Document no.4
Invitation to offer for the supply of diphtheria, tetanus, acellular pertussis, inactivated polio, Haemophilus influenzae type b, hepatitis B (DTaP/IPV/Hib/HepB) vaccine

Offer ref number: CM/PHV/20/503

Delivery period:  1 April 2021 to 31 March 2023 with an option to extend for up to an additional 24 months
Specification 
1. Introduction

The Authority’s intention in carrying out this procurement exercise is to enter into a contract for the supply This procurement exercise will put into place a contract for the supply of a vaccine which will be purchased, stored centrally and distributed in support of the UK immunisation programme.  The storage and distribution of the procured vaccine following delivery to the Authority are out of scope of this procurement exercise. 
The vaccine is primarily intended for administration to infants but may be used for other groups of patients. The Authority also reserves the right to supply the vaccine into the NHS, primary or secondary care, for any other purpose.  

2. Mandatory Requirements

2.1 The requirements set out below are mandatory requirements:
· Paragraphs 3.2, 3.3, 3.4, 3.5, 3.6, 3.7, 5.1 and 6.4 below

3. Products 

3.1 Diphtheria, tetanus, acellular pertussis, inactivated polio, Haemophilus influenzae type b, hepatitis B.
3.2 The vaccine must contain diphtheria toxoid, tetanus toxoid, acellular pertussis (3 or more components), inactivated poliomyelitis, Haemophilus influenzae Type b and hepatitis B vaccine components.

3.3 To be supplied as suspension for injection, or powder with suspension for injection.

3.4 The medicine must be subject to a Marketing Authorisation which must cover its use in the UK.
3.5 The product must be indicated for primary vaccination against diphtheria, tetanus, pertussis, poliomyelitis, Haemophilus influenzae type b and hepatitis B.

3.6 The product must be licensed for administration to infants from the age of 2 months and up to 3 years.

3.7 The vaccine must only contain antigens against the diseases listed in 2.5. 

4. Volume required

4.1 3,675,000 doses to be delivered during the initial period. The preferred delivery schedule is highlighted in the Offer Schedule Document no.5. 

4.2 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.  

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

5. Shelf life

5.1 There must be a minimum of 18 months shelf life remaining on the vaccine at the time of delivery to the Authority’s storage agent.
6. Delivery

6.1 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.
6.2 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.
6.3 Delivery should be made on Euro pallets at a height of no more than 1.4m including the pallet base.
Delivery systems used 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.
7. Medicines packaging, labelling and information

7.1 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”
7.2 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

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

7.4 All packs should include a patient information leaflet (PIL). The patient information leaflet should comply with current regulatory requirements. 
7.5 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. 

7.6 Temperature storage conditions should be clearly stated on both the primary and secondary packaging. 
7.7 Outer boxes should be robust and offer adequate protection to the inner products containers.
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