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1. Service Overview

1.1. The Supplier shall be able to provide a specialist independent medical quality control testing solution, which may include but not be limited to the testing of the following items:  

1.1.1. Sample testing kits;
1.1.2. Personal Protection Equipment (PPE).

1.2. The Supplier shall be able to undertake the following functions:

1.2.1. Inspection;
1.2.2. Validation tests;
1.2.3. Audit services;
1.2.4. Urgent performance testing. 

1.3. The Supplier shall be aware that quality control testing requirements may change or be updated from time to time and the Supplier must be able to provide a flexible solution to meet and adapt their services in line with any changes or updates.

1.4. The Supplier shall be able to provide detailed reports in relation to the services they are providing under this Lot. The Buyer will define their requirements during the Call-Off procedure.

2.  Accreditation Requirements

2.1. The Supplier shall ensure that they and any Key Subcontractor engaged by the Supplier to deliver the Services are compliant with and operate in accordance with the following accreditations:

2.1.1. ISO 9001 Quality Management;

2.2. Where the Supplier holds such accreditations, these	must be provided upon Framework award during the Standstill period, and where a Supplier may be working towards these, within thirty (30) days of Framework award.

2.3. The Supplier shall be aware that the Buyer may require the Suppliers to perform in accordance with the following accreditations, which will be defined by the Buyer during the Call-Off Procedure:

2.3.1.    ISO17020: Conformity assessment;
2.3.2. ISO17025: General requirements for the competence of testing and calibration laboratories
2.3.3. The ability to perform a variety of audits including ISO 9001:2015 and ISO 13485:2016. 

3. Inspection Services

3.1. The Supplier shall be able to provide full product inspection which meet the acceptable limit Acceptable Quality Level (AQL) standards as part of the batch release process, which are conducted prior to the product being released from the manufacturers site.

3.2. The Buyer or the relevant manufacturer will supply the Supplier with the following information, which may include but not limited to:


3.2.1. Product specification;
3.2.2. Packaging requirements;
3.2.3. Production; 
3.2.4. Delivery schedules;
3.2.5. Packaging requirements;
3.2.6. Factory address;
3.2.7. Contact details for appropriate booking of man days for inspections.

3.3. The Supplier shall have the ability to deploy local inspectors to the site of the manufacturer within a number of days as defined by the Buyer during the Call-Off Procedure. Timescales may include but not be limited to:

3.3.1. 3 Working Days;
3.3.2. 5 Working Days.

3.4. Where the Buyer specifies the location is outside of the UK, the Supplier shall have the presence or ability to subcontract in the location of the manufacturers to meet any set timescale as defined by the Buyer during the Call-Off Procedure.

3.5. The Supplier shall ensure that physical and functional tests are carried out on the selected samples and report any defects as part of the inspection report.  

3.6. The Supplier shall produce a detailed inspection report as specified by the Buyer during the Call-Off Procedure alerting, which may include but not be limited to: 

3.6.1. Major defects, which are small and typically insignificant issues that should not affect the function of product 
 
3.6.2. Minor defects, those considered to adversely affect the performance of the product which would likely result in return of product such as misaligned printing of QR codes on the test cassettes;

3.6.3. Critical defects, those that render the product unusable and would result in automatic rejection of lot.

3.7. The Supplier shall notify the Buyer where a manufacturer has failed an inspection.  

3.8. The Supplier shall be aware that there may be a requirement to undertake additional testing to check a subset of samples on site. The Buyer will define their requirements during the Call-Off Procedure.

4. Validation Tests

4.1. For the validation part of this Lot, the Buyer requires the Supplier to have a laboratory based in the UK to carry out these services due to the requirement for these services to be completed following global transit of the items. The Buyer will define any specific location requirements during the Call-Off Procedure.

4.2. These tests are to provide independent assurance that the items are consistently performing accurately in line with manufacturer claims and to identify any batches that may not be operating optimally.

4.3. The Buyer shall be responsible for expediting the items to be tested from the site of manufacturer to the Supplier’s validation laboratory to assess for accurate performance part of quality assurance prior to product deployment.

4.4. The Buyer shall provide the Supplier with the performance details and specifications in relation to the items being tested during the Call-Off Procedure.

4.5. All Samples should be securely disposed of as defined by the buyer during the Call-Off Procedure. The Supplier shall be aware that the Buyer may request to see proof of the destruction and for this record to be kept securely.  The Buyer will define their requirements during the Call-Off Procedure.

4.6. The Supplier shall be aware that there may be a requirement to provide a validation report, The Buyer will define their requirements during the Call-Off Procedure this may include but not be limited to:

4.6.1. Total number of samples analysed;
4.6.2. Number of positive control samples; 
4.6.3. Number of negative control samples; 
4.6.4. Number of failed tests; 
4.6.5. Details of damage found.
4.6.6. Name of Manufacturer
4.6.7. Date of Manufacture
4.6.8. QR serial code

5. Audit Services

5.1. The Supplier shall be able to facilitate a number of due diligence and audits in relation to the Buyers supply chain, to ensure they are fulfilling their contractual obligations. The Buyer will define their requirements during the Call - Off Procedure. This may include but not be limited to:

5.1.1. ISO 9001;
5.1.2. ISO 13485;
5.1.3. Human Rights;
5.1.4. Latex;
5.1.5. Financial, legal and structural and factory capability.

5.2. The Supplier shall provide a full detailed report to the Buyer and be able to facilitate any corrective actions on behalf of the Buyer as defined during the Call-Off Procedure.

6. Urgent Audits

6.1. The Supplier shall be aware that there may be a requirement for ad-hoc audits to be undertaken as a contingency measure in relation to urgent requirements. The Buyer will define their requirements during the Call-Off Procedure.  
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