Project Title- Managed Service Framework
Initial scoping exercise: Please note: no tender documents are available. A separate tender will be issued later. PIN notice is being used as a market engagement exercise and PAH NHT Trust would welcome feedback on the scope of the project. 
Duration: 4 years
Value: £10m to £150m
Supplier Forum:
PAH was supposed to hold the Supplier forum on 15th April, 2016- however, the supplier forum has been postponed. The likely date is 26th April, 2016. Further information will be updated.


[bookmark: _GoBack]The Princess Alexandra Hospital NHS Trust is likely to hold a supplier forum on: 26th April (Friday) at 11AM at the following address:
No 3 Mitre Buildings
Kitson Way
Harlow, Essex CM20 1DR

If you are interested in attending the supplier forum, please send an email to : sandeep.kapoor@pah.nhs.uk with your organisation name, primary business activity of the organisation, contact details (name, phone, email address). 

Short Description
Laboratory and Health Services- Including Medical/Clinical Laboratory; other Laboratory Services; and wider clinical disciplines(eg. Theatres and Surgical services etc) 
The service is for a provision of Managed Service Contract where a chosen provider will cover range of activities related to delivery of service which will include Healthcare (Medical/Clinical) Laboratory services, Healthcare Services and other Laboratory services. The benefit of Managed Service is for the efficient provision of clinical/non clinical discipline and not just equipment. The procurement includes the necessity to manage the financial, transitional and operational needs of the service. 

For Laboratory Services: the scope of Managed Service may include (but not limited to) provision of  Laboratory, Equipment, Laboratory Information Management System, Quality Assessment and Assurances,  Design/Build/Finance the configuration of Laboratory Space, Maintenance and Repair, Storage and/or Distribution, Disposal and/or Acquisition of any or all elements. 

For Medical/Clinical Laboratory Services: the scope of Managed Service may include (but not limited to) provision of Medical/Clinical Laboratory, Medical Devices, Laboratory Information Management System (LIMS), Quality Assessment and Assurances, Design/Build/Finance the configuration of Laboratory Space, Maintenance and Repair, Storage and/or Distribution, Disposal and/or Acquisition of any or all elements. 


For Health Services: the scope of the Managed Service may include (but not limited to) provision of Demand Management of requirements, Delivery, Storage and/or Distribution and /or Disposal of supplies, Stock Management, etc

For clarification: above(Medical/Clinical Laboratory, Laboratory and Health Services) requirements may include (and not limited to):
- reagent
- reagent product
- assay
- consumables
- drug
- calibrator
- calibration services
- control material
- kit
- instrument
- apparatus
- equipment
- system
- automated system and platforms
- instrument maintenance
- equipment maintenance
- system maintenance
- laboratory testing services
- laboratory equipment (generally used to either perform an experiment or take  
  measurements and gather data and will include tools and speciality equipments)  
  and consumables.

All above may or may not be CE marked. 

Definition of Laboratory: Laboratory is a facility that provides controlled conditions in which Scientific or Technical Research, Experiments and Measurements may be performed. NHS, Universities and other public sector bodies can have Laboratories which may undertake activities which will be medical or non-medical. 

For clarification Medical Devices is regulated under:
· Active Implantable Medical Device Directive, AIMDD (90/383/EEC) 
· (General) Medical Device Directive, MDD (93/42/EEC) and its amendment under 2007/47/EC
· In Vitro Diagnostic Medical Device Directive, IVDMDD (98/79/EC)
 
Following definitions will be considered under this framework: 
According to Directive 2007/47/EC (which amended directive (93/42/EEC)) a medical device is means: any instrument, apparatus, appliance, software, material or other article, whether used alone or in combination, including the software intended by its manufacturer to be used specifically for diagnostic and/or therapeutic purposes and necessary for its proper application, intended by the manufacturer to be used for human beings for the purpose of: 
· diagnosis, prevention, monitoring, treatment or alleviation of disease,
· diagnosis, monitoring, treatment, alleviation of or compensation for an injury or handicap,
· investigation, replacement or modification of the anatomy or of a physiological process,
· control of conception,
and which does not achieve its principal intended action in or on the human body by pharmacological, immunological or metabolic means, but which may be assisted by such means.
 
An In Vitro Diagnostic Medical Device (IVD)
is defined in Directive (98/79/EC) as: any medical device which is a reagent, reagent product, calibrator, control material, kit, instrument, apparatus, equipment, or system, whether used alone or in combination, intended by the manufacturer to be used in vitro for the examination of specimens, including blood and tissue donations, derived from the human body, solely or principally for the purpose of providing information:
· concerning a physiological or pathological state, or
· concerning a congenital abnormality, or
· to determine the safety and compatibility with potential recipients, or
· to monitor therapeutic measures.
Specimen receptacles are considered to be in vitro diagnostic medical devices. 'Specimen receptacles` are those devices, whether vacuum-type or not, specifically intended by their manufacturers for the primary containment and preservation of specimens derived from the human body for the purpose of in vitro diagnostic examination.
Products for general laboratory use are not in vitro diagnostic medical devices unless such products, in view of their characteristics, are specifically intended by their manufacturer to be used for in vitro diagnostic examination;

An Active Implantable Medical Device (AIMD) 
is defined in AIMDD Directive (90/383/EEC) as: "Any medical device which is intended to be totally or partially introduced, surgically or medically, into the human body or by medical intervention into a natural orifice, and which is intended to remain after the procedure". 

According to the directive, a device is ‘active’ if it relies for its functioning on a source of electrical energy or any source of power other than that directly generated by the human body or gravity. This includes, for instance, devices activated by means of pressure, unless this effect is achieved by energy resulting from the patient’s body. The definition implies that the function of the device involves using the source of power to perform useful work. Mere transmission of heat, light, pressure or vibration does not mean that a device is active.


ICT and other discipline
The service is for a provision of Managed Service Contract where a chosen provider will cover range of activities related to delivery of service which will include: Demand Management, ICT and other disciplines supplies purchase, Operational Delivery of service, Information and Data management, Inventory Management, Distribution and Disposal.





Scope of Coverage:
Following bodies will be able to use the framework (including their respective statutory successors and organisations created as a result of mergers, re-organisations, novations etc): 
NHS and other bodies:
http://www.nhs.uk/servicedirectories/pages/caretrustlisting.aspx
(Above will include NHS Trust, CCG, Area Teams, Special Health Authorities)
http://www.show.scot.nhs.uk/organisations/
http://www.wales.nhs.uk/nhswalesaboutus/structure
http://www.hscni.net/index.php?link=hospitals.

A complete list of recognised higher learning institutions can be found here:
https://www.gov.uk/check-a-university-is-officially-recognised/recognised-bodies
(above will include: Recognised Bodies, Listed bodies, and Recognised Awards)
Department of Health’s Arm Length Bodies:
https://www.gov.uk/government/publications/arms-length-bodies/our-arms-length-bodies

List of UK Government Scientific Research Institutes and other public laboratories and other public bodies
https://en.wikipedia.org/wiki/List_of_UK_government_scientific_research_institutes
http://www.publicanalyst.com/about_us/the_laboratories/
http://www.publicanalystservices.co.uk/contacts.aspx
https://www.gov.uk/government/organisations


Any other private sector body which wishes to use this framework.

