Document no.4
Invitation to offer for the supply of tuberculin purified protein derivative (PPD)
Offer reference number: CM/PHV/16/5512

Delivery period: 1 April 2020 to 31 March 2022 with the option to extend for up to an additional 24 months

Specification 
1. Introduction

This procurement exercise will put into place a contract for the supply of tuberculin purified protein derivative which will be purchased, stored centrally and distributed in support of the UK immunisation programme.   
The product is primarily intended as a screening test prior to BCG vaccination or as an aid to diagnosis,but may be used for other groups of patients. The Authority also reserves the right to supply the product into the NHS, primary or secondary care, for any other purpose.  

2. Products 

2.1 Tuberculin Purified Protein Derivative (PPD). 
2.2 The product must contain heat-treated products of growth and lysis of appropriate Mycobacterium spp of at least 20units/ml and no more than 100units/ml.
2.3 Must be indicated as a diagnostic test for tuberculosis screening.

2.4 Published evidence of effectiveness must be available.
2.5 To be supplied as a solution for intradermal injection
2.6  To be supplied in vials containing at least 10 doses (of 0.1ml) and no more than 15 doses per vial.

3. Volume required

3.1 7,752 Packs to be delivered during the initial period. The preferred delivery schedule is highlighted in the Offer Schedule Document no.5. 

3.2 The delivery schedule will be agreed with the Supplier at the time of the award of the contract(s) and prior to the contract being signed.  

3.3 Volume may be adjusted during the contract period as described in the Conditions of Contract, Document no.3. 

4. Shelf life

4.1 There must be a minimum of 12 months shelf life remaining on the product at the time of delivery to the Authority’s storage agent.
5. Delivery

5.1 Delivery will be to a nominated delivery point within England. Precise arrangements for delivery will be notified to the Supplier at the time of order.
5.2 The Supplier, or their appointed logistics provider, will need to make contact with the Authority’s storage provider to schedule inbound deliveries. Each delivery will be allocated a unique reference number and time slot. Vehicles arriving without a reference number or outside the allocated time slot will be refused access.
5.3 Delivery should be made on Euro pallets at a height of no more than 1.3m including the pallet base.
5.4 Delivery systems used must ensure the products are not exposed to temperatures above or below 2 and 8 degrees centigrade. Suppliers must, at their own expense, provide temperature recording/warning devices that are capable of providing a visual indication of a temperature excursion and a temperature trace for the period the product has been in transit.

6. Medicines packaging, labelling and information

6.1 The pack design should comply with the principles of the “MHRA Best Practice Guidance on Labelling and Packaging” and the “National Patient Safety Agency Guidelines on Packaging and Labelling”.
6.2 All critical information should be present, this is defined as :

· The generic name of the medicine

· The strength of the medicine

· The form of the medicine

· The route of administration

· Posology

· Warnings

6.3 The name of the medicine expressed on the packaging should be the same as registered in the summary of product characteristics (SPC). NB this will be the brand name for a proprietary product, but the generic name should also be clearly expressed.  Abbreviations should not be used.

6.4 If the medicine contains more than one active ingredient, all generic names should be clearly stated on the pack. ‘Co-‘ names should be as registered on the SPC and labelled as part of the name. 

6.5 Strengths should be clearly expressed and unambiguous. 

6.6 Base and salt strengths should be clearly defined where appropriate.
6.7 The brand name should not be similar to another generic or brand name in either appearance or sound.

6.8 Only positive statements should be used on labels e.g. ‘For intravenous use only’. Negative statements such as ‘not for intrathecal use’ should not be used.

6.9 All packs should include a patient information leaflet (PIL). The patient information leaflet should comply with current regulatory requirements

6.10 The critical information should be given due prominence and located together in the same field of view where practicable (i.e. these items should not be broken up by additional information, logos, background texts or graphics).

6.11 When the name of the medicine is a Brand name, the generic name of the active ingredient should be given due prominence and should immediately follow the brand name on the pack. There should be no intervening text.

6.12 The generic name and strength should appear on at least three non-opposing sides of pack (including “shelf” end). 
6.13 The batch number and expiry date should be present and legible, particularly when embossing is used rather than print. The expiry date should be unambiguously expressed (e.g. “use before” or if using “expires”, the full date of expiry should be expressed in day/month/year). 

6.14 Temperature storage conditions should be clearly stated on both the primary and secondary packaging. Products that are sensitive to light should be labelled with “protect from light”. 

6.15 Colour should be used judiciously to aid identification of critical information.

6.16 The shelf life and specified storage conditions following opening or reconstitution should be clearly stated on the packaging.

6.17 Outer boxes should be robust and offer adequate protection to the inner products containers.

6.18 A user friendly product coding system should be available on the outer box.

6.19 Product identification labelling should be present on at least three non-opposing sides, including one face end of the outer container.

6.20 Pack closures should be tamper evident

6.21 Powders intended for dissolution should dissolve easily.

6.22 All packaging should be latex free
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