12th April 2013



	5.
	Consultation Outcome
Now consider and detail below how the proposals impact on elimination of discrimination, harassment and victimisation, advance the equality of opportunity and promote good relations between groups

	a
	Eliminate discrimination, harassment and victimisation
	Neutral/No impact 

	b
	Advance Equality of Opportunity


	Neutral/No impact

	c
	Promote Good Relations Between Groups
	Neutral/No impact

	d
	What is the overall impact?
	Neutral/No impact

	
	Name of the Person who carried out this assessment:

Steven Kitching

	
	Date Assessment Completed

20th May 2014

	
	Name of responsible Director

Andrew Bertram


If you have identified a potential discriminatory impact of this procedural document, please refer it to the Equality and Diversity Committee, together with any suggestions as to the action required to avoid/reduce this impact.

Appendix 6
Checklist for Review and Approval 

Authors need to be confident that their policy meets all of the criteria identified below before submitting this to the appropriate committee(s) for consideration and approval.

	
	Title of document being reviewed:
	Yes/No
	Comments

	1.
	Development and Management of Policies

	
	Is the title clear and unambiguous and meets the requirements of page 3 of the Development and Management of Policies Policy?
	Y 
	

	
	Is it clear whether the document is a policy, procedure or protocol?
	 Y
	

	
	Does the style and format of the policy meet the requirements of section 3.2 of the Development and Management of Policies Policy?
	Y
	

	
	Does the policy contain a list of definitions of terms used?
	Y
	

	2.
	Rationale

	
	Are reasons for development of the document stated?
	Y
	

	3.
	Development Process

	
	Is the method described in brief?
	 Y
	

	
	Are individuals involved in the development identified?
	 Y
	

	
	Do you feel a reasonable attempt has been made to ensure relevant expertise has been used?
	 Y
	

	
	Is there evidence of consultation with all relevant stakeholders and users?
	 Y
	

	4.
	Content

	
	Is the document linked to a strategy?
	 N
	

	
	Is the objective of the document clear?
	 Y
	

	
	Is the target population clear and unambiguous?
	 Y
	

	
	Are the intended outcomes described?
	 Y
	

	
	Are the statements clear and unambiguous?
	 Y
	

	
	Does it meet all of the requirements of NHSLA RMSAT or other relevant body, if applicable?
	Y
	

	5.
	Evidence Base

	
	Is the type of evidence to support the document identified explicitly?
	 Y
	

	
	Are supporting references cited in full?
	 Y
	

	
	Are local/organisational supporting documents referenced?
	 Y
	

	
	Are all associated documents listed and updated?
	 Y
	

	6.
	Approval

	
	Does the document identify which committee/group will approve it?
	 Y
	

	
	If appropriate, have the staff side committee (or equivalent) approved the document?
	 N/A
	

	7.
	Dissemination and Implementation

	
	Does the dissemination plan identify how this will be done and is it clear?
	 Y
	

	
	Does the plan include the necessary training/support to ensure compliance?
	 Y
	

	
	Does the policy detail what evidence will be collated to demonstrate compliance with it?
	Y
	

	8.
	Document Control

	
	Does the document identify where it will be held?
	 Y
	

	
	Have archiving arrangements for superseded documents been addressed?
	 Y
	

	9.
	Process for Monitoring Compliance 

	
	Are there measurable standards or KPIs to support monitoring compliance of the document?
	 Y
	

	
	Is there a plan to review or audit compliance with the document?
	 Y
	

	10.
	Review Date

	
	Is the review date identified?
	 Y
	

	
	Is the frequency of review identified? If so, is it acceptable?
	 Y
	

	11.
	Overall Responsibility for the Document

	
	Is it clear who will be responsible for coordinating the dissemination, implementation, evidencing, monitoring and review of the documentation?
	Y
	


	Policy Owner’s Approval

	If you are happy to approve this document, please sign and date it and forward to the chair of the committee/group where it will receive final approval.  (This can be completed electronically with an electronic signature)

	Name
	Dr Ian Jackson
	Date
	19 June 2014

	Signature
	Dr Ian Jackson



	Committee Approval

	If the Chair or Vice Chair of the committee is happy to approve this document, please sign and date here and enter the name of the committee/group.  The Policy Author will contact the secretary/administrator of the committee/group to obtain a signed copy of this checklist.  The Policy Author will then submit this together with the approved policy (ensuring the “draft” watermark is removed) to the Policy Manager for logging and publication.

	Name
	Dr Ian Jackson
	Date
	19 June 2014

	Signature
	Dr Ian Jackson



	Committee/

Group title 
	MSSE Committee

	For Policy Manager’s use only

	Is there a signed and completed Checklist for Review and Approval accompanying the policy?
	Yes

	Is the policy logged on Qpulse?
	Yes

	Has the old version of the policy been archived? (if applicable)
	Yes

	Has the policy been published on Staffroom?
	Yes

	Author notified that policy has been published?
	Yes


Appendix 7
Plan for the dissemination of a policy

To be completed and attached to any document which guides practice when submitted to the appropriate committee for consideration and approval.

	Title of document:
	Company Representatives Policy and Procedure

	Date finalised:
	May 2014

	Previous document in use?
	Yes

	Dissemination lead
	MSSE Committee

	Which Strategy does it relate to?
	Not applicable

	If yes, in what format and where?
	Not applicable

	Proposed action to retrieve out of date copies of the document:
	Healthcare Governance Directorate will hold archive


	To be disseminated to:
	1) All Consultants


2) Matrons

3) Directorate Managers

	Method of dissemination
	E-Mail

	who will do it? 
	The Chief Executives Office

	and when?
	When the policy is agreed

	Format (i.e. paper
or electronic)
	Electronic


Dissemination Record 

	Date put on register / library 
	18 August 2014

	Review date
	30 April 2016

	Disseminated to
	As above

	Format (i.e. paper or electronic)
	Electronic

	Date Disseminated
	On approval

	No. of Copies Sent
	As above

	Contact Details / Comments
	Steven Kitching


Appendix 8 




Virtual Policy Review Group Checklist

All policy/procedure authors are required to complete the table below, entering ticks or text in the relevant box and to be open and honest about any implications.  Failure to identify implications may lead to the document approval process being delayed.  

Policy Title:
Company Representatives Policy and Procedure     

Policy Author
Steven Kitching       
Policy Owner
Dr Ian Jackson

Date of submission to VPRG
May 2014

	
	Yes
	No
	Not Sure
	N/A
	Comments

	CLaD

Does the policy/procedural document require staff to be formally trained?


	
	No
	
	
	

	Would the training be classified as Statutory/Mandatory and is this already included in the Statutory/Mandatory Training Brochure?
	
	No
	
	
	

	Does training require the learner to access statutory or mandatory learning material/content on line?


	
	No
	
	
	

	Procurement

Will the introduction of the document incur additional costs associated with equipment, disposables, maintenance agreements etc?


	
	No
	
	
	

	What is the likely additional cost associated with the above?


	
	None
	
	
	

	Information Technology 

Will the introduction of the document require an increase in computer hardware?


	
	No
	
	
	

	Are there any software, IT training or software license requirements associated with the document’s introduction?  If so, what are the estimated costs associated with this?     
	
	
	Possibly
	
	A new visitor badge system maybe required but further work is being undertaken – Approx one off cost is £5k plus £1k recurrent servicing costs.

	Information Governance 

Are there any information governance issues associated with the introduction of the document?
	
	
	None anticipated
	
	

	HR

Will there be any impact on staffing levels or any other HR related issues?  (If so give details)
	
	No
	
	
	

	Estates and Facilities

Will there be any significant impact on Estates and Facilities associated with the introduction of the document? (If so, give details)
	
	No
	
	
	

	Communications

Will the introduction of the document require significant communications team input?
	
	No
	
	
	It is envisaged the new policy will be promoted through Staff Matters and or Team Brief. 

	Risk and Legal 

Are there risks associated with the introduction of this document?
	
	No
	
	
	

	Are there any legal implications associated with the introduction of this document?
	
	No
	
	
	

	Will the introduction of the document require the production of significant additional or new patient information?
	
	No
	
	
	

	Occupational Health

Will the introduction of the document have any potential implications on the OH department?
	
	No
	
	
	

	Health and Safety/Security

Will the introduction of the document have any significant health and safety or security implications for the Trust?
	
	
	None anticipated
	
	

	Corporate

Will the introduction of the document have any corporate governance implications for the Trust not covered above?


	
	No
	
	
	

	Finance

Are there any changes from the proposed document which have a financial impact?

If you answered yes to the above question, please provide detail.

	
	No
	
	
	

	Does the document require any change in financial processes or arrangements?   (e.g. Payroll, Invoicing, Payments etc)  

If you answered yes to the above question, please provide detail.

	
	No
	
	
	


	If you answered yes to the first question, has a business case been submitted?  Enter details alongside relevant entry

Submitted and Approved 

(Include Business case No.)

Being written (Please provide planned timeframes for submission)

Saving being Declared
None of the above (Please give a brief explanation of the reasons why a business case has not been submitted or savings declared)


	


Product Rejected- feedback to company Representative





Nursing Products 








All other


Products 








Company Representative Calling






























































Product discussed and facilitated via the Nursing Product Review Group 








Product Discussed with Clinical Director, Directorate Manager and Pharmacy





Product discussed and facilitated via the Electronic and Medical Engineering Manager and the Purchasing Department








Product Recommended for approval Approved 





Request either approved or rejected.








Department identify need for new or alternative Product





Purchasing Department to give advice








Discussed at local level with Matron/ Department Head and


Purchasing Department





MSSE consider the request








Submission made to Drug & Therapeutics Committee





With


 Appointment








Without


 Appointment








Company Representative to register at Purchasing Department and collect ID badge





Pharmacy products








Completes appointment, return to Purchasing & returns ID badge
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