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Contract specification and instructions for completing the offer documentation
Introduction

This procurement exercise is part of a Department of Health programme to maintain stocks of clinical countermeasures for use in the event of an influenza pandemic. 
The products will be used to treat secondary bacterial infections following on from influenza in a pandemic.

The stockpile is primarily intended for use in an influenza pandemic, but may be used in the event of any other emergency situation. The Authority also reserves the right to supply any product from the stockpile into the NHS, primary or secondary care, for any other purpose.
This document is broken down into the following areas that prospective suppliers will need to be aware of when submitting their bid. 
· Section 1: covers the Antibiotic Types and Treatment Areas to be covered by the DPS arrangement; 
· Section 2: covers the Product Requirement and other related product information; 
· Section 3: information required on completing the offer documentation. 
Section 1:
Contract Specification 
1.
Antibiotic Types and Treatment Areas

1.1
The following types of antibiotics may be purchased by the Authority over the life of the DPS agreement:

· Combinations of penicillin’s, including beta-lactamase inhibitors;
· Macrolides;
· Tetracyclines;
· Cephalosporins;
· Quinolone antibacterial, fluoroquinolones;
· Glycopeptide antibacterial.
1.2
Antibiotics within these types will need to treat secondary bacterial infections following on from influenza in a pandemic, these will include:

· Sinusitis;

· Otitis media;

· Bronchitis and exacerbation of COPD;

· Bacterial pneumonia;

· blood-borne infection with common respiratory pathogens;

· Meningitis.

1.3
The common causative organisms that should be sensitive to antibiotics to be purchased are:

· Streptococcus pneumonia;
· Streptococcus pyogenes;
· Staphylococcus aureus; 

· Haemophilus influenza. 

1.4
Presentations will include liquid (syrups or suspensions) and injections/infusions as well as solid dosages where available.

1.5
The medicines must be subject to a Marketing Authorisation valid in the UK issued by the EMA or MHRA and indicate the product is for use to treat the infections listed at 1.2.
1.6
An example list of products which are currently in the stockpile can be seen in the Offer Schedule.
1.7
IV Fluids - The following IV fluids may be purchased:

· Water for Injection Ampoule;
· Sodium Chloride 0.9% intravenous fluid.
SECTION 2: CONTRACT SPECIFICATION

2
Product Requirement

2.1
This ITO is for the following antibiotics and IV fluids:
2.2
Antibiotics:
· Cefuroxime Powder for Infusion 1.5g;
· Clarithromycin Powder for Infusion 500mg;
· Clarithromycin Suspension 125mg/5ml;
· Clarithromycin Suspension 250mg/5ml; 

· Clarithromycin Tablet 500mg;
· Co-Amoxiclav Powder for infusion 1.2g;
· Co-Amoxiclav Powder for infusion 600mg;
· Co-Amoxiclav Suspension 125/31mg;
· Co-Amoxiclav Suspension 250/62mg;
· Co-Amoxiclav tablet 500/125mg;
· Doxycycline Capsules 100mg;
2.3
Intravenous Fluids:
· Sodium Chloride 0.9% intravenous fluid 250ml; 
· Sodium Chloride 0.9% intravenous fluid 100ml;
· Sodium Chloride 0.9% intravenous fluid 50ml;
· Water for injection ampoule 10ml.
2.4
The medicines must be subject to a Marketing Authorisation valid in the UK issued by the EMA or MHRA.
3
Volume required

3.1
The maximum quantity of each product is shown in Document 5, the Offer Schedule. The quantity awarded for each product will depend upon the overall affordability and be within this maximum quantity.
3.2
At the point of contract award, the awarded volume could exceed the maximum quantity as described in paragraph 3.1 in a circumstance which allowed for the most efficient storage of product on whole pallets or where the suppliers packaging is in multiples which would mean that the maximum quantity was exceeded rather than requiring the supplier to supply part packs.
4
Medicines packaging, labelling and information

4.1
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”.
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;
· Storage Conditions.
4.2
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.

4.3
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. 

4.4
Strengths should be clearly expressed and unambiguous. 

4.5
Base and salt strengths should be clearly defined where appropriate.
4.6
The brand name should not be similar to another generic or brand name in either appearance or sound.

5
User Information 

5.1
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.

5.2
All packs should include a patient information leaflet (PIL). The patient information leaflet should comply with current regulatory requirements

6
Pack Design 

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
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).

6.3
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.

6.4
The generic name and strength should appear on at least three non-opposing sides of pack (including “shelf” end). 
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 (e.g. “use before” or if using “expires”, the full date of expiry should be expressed in day/month/year). 

6.6
Temperature storage conditions should be clearly stated on both the primary and secondary packaging. 
6.7
Products that are sensitive to light should be labelled with “protect from light”. For these products, the primary packaging should be designed to protect the product from light (not just the secondary packaging), especially when the product is commonly removed from the secondary packaging and stored locally (e.g. vials in aseptic units and infusions in clinical areas).
6.8
Colour should be used judiciously to aid identification of critical information.

6.9
Patient packs should have a space for placement of the dispensing label. This should be a blank white space in which there is no text, to aid legibility of the dispensing label. Where it is not possible to employ a blank space, the pack should be of a colour that will not interfere with the readability of the dispensing label.
6.10
The shelf life and specified storage conditions following opening or reconstitution should be clearly stated on the packaging.

6.11
Outer boxes should be robust and offer adequate protection to the inner products containers.

6.12
A user friendly product coding system should be available on the outer box.

6.13
Product identification labelling should be present on at least three non-opposing sides, including one face end of the outer container.

6.14
 Pack closures should be tamper evident

6.15
Patient packs should have child resistant closures

6.16
Powders intended for dissolution should dissolve easily
6.17
All packaging should be latex free
7
Liquid Oral Dosage Forms

7.1
Oral liquid medicines should be sugar free when specified and alcohol free unless essential to the formulation. Where alcohol or sugar is present in the formulation, this should be clearly declared on the label.  Where alcohol is present, the label should clearly state the alcohol content in weight per volume. NB non-cariogenic sugars that are suitable for diabetics are acceptable in sugar free formulations (e.g. liquid maltitol).

7.2
The volume for reconstitution of oral liquids should be stated where applicable.

7.3
Suspensions should re-suspend easily upon shaking.

7.4
The taste of liquid formulations should be acceptable for all patient groups and details of the flavour of the formulation should be provided.

7.5
Details of any excipients in the formulation should be provided (name & strength).

7.6
A bar code should be present on the primary packaging.
8
Solid Oral Dosage Forms

8.1
Should be provided in patient or blister packs.
8.2
Tablets /capsules in blister packs should be easily ‘popped out’ and the blister pack should have no sharp edges.

8.3
The name & strength of the medicine should be printed legibly over each blister or oriented repeatedly across strip.

8.4
Tablets and capsules should be marked for easy identification.

8.5
There should be no evidence of damage or lack of dose uniformity in tablets.

8.6
Scored tablets should be easily halved.

8.7
Data should be provided to demonstrate that all generic slow or modified release preparations conform to the bioavailability and release profile of the originator formulation.

9
Injectable Dosage Forms

9.1
Injections should be in a ready to administer or use presentation wherever possible. Solutions should be offered rather than powders for reconstitution where formulation allows.

9.2
For injections, the strength should be expressed both as total quantity per total volume and as amount per unit dose (e.g. milligrams per ml) where appropriate. Trailing zeros should not be used. Microgram doses should be spelt out rather than abbreviated. (NB please pay special attention to different strengths/concentrations across injection product ranges).

9.3
Ampoules should be labelled longitudinally.

9.4
A bar code should be present on the primary packaging.

9.5
There should be good differentiation between different formulations of the same product intended for different parenteral routes (e.g. intravenous and intrathecal). 

9.6
Displacement values should be provided for any injection requiring reconstitution.

9.7
Diluent compatibility data should be provided for any injectable dosage form that requires dilution or reconstitution prior to infusion.

9.8
Labels on vials/ampoules intended for use in aseptic units should be resistant to spraying and wiping with alcohol.

9.9
Vials intended for reconstitution must be of sufficient size to allow reconstitution in line with the SPC and with the volume of diluent commonly used in aseptic units (not just to allow bolus administration at ward level).

9.10
Vials should be compatible with commonly used reconstitution and docking devices where appropriate.

10
Dose Administration

10.1
Instructions for dosage manipulation should be clear and unambiguous (consideration should be given as to who will be administering the medicine). 

10.2
If complicated calculations are required to calculate the dose (e.g. dilutions, conversions from milligrams to millimoles, mg/kg dosing in children etc.), unambiguous instructions, conversion tables and/or labelling should be provided.

10.3
If additional devices are required to administer a dose, this should be supplied with the medicine along with clear instructions for its use.

10.4
Instructions for reconstitution must be prominent, clear and unambiguous.

SECTION 3 COMPLETING THE OFFER DOCUMENTATION

11
Offer Schedule Document 5

11.1
The following paragraphs link into the offer schedule Document 5 and provide explanation for submitting your response.

11.2
Evaluation of the information provided will be in accordance with the award criteria detailed in Document 2.

12
Supplier Information

12.1
You are required to provide contact information as set out in this sheet.  You are also required to provide certain details which will be inserted in the contract should you be successful.

13
Mandatory Requirements

13.1
There are certain mandatory requirements for the tender which are detailed in the evaluation criteria at Document 2. Full details of the evidence you will need to submit can be found in the sheet labelled ‘Mandatory requirements’ in Document 5,
· Business continuity plans including pandemic preparedness plans

· Availability, Marketing authorisation or approval to supply

· Shelf life, No less than 80% of shelf life remaining on delivery

14
Pricing

14.1
Pricing for each of the products you are able to supply should be submitted in sheet 5.1 of the offer schedule. It should be the delivered price excluding VAT in pounds sterling.

14.2
Pricing should be submitted for each volume band you are able to supply over the delivery months stipulated in sheet 5.4. 

15
Product Information

15.1
You are required to provide a copy of the SPC for each product you are able to supply and insert the file name in the table on sheet 5.2.

15.2
Shelf Life at date of delivery,
· Offeror’s must provide details of the shelf life stated in the Marketing Authorisation for the products offered as well as the minimum shelf life on the product when it is delivered.

· Offerors are reminded there is a mandatory requirement on shelf life in the tender. At the date of delivery to the Authority’s nominated delivery point the products supplied must have no less than 80% of time remaining to the expiry date.

16
Packaging Information

16.1
For storage and distribution purposes the Offeror is required to provide packaging information for each of the products they are able to offer. It is important this information is correct, as any volume awarded as a result of this tender will be a multiple of the Offerors packaging. This is to ensure always that only full packs are delivered.

17
Delivery

17.1
Each product has its own specific delivery period during which the Authority would like products delivered. The Authority is asking for details of the volume which can be delivered by month from an assumed date of order in April 2017. This is to result in all products under this procurement being delivered by the end of February 2018.

17.2
The Offerors should submit the volume they are able to commit to supplying each month. At the point of contract award the Authority may request some alterations to the delivery schedule put forward to enable the like for like volume replacement of its existing stockpile.

17.3
It will be a mandatory requirement that only full packs of product are delivered, this will be confirmed when an order is placed. 

17.4
Delivery will be to nominated delivery points within the UK. Precise arrangements for delivery will be notified to the Offeror at the time of the purchase order placement. 
17.5
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.
17.6
Deliveries shall be made on Pharma heat treated pallets (120cm x 100cm) with a maximum height of 155cm and weight of 750kg. Each pallet should contain just one batch of product.

17.7
Delivery systems used must ensure the products are not exposed to temperatures in excess of those stated within the specific product characteristics (SPC) documentation (or other product risk assessment documentation). 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 products has been in transit.

17.8
For evaluation purposes Offerors should be capable of supplying greater than 80% of the Authority’s volume requirement by the last month of that products specified delivery period for each of the products they are offering.

18
Supply Chain

18.1
The Offeror is required to complete the details of their supply chain in relation to the products they are offering. Where the supply chain may vary by product then this should be identified in the response.

19
Quality Control

19.1
The Authority intends to evaluate the labelling and packaging on each product offered. If your product is already registered on Pharma QC then the scoring from that evaluation will be used and a mark attributed using the award criteria in Document 2.  If the product(s) you are offering are not on Pharma QC than samples should be provided in accordance with the instructions in Document 2 paragraph 6.

19.2
Your response in sheet 5.6 of Document 5 should correspond to the instructions above. Individual sheets should be submitted for each product offered.

20
Confidential and Commercially Sensitive Information

20.1
At sheet 5.7 the Offeror is asked to list in the two tables the information it is providing in this ITO that it considers being confidential information and / or commercially sensitive information.

20.2
Offerors should note that the Authority shall determine at its sole discretion whether or not any information is exempt from disclosure under FOIA and/or the Environmental Information Regulations. Whilst sheet 5.7 provides the Authority with an indication of the Offeror’s view of the position, inclusion of information in sheet 5.7 does not place any additional obligations on the Authority.

20.3
The Authority will take the contents of sheet 5.7 into account when considering which information should be published either as part of the Authority's obligations under the transparency agenda, or following any information request under FOIA or the Environmental Information Regulations.
21
Photographic Visuals
21.1
Offerors are required to attach photographic visuals of the products they intend to supply if successful in securing a contract. This information will only be used by the Authority’s authorised agent to cross reference against future deliveries to help ensure delays with unloading vehicles are kept to a minimum.

21.2
Sheet 5.8 shows examples of the pictures required. These shall consist of the actual product (the ‘each’) from a frontal and reverse aspect, the products ‘inner’ configuration (if applicable), the ‘outer’ case configuration and the ‘outer’ case label.
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