Document no.4
Invitation to offer for a reserve stock of influenza vaccine for the 2019/20 season

Offer ref number: CM/PHV/19/929

Contract period: [14] October 2019 to 31 March 2020
Specification 
1. Introduction

This procurement exercise will put into place a reserve stock of influenza vaccine to be held by the Supplier and distributed to Customers in the manner agreed with the Authority.   
2. Products 

2.1 Quadrivalent seasonal influenza vaccine (surface antigen, inactivated).

2.2 The vaccine must provide protection against the viruses recommended by the World Health Organisation to be used for influenza vaccines for the 2019/20, northern hemisphere influenza season.   

2.3 To be supplied as a suspension for injection in a pre-filled syringe.

2.4 The vaccine must have a valid Marketing Authorisation for the duration of the Agreement which is not suspended and must cover its use in the UK.

2.5 The vaccine must be indicated for the prevention of influenza

2.6 The vaccine must be licensed for administration to adults from 18 to 65 years of age.
3. Volume required

3.1 400,000 doses 
4. Shelf life

4.1 The vaccine must have an expiry date no earlier than 31 March 2020.
5. Delivery

5.1 The required Volume of the vaccine must be delivered to the Supplier’s own storage and distribution facility (which may be operated by a third-party provider) located in England, before 31 October 2019.
5.2 The stock of vaccine must be ring-fenced and held separately (physically and/or within the warehouse management system) and distinguishable from any other stocks of the relevant vaccine held by the storage and distribution provider.
5.3 The Supplier will deliver the vaccine to Customers throughout England following receipt of orders from those Customers in accordance with the Agreement.

5.4 The Supplier will hold any residual vaccine at their Storage and Distribution Facility until 31 March 2020 and will dispose of this in the manner agreed with the Authority after this date.

5.5 Precise arrangements for delivery to Customers will be notified to the Supplier prior to such orders being raised.

5.6 Delivery systems used by the Supplier must ensure the vaccines 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 vaccine has been in transit.

6. Medicines packaging, labelling and information

6.1 The pack design should comply with the principles of the Medicines and Healthcare products Regulatory Agency “Best practice guidance on the labelling and packaging of medicines”

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

6.5 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. 

6.6 Temperature storage conditions should be clearly stated on both the primary and secondary packaging. 

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