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Specification for Cord Blood Collection Systems

Purpose

This document details the product design and service support requirements related to Cord Blood Collection Systems.

NOTE: Where the ( symbol appears instructions are provided for potential suppliers as to what information MUST be submitted in support of their compliance statement; where no symbol accompanies a requirement and either:

· A response of “Compliant” is chosen, no further information is required; or

· A response of “Non-Compliant” is chosen, information confirming the nature/ extent of the non-compliance MUST be submitted.

Glossary

Where capitalised terms are not defined below their definition should be contained in the Contract terms and conditions.
	Term
	Definition

	“Authority”:
	means NHS Blood and Transplant (NHSBT).

	“Batch”

or “Batches”:
	means a defined quantity of starting material, packaging material, or product processed in a single process or series of processes so that it is expected to be homogeneous. NOTE: A lot number means any distinctive combination of letters, numbers, or symbols, or any combination of them, from which the complete history of the manufacture, processing, packing, holding, and distribution of Finished Goods or other material can be determined.

	“CE marking”:
	means conformity with the EU Directive on Medical Devices.

	“Competent Authority”:
	means a country’s regulatory body (e.g. Medicines and Healthcare Products Regulatory Agency in the United Kingdom,) that is charged with monitoring compliance with relevant national statutes and regulations, relating to medicines and medical devices.

	“Contract”:
	means the Contract entitled “Cord Blood Collection Systems” to be entered into by the Authority and the successful supplier.

	“Defect”:
	means any Goods delivered to the Authority which do not comply with the Specification and/ or are not in accordance with the Supplier’s instructions for use.  

	“Finished Goods”:
	means Goods that will not undergo any further processing or sign off to say they are suitable for release/ use (i.e. they can be instantly used by the Authority, subject to normal delivery times from the Supplier’s warehouse) and have been specifically demarcated/ designated for use by the Authority and are not capable of being used by the Supplier to meet other customer orders who do not purchase from the Contract.

	“GMP”:
	means application of good manufacturing principles into the work environment.

	“Goods”:
	is the generic term for Cord Blood Collection Systems submitted by a Supplier, which are compliant with the Specification.

	“Material Sub-Contractor”:
	means any third party engaged by the Supplier that would be material to the manufacture of the Goods and/ or bring capabilities or experience that the Supplier is seeking to rely on for the provision of the Goods which comply with the Specification.

	“MUST” or

“MUST NOT”:
	means a mandatory requirement.  

	“Outer Packaging Unit”:
	means packaging that combines several Over-wrap packages into one delivery unit (i.e. shipping box).

	“Over-wrap packaging”:
	means packaging that contains only one article (e.g. a Cord Blood Collection System).

	“Personnel”:
	means all persons directly employed by the Authority or an individual authorised to act on behalf of the Authority for a specific purpose.

	“Premises”:
	means the location where the Authority collects donations, undertakes further processing/ manufacturing activities and/ or where the Goods will be stored by the Authority (see Annex A for details of all our warehouse sites).

	“Specification”:
	means the requirements of the Authority as set out in:

· The product design and service support requirements version 3.0 (i.e. this document);

· The Contract terms and conditions.

	“SHOULD” or “SHOULD NOT”:
	means an optional or non-mandatory requirement.  

	“Supplier”:
	means any supplier appointed under the Contract to provide Goods and services to the Authority.

	“Tamper evident”:
	means a package [or device] which has an indication or barrier to entry or opening which if breached or missing, can reasonably be expected to provide visible and/or tactile evidence to Personnel that tampering has occurred. The interpretation of this definition in the context of the manufacture of base labels is “Labels MUST be fabricated so that any attempts made to remove labels will leave visible evidence”.

	“Working day”:
	means any day which is not a Saturday or Sunday or public holiday.


Product Design Requirements

1. General

1.1. Cord Blood Collection Systems MUST:
a. Be designed for the collection of cord blood.

b. Be CE marked.

c. Have a sterile fluid pathway and be non-pyrogenic.
d. Comply with the standards/ regulations (detailed below) and ensure on-going compliance with the latest versions when updated:

i. NetCord-FACT International Standards for Cord Blood Collection, Processing and Release for Administration. Fourth edition (2010). 
ii. Human Tissue (Quality and Safety of Tissues and Cells for Human Application) Regulations 2007, as updated by Directions 003/2010.
e. Ensure that the rear of the primary collection pack is clear, without any labels or other additions. NOTE: This is to allow the Authority to attach a start product label post collection.

2. Capacity

2.1. Cord Blood Collection Systems MUST:
a. Allow for a target collection volume of 200ml ± 10% of cord blood.
b. Allow for cord blood to be collected into the appropriate amount of citrate phosphate dextrose (CPD) anticoagulant.
c. Enable increased cell recovery through the incorporation of a rinsing bag into the appropriate amount of CPD anticoagulant.
3. Needles

3.1. Cord blood collection systems MUST contain two needles, to allow double venepuncture of the umbilical cord, to minimise loss of cord blood due to blockage of needles by clots.

3.2. As a minimum needles MUST be 16-gauge and sized for umbilical veins, to allow for optimal flow; although the maximum needle diameter MUST NOT exceed 18-gauge.
3.3. The needle hub MUST have a visible or tactile means of indicating the position of the needle bevel.

3.4. Design of the bleed line and integral needle MUST incorporate a needle guard which can be permanently sleeved over the needle once removed from the venepuncture site and prior to disposal.

3.5. The design of the needle and the needle guard assembly MUST NOT significantly interfere with the venepuncture process.
3.6. On completion of venepuncture and during the collection, the needle MUST be capable of being fixed in position and unable to rotate except when manual adjustment is required. 

3.7. The design of the needle and guard MUST be such that it is capable of being withdrawn from the venepuncture site smoothly, in a single step, in the same ‘plane’, directly into the needle guard.

3.8. The engagement of the needle guard MUST require minimal force and MUST be signalled to Personnel by an audible click or tactile indication.

4. Tubes

4.1. The tubes which connect the needles to the primary collection pack MUST be 1005mm in length, ± 50mm.  NOTE: The Supplier MUST ensure the dimensions (including dimensional tolerances) are achieved post sterilisation.
4.2. The tubes which connect the needles to the primary collection pack MUST NOT be interrupted by devices (e.g. clamps, Y-connectors, etc.), but MUST be graduated at regular intervals along the entire length; this to enable removal of samples in a closed system and the addition of solutions.
4.3. Tube internal/ external diameters and wall thickness MUST allow Personnel to make sterile connections using current commercially available equipment. NOTE: Sterile connection devices currently available from (but may in future not be limited to) FreseniusKabi, Genesis, Haemonetics, Macopharma and TerumoBCT.
( The Supplier MUST provide information which accurately states the internal/ external tube diameter and wall thickness of all transfer tubes; this to enable an assessment of compatibility with sterile connection devices currently in use by the Authority.
5. Supplier Labels

5.1. Base labels MUST contain the following information:

· Nature and volume of anticoagulant;
· Maximum volume of cord blood that can be collected into the primary collection pack;
· The words ’sterile non-pyrogenic’;
· Reference and lot/batch numbers in barcoded and eye-readable format;
· CE Marked;
· Name and address of manufacturer;
· Universal symbols;
· Sterility expiry date;
· Hematopoietic progenitor cells (HPC), Cord Blood.
5.2. Base labels MUST NOT be contaminated in such a way that the adhesion of Authority over-stick labels is impaired.

5.3. Base labels MUST be Tamper evident.

6. Over-wrap Packaging

6.1. Over-wrap packaging MUST be designed to prevent inadvertent damage to the Cord Blood Collection System during its opening by Personnel.

6.2. Over-wrap packaging MUST be able to be opened without the use of scissors or knife.

7. Instructions for Use

7.1. Detailed instructions for use (IFUs) of Cord Blood Collection Systems (including use of needle guards), MUST be included with each Outer Packaging Unit, preferably on a separate sheet within the Outer Packaging Unit.

( The Supplier MUST provide a copy of the Instructions for Use (IFU).  If IFUs are to be provided via a website, the Supplier MUST detail the website address.

7.2. IFUs MUST be version controlled and changes highlighted by an appropriate means.

Service Support Requirements

8. Customer Service

8.1. Employees of the Supplier MUST be qualified for the job they perform through education, training and/ or work experience, and be knowledgeable of the Goods and appropriate quality tools, defect awareness and processes that affect the quality of Goods and services provided to the Authority.  

( The Supplier MUST provide details of named individuals, their role and their location; if not yet employed the Supplier MUST confirm their plan for recruitment.

8.2. The Supplier MUST provide a helpdesk facility and/ or account management support, Monday through Friday from 0900 hours to 1700 hours (local time of the Premises).

( The Supplier MUST provide details of the helpdesk facilities/ customer support that they offer, including: 

a. The number and location of staff who are knowledgeable in the Goods and can provide end user/ technical support;

b. The escalation procedures and timescales for dealing with customer calls.

9. Complaint/ Defect Handling

9.1. The Supplier MUST cooperate in dealing with Authority (and/ or third party) complaints concerning the Goods and shall take action to promptly investigate and resolve such complaints, ensuring key employees are available at all times.

( The Supplier MUST provide a summary overview of their written procedures (including references to formal documents where any exist).

9.2. The Supplier MUST maintain a written record of Authority (and/ or third party) complaints that relate to the Goods, whether received orally or in writing.  Additionally, the Supplier MUST give notice to the Authority by email or telephone within twenty-four (24) hours of becoming aware of a complaint from other customers.

9.3. The Supplier MUST comply with the applicable regulations on traceability of Goods from raw materials through all stages of receipt, production and distribution of Finished Goods, and be able to provide information on any individual parts, sub-assemblies and/ or components of the Goods within two (2) working days of being notified by the Authority of a complaint/Defect.  NOTE: The Supplier MUST be able to demonstrate by a desk-top exercise through their own audits, product recall tests or in another way that their traceability system is valid and reliable; this should include upstream and downstream traceability.
( The Supplier MUST confirm for all Goods:

a. Their definition of a ‘Batch’.

b. The minimum/ maximum Batch size (where applicable) for Finished Goods, Welded (separate) bags, Needles, Anticoagulant and Additive Solutions.

c. How the number of lots within a Batch of Finished Goods varies and/ or what would typically be the main differences between Batches of Finished Goods, in terms of batches of parts, sub-assemblies and/ or components.

NOTE: The aim of bullets a. to c. is for the Supplier to provide assurance to the Authority that there is sufficient Batch to Batch variation, to ensure stocks of Finished Goods are available or could be made available to minimise impact on the Authority’s ability to meet their collection and manufacturing targets; in the event there is a problem/ defect with a specific Batch of parts, sub-assemblies or components. Upon request by the Authority the Supplier MUST provide a report which confirms the extent to which certain batches of parts, sub-assemblies and/ or components overlap batches of Finished Goods.

9.4. If the Supplier or the Authority determines that a recall or other action involving the Goods should be considered, they MUST immediately notify the other parties.

( The Supplier MUST provide a summary overview of their recall procedures (including references to formal documents where any exist); which SHOULD be compatible with any national and local recall procedures of the Authority.

9.5. In the event that any Goods are recalled the Supplier MUST replace such Goods free of charge within two (2) working days or as otherwise agreed with the Authority and cover expenses (if any) incurred by the Authority in connection with shipment of the recalled Goods back to Supplier. 

9.6. In the event that any Goods are defective or have been rejected and the Authority has notified the Supplier, the Goods will either be:

a. Returned to the Supplier for subsequent investigation and analysis; in this instance the Supplier MUST provide suitable transport containers which comply with current national regulations relating to the transport of pathological material and the Authority will, wherever possible, supply a test certificate in order to permit the Supplier to handle, transport and analyse the Goods. 

b. Held on the Premises for collection for subsequent investigation and analysis by the Supplier; in this instance Goods will be held for a maximum period of one (1) month although this period is at the discretion of the Authority.

9.7. In the event that any Goods are defective or have been rejected and are:

a. Unused (regardless of whether they have been removed from Over-wrap packaging), the Supplier MUST replace such Goods free of charge with two (2) working days or as otherwise agreed with the Authority;

b. Used (i.e. where the Goods have either been used for collection or in subsequent processing activities), the Supplier MUST compensate the Authority for all costs attributed to the lost donation.  However, where the Supplier can show beyond reasonable doubt that the Defect is not their fault but an error by the Authority, then no compensation will be due.

10. Delivery

10.1. Frequency and timings of deliveries MUST be agreed with the Authority’s nominated representatives; to ensure the Authority always has the required quantity of Goods at its Premises, to allow the Authority to meet its collection and manufacturing targets.

( The Supplier MUST confirm:

a. The lead time (expressed in weeks), from raw material to release and delivery to the Authority, for a new Batch of Finished Goods.  NOTE: This MUST NOT exceed ten (10) weeks.

b. The storage locations of Goods and quantity to be held at each location.

10.2. Where Goods are to be held on Premises the Supplier MUST indicate the storage and handling requirements.

( The Supplier MUST:

a. Confirm the footprint dimensions (expressed in centimetres) of the Outer Packaging Unit.

b. Confirm the recommended environmental storage conditions, including the minimum and maximum temperature range.

c. Provide details of permissible deviations (temperature and duration) from the recommended environmental storage conditions for Goods transported between and stored at the Premises, where there has been a failure of temperature control by the Authority.

d. Provide validation data on the holding time for the Cord Blood Collection System following collection. NOTE: Cord Blood Collection Systems are stored by the Authority at a temperature of 22'C ± 2'C for at least forty-eight (48) hours post collection before being transferred into a cryopreservation storage system (i.e. bag).
10.3. For all deliveries the Supplier MUST ensure all Goods are compliant with their recommended environmental storage conditions up to point of delivery to Premises. If non-compliant, the Supplier MUST inform the Authority as soon as they become aware and MUST replace such Goods free of charge with two (2) working days or as otherwise agreed with a  Authority.

( The Supplier MUST provide confirmation of how compliance with their recommended environmental storage conditions will be monitored/ achieved.  NOTE: Periodic temperature mapping and validation of the supply chain or temperature sensitive labels are considered acceptable for transportation purposes only.

10.4. For all deliveries the Supplier MUST ensure Certificates of conformance/ compliance, Certificates of analysis and Certificates of sterility for each Batch are included.  These certificates MUST:

a. Include the manufacturer’s name and/ or logo.

b. Confirm which product code the certificates relate to.

c. Confirm the lot number(s) for these product codes.

d. State that each Batch conforms to CE marking requirements.

e. State that each Batch complies with the Specification.

f. State that each Batch has been manufactured according to the requirements of Good Manufacturing Practice (GMP). 

These certificates SHOULD be available via a secure website that the Authority can access.

( The Supplier MUST provide an example of each certificate. NOTE: If certificates are available via a secure website, the Supplier MUST detail the website address and the procedure for the Authority requesting access.

10.5. The Supplier MUST ensure that all Goods have an expiry date of at least nine (9) months later than the date of delivery, to the Authority; shorter shelf life Goods may be accepted  upon prior agreement from the Authority, especially where a change in the Authority’s usage has resulted in the shorter shelf life.

10.6. Delivery times for urgent orders SHOULD be one (1) working day subject to a request being placed by the Authority by 1200 hours (local time of the Premises) the previous working day.

10.7. Delivery of Goods by the Supplier MUST be:

a. Delivered Duty Paid [Incoterms 2010].
b. Made between 0730 hours and 1630 hours Monday to Thursday and between 0730 hours and 1530 hours on Friday.

10.8. The Supplier MUST ensure that all Goods are properly and adequately protected and packaged for safe arrival at Premises.

10.9. The Outer Packaging Unit MUST be of a size that is suitable for safe lifting by one member of Personnel in compliance with the European Directive on Manual Handling. 

10.10. The Outer Packaging Unit MUST:

a. Display the Supplier defined product code and lot number in barcode and eye readable format

b. Display the number of Outer Packaging Units which can be safely stacked one on top of another.

c. Display the recommended storage temperature(s) including the minimum and maximum temperature range for the unopened Outer Packaging Unit.

10.11. For all deliveries the Supplier MUST ensure:

a. Goods are consigned on euro-pallets, specifically EUR or EUR 1 pallet types.

b. The euro-pallets only contain one lot number and the Outer Packaging Units are stacked in such a way that the Authority required information on the Outer Packaging Unit can be read without Personnel unloading the pallet OR where this is not possible the Supplier MUST apply an A4 size label in a consistent manner to the exterior of the euro-pallet, which MUST clearly and distinctively state the euro-pallet is “MIXED” and detail the product code, lot numbers and quantity of each product code (in terms of Outer Packaging Units). NOTE: Only one product code and lot number per euro-pallet is preferred.

10.12. For all deliveries the Supplier MUST ensure vehicles are fitted with a tail-lift to allow ease of delivery and minimise manual handling risks.  Where a delivery arrives and the vehicle is not fitted with a tail lift, the Authority will have the right to reject the delivery and the Supplier MUST re-deliver within two (2) working days or as otherwise agreed with the Authority.

11. Notification of Change

11.1. All changes initiated by a Supplier (including changes requested by any Material Sub-contractor) MUST be notified in writing to the Authority (via its nominated representative).

( The Supplier MUST provide:

a. A summary overview of their written change management procedures (including references to formal documents where any exist) and confirm how they will communicate and enforce this requirement upon any Material Sub-Contractors.

b. Annotated technical diagrams, naming the components and significant areas of the Goods.

12. Contingency Stock

12.1. The Supplier MUST hold a minimum of four (4) weeks of Finished Goods as contingency stock.  In the event that the Authority in response to any information obtained as part of routine due diligence and/ or in relation to a Supplier adverse event (i.e. recalls, defects), has resulted in a heightened concern/ risk of a failure in supply; the Authority reserves the right to request that the Supplier increases their contingency stock holding, but by no more than an additional four (4) weeks (i.e. eight (8) weeks in total).  NOTE: The aim of this requirement is to ensure contingency stock is truly contingent; in layperson terms the Supplier MUST ensure (as far as reasonably possible) that all or a significant proportion of contingency stock would not be implicated in and/ or having to be recalled/ destroyed by any one incident (e.g. quality, regulatory, natural disaster or other).  Additionally, the corresponding level of stock to be held MUST be based on the weekly estimated Authority usage (e.g. 500 units weekly usage, therefore 4 weeks equates to 2,000 units). 

( The Supplier MUST confirm locations of assembly and manufacture of the Goods.
13. Training

13.1. The Supplier MUST train Personnel on the proper use of the Goods, tailored wherever appropriate to the Authority’s specific requirements.  NOTE: It is expected that the Supplier will either provide “train the trainer” training for further cascade by authorised Personnel or provide face to face training to groups of Personnel (based on their location); there is no expectation that “one to one” training of all Personnel is required.

13.2. Additional ad hoc training MUST be provided by the Supplier:

a. Where a change is implemented by the Supplier (in accordance with the Notification of Change process) which affects the use of the Goods by Personnel.

b. Where Personnel would benefit from refresher training (e.g. to reduce occurrence of Defects attributable to Authority handling of Goods).

13.3. All training provided by the Supplier MUST minimise impact on the Authority’s ability to meet its collection and manufacturing targets.

13.4. An e-learning facility SHOULD be provided by the Supplier.  Where e-learning is claimed then it MUST be maintained/ refreshed and be available to Personnel during the life of the Contract.

( If available, the Supplier MUST provide details of the e-learning facility.

13.5. The Supplier MUST produce training materials and/ or guidance documents to provide Personnel with a comprehensive understanding on the proper use of the Goods and to assist with the categorisation and description of Defects should they arise.

( The Supplier MUST provide relevant training materials and/ or guidance documents which apply to the Goods.

14. Quality/ Regulatory

14.1. The Supplier MUST manufacture Goods that meet recommended standards for GMP.

14.2. The Supplier MUST comply with the requirements of an internationally recognised standard for quality management (i.e. ISO13485 or another comparable National or International standard).

( The Supplier MUST provide a copy of all relevant certificates, which covers all manufacturing/ warehouse locations intending to be used in the provision of Goods under the Contract. If certificates are available via a secure website, the Supplier MUST detail the website address and the procedure for the Authority requesting access.

14.3. The Supplier MUST notify the Authority within five (5) working days if their quality management system is suspended, expires or receives any major non-conforming compliance from the certifying and/ or notified bodies.

14.4. The Goods MUST NOT pose a safety or health risk to Personnel; where any residual risks associated with the use of the Goods exist (when used in accordance with the Supplier’s instructions for use), the Supplier MUST inform the Authority.

( The Supplier MUST:

a. Confirm what residual risks exist and the actions that MUST be implemented to reduce risk to an acceptable level.

b. Confirm what hazards have been eliminated or controlled by design.
15. GMP audits and Business Continuity assessments

15.1. The Supplier MUST permit or procure permission for the Authority or its authorised representative during normal working hours having given advance notice, access to any premises and facilities, books and records reasonably required to audit/ asses the Supplier’s compliance with its obligations under the Contract.  Where the Supplier uses Material Sub-Contractors, the Authority shall also have the right to audit and inspect each Material Sub-Contractor.

( The Supplier MUST provide an up-to-date list of Material Sub-Contractors for any individual parts, sub-assemblies and/ or components.

16. Contract Management

16.1. The Supplier MUST attend meetings to review performance of the Goods and services provided, as follows:

· Frequency:  Initially there should be two (2) meetings in the first six (6) months of the Contract, following that the review meetings should occur every six (6) months, unless agreed otherwise.

· Location: The format/ venue for the meetings shall be suggested by the Authority and agreed with the Supplier. 
· Purpose: The responsibilities of the attendees will be to:

i. Ensure that processes are in place to enable it to monitor and measure supplier performance in achieving contractual (or otherwise agreed) objectives.

ii. Identify and have an understanding of the principal risks associated with the Specification, and ensure that appropriate systems are in place which effectively monitor and manage those risks.

iii. Identify and resolve issues associated with the Specification as quickly as possible and ensure there is an opportunity to talk about such issues in a positive atmosphere and monitor the outcome of any actions assigned/ taken.

iv. Consider ways in which a better, shared understanding might be introduced with the aim of discussing opportunities and implementing improvements, which focus on efficiency and effectiveness of either party’s activities/ responsibilities.

16.2. Key performance indicators (detailed in Annex B) MUST be agreed between the Authority and the Supplier to monitor performance of various aspects of the Specification within one (1) month of the Contract commencement date.  As such the Supplier MUST cooperate in good faith to:
a. Finalise the indicators and processes for monitoring/ reporting performance; and

b. Agree the timescales for reporting on and correcting poor performance.

16.3. The Supplier MUST provide timely/ accurate information to the Authority, including but not limited to:

a. A monthly contingency stock level report which confirms the minimum contingency stock levels currently being held and how the minimum contingency stock levels are planned to be achieved over the subsequent twelve (12) weeks.

b. Other data/ information required to monitor performance in accordance with 16.2 above (e.g. indicators on the quality of production at manufacturing sites, quality of Goods, quality of deliveries, quality of service, quality of invoicing etc…).

17. Sustainability

17.1. The Supplier SHOULD meet the requirements of an internationally recognised standard for environmental management (i.e. ISO14001, Eco-Management and Audit Scheme (EMAS) or another comparable National or International standard).

( The Supplier MUST provide a copy of all relevant certificates, which covers all manufacturing/ warehouse locations intending to be used to provide Goods under the Contract. NOTE: If certificates are available via a secure website, the Supplier MUST detail the website address and the procedure for requesting access.
17.2. Goods MUST be designed to limit the environmental impact of their production and consumption.

( The Supplier MUST provide details of the environmental impacts of all Goods; including the initiatives they have in place to mitigate these impacts.

Annex A: Authority Warehouse Locations
Please find listed below details of all our warehouse sites:
	Site Name
	Address
	Telephone

Number

	Newcastle 
	Holland Drive, Newcastle Upon Tyne, NE2 4NQ.
	01912024448

	Warrington 
	Unit 14 Adlington Court, Birchwood Business Park, Risley, Warrington, WA3 6PL.
	01925679102 

	Leeds
	Bridle Path, Leeds, LS15 7TW.
	01138208662

	Sheffield 
	Longley Lane, Sheffield, S5 7JN.
	01143584829

	Birmingham 
	Unit 6 & 8 Queens Drive, Kings Norton Business Centre, Birmingham, B30 3HH.
	01212786252

	Bristol 
	Unit 203, Emerald Park East Business Park, Bristol, BS16 7FG.
	01179882800

	Borehamwood
	Unit 3 Manor Place, Manor Way, Borehamwood, WD6 1WG.
	02083248155 


NOTE: The Authority reserves the right to increase or reduce the number of Premises to be delivered to at any time during the term of the Contract.
Annex B: Key Performance Indicators
A list of indicators (confirmed below) for key areas of performance will form the main agenda items:
	Title
	Purpose

	Defect Rate
	To confirm the defect level for a given period and to identify any trends.

	Defect Resolution
	To ensure defects are being raised, investigated and closed in a timely manner

	Processing
	To monitor issues in the processing environment (e.g. health and safety), which may not be captured by defect reporting.

	Change Control
	To ensure change controls are being resolved and implemented in a timely manner.

	Donation
	To monitor issues in the donation environment (e.g. health and safety), which may not be captured by defect reporting.

	Warehousing
	To monitor internal stock holding levels and any delivery issues.

	Volume forecast accuracy
	To ensure the Supplier is not under or over manufacturing and/ or holding contingency stock

	Procurement
	To ensure any contractual issues are being resolved in a timely manner.

	Contingency Stock
	To ensure supplier held contingency stock levels are being maintained.


Each aforementioned indicator will be assigned a RAG rating:
	Red
	If the indicator is showing considerable under performance. 

	Amber
	If the indicator is trending or showing under performance, but within a certain tolerance.

	Green
	If the indicator is performing satisfactorily (i.e. meeting or exceeding its target).
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