OFFICIAL

Document no.2

Invitation to offer for the supply of rotavirus vaccine

Offer ref number: CM/PHV/13/5409

Delivery period: 1 June 2017 to 31 May 2019 with an option to extend for up to an additional 24 months
Terms of Offer

1. 
The Commercial Medicines Unit
1.1 The Commercial Medicines Unit (CMU), a part of the Department of Health, is conducting this procurement exercise for and on behalf of the Secretary of State for Health acting as part of the Crown (‘Authority’). 

1.2 The contract(s) is for the benefit of the Authority and NHS bodies along with any other non-NHS bodies which are necessary for the delivery of services or goods to NHS bodies, local authorities, other government departments or non-departmental public bodies charged with the delivery of healthcare or health related services in the United Kingdom, Crown Dependencies and British Overseas Territories including, without limitation, the National Assembly for Wales, the Northern Ireland Assembly, and Scottish Ministers. The resulting products delivered against the contract(s) may be made available to the UK devolved administrations, Crown Dependencies and British Overseas Territories to undertake their respective vaccination programmes. 
2. Information and confidentiality
2.1 Information that is supplied to offerors as part of the procurement exercise is supplied in good faith. However, offerors must satisfy themselves as to the accuracy of such information and no responsibility is accepted for any loss or damage of whatever kind or howsoever caused arising from the use by the offerors of such information, unless such information has been supplied fraudulently by the Authority.
2.2 All information supplied to offerors by the Authority in connection with this procurement exercise shall be regarded as confidential. By submitting an offer the offeror agrees to be bound by the obligation to preserve the confidentiality of all such information.
2.3 Accordingly, any offeror that participates in this procurement exercise agrees not to issue any press release or other publicity relating to this procurement exercise without the prior written consent of the Authority. 

2.4 All Central Government Departments and their Executive Agencies and Non Departmental Public Bodies are subject to control and reporting within Government. In particular, they report to the Cabinet Office and HM Treasury for all expenditure. Further, the Cabinet Office has a cross-Government role delivering overall Government policy on public procurement - including ensuring value for money and related aspects of good procurement practice. 
2.5 For these purposes, the Authority may disclose within Government any of the offeror’s documentation/information (including any that the offeror considers to be confidential and/or commercially sensitive such as specific bid information) submitted by the offeror to the Authority during this Procurement. The information will not be disclosed outside Government. Offerors taking part in this competition consent to these terms as part of the competition process.
2.6 This invitation to offer and its accompanying documents shall remain the property of the Authority and must be returned to the Authority on demand.
3. Freedom of Information Act 2000

3.1 The Freedom of Information Act 2000 (FOIA) applies to the Authority.
3.2 Offerors should be aware of the Authority’s obligations and responsibilities under the FOIA to disclose, on request, recorded information held by the Authority. Information provided by offerors in connection with this procurement exercise, or in connection with any Contract that may be concluded as a result of this exercise, may therefore have to be disclosed by the Authority in response to such a request, unless the Authority decides that one of the statutory exemptions under the FOIA applies. The Authority may also include certain information in the Department of Health’s freedom of information publication scheme: guide to information.

3.3 In certain circumstances, and in accordance with the Code of Practice issued under section 45 of the FOIA or the Environmental Information Regulations 2004, the Authority may consider it appropriate to ask offerors for their views as to the release of any information before a decision on how to respond to a request is made. In dealing with requests for information under the FOIA, the Authority must comply with a strict timetable and the Authority would, therefore, expect a timely response to any such consultation within five working days (a working day being any day of the week from Monday to Friday excluding Bank holidays in the United Kingdom).
3.4 If offerors provide any information to the Authority in connection with this procurement exercise, or with any Contract that may be awarded as a result of this exercise, which is confidential in nature and which an offeror wishes to be held in confidence, then offerors must clearly identify in their offer documentation the information to which offerors consider a duty of confidentiality applies. Offerors must give a clear indication which material is to be considered confidential and why it is considered to be so, along with the time period for which it will remain confidential in nature. Such indications by offerors shall also include the section number in FOIA for the applicable exemption and where the proposed exemption is classified as a qualified exemption under FOIA, offerors shall indicate clearly how they have determined that the result of the public interest test applicable under FOIA would be that the information is exempt. This information should be listed in Document No.5a Offer Schedule, table 7.1 and 7.2: Confidential and Commercially Sensitive Information. The use of blanket protective markings such as “commercial in confidence” will no longer be appropriate. In addition, marking any material as “confidential” or equivalent should not be taken to mean that the Authority accepts any duty of confidentiality by virtue of such marking. Please note that even where an offeror has indicated that information is confidential, the Authority may be required to disclose it under the FOIA if a request is received.

3.5 The Authority cannot accept that trivial information or information which by its very nature cannot be regarded as confidential should be subject to any obligation of confidence.

3.6 In certain circumstances where information has not been provided in confidence, the Authority may still wish to consult with offerors about the application of any other exemption such as that relating to disclosure that will prejudice the commercial interests of any party. 

3.7 The decision as to which information will be disclosed is reserved to the Authority, notwithstanding any consultation with offerors.
4. Right to Publish

4.1 The parties acknowledge that, except for any information which is exempt from disclosure in accordance with the provisions of the FOIA, this Invitation to Offer and the content of any Contract resulting from this procurement exercise will be published in accordance with the Government's policies on transparency as expounded in the Guidance published by the Cabinet Office. Further information on transparency can be found at: https://www.gov.uk/government/policies/buying-and-managing-government-goods-and-services-more-efficiently-and-effectively
4.2 The Authority shall be responsible for determining whether any of the content of the Contract is exempt from disclosure in accordance with the provisions of the FOIA. 
5. Samples

5.1 Offerors are required to submit samples of packaging, artwork, Material Safety Data Sheets and up to date Summary of Product Characteristics and Patient Information Leaflets for each item offered. Such samples shall be provided free of charge.
5.2 Samples should be provided in PDF format and attached to the offer.
6. Prices
6.1 Prices must be stated in the Offer Schedule (Document no.5b) and must remain open for acceptance until 180 days from the closing date for the receipt of offers.

6.2 Prices must be firm (i.e. not subject to variation) for the duration of any contract, including the extension period, that may result from this procurement exercise subject only to any variation provisions contained in the contract and documents derived from this.
6.3 Prices must be quoted in sterling (GBP) and exclusive of Value Added Tax.
7. Offer documentation and submission

7.1 The goods offered should be strictly in accordance with the Conditions of Contract (Document no.3) and the Specification (Document no. 4).
7.2 Offers must comprise:

7.2.1 the completed Response form on the BravoSolution website – found under “My Response”
7.2.2 the Offer Schedule (Documents no.5a and 5b) Please ensure all tables are completed
7.2.3 the Form of Offer (Document no.6 to be completed on the Bravo website) 

7.2.4 a statement of prompt settlement discounts, if available

7.2.5 details of the offeror’s ability to trade electronically
7.2.6 confirmation that any information previously supplied to the Authority in connection with the offer is still accurate and is incorporated by reference into the offer
7.3 The Form of Offer must be approved via the Authority’s electronic tendering system by an officer authorised by the offeror.

7.4 The Form of Offer and other documents referred to in paragraph 7.2 must be completed in full. Any offer may be rejected which:
7.4.1 contains gaps, omissions or obvious errors; or
7.4.2 is received after the closing time and date for the receipt of offers.

7.5 For clarification in completing the offer documentation / commercial and / or technical queries please send a message via the Bravosolution messaging portal: https://www.cmu.bravosolution.co.uk/web/login.shtml. Please note that any queries raised by offerors and the responses to those queries by the Authority may be published anonymously to all offerors in order to ensure transparency, fairness and equal treatment of offerors throughout the procurement exercise.


7.6 Offers and all documents relating to the offers must be written in English and submitted to the Authority via the Authority’s electronic tendering system by 13:00 on Friday, 20 May 2016.
8. The Authority’s rights

8.1 Neither the issue of this Invitation to Offer, nor any of the information presented in it, should be regarded as a commitment or representation on the part of the Authority (or any other person) to enter into a contractual arrangement.

8.2 The Authority does not bind itself to accept the lowest Offer or any Offer at all. 

8.3 The Authority reserves the right to:

· waive or change the requirements of this Invitation to Offer from time to time without prior (or any) notice being given by the Authority;

· seek clarification or documents in respect of an offeror's submission;

· disqualify any offeror that does not submit a compliant Offer in accordance with the instructions in this Invitation to Offer;

· disqualify any offeror that is guilty of serious misrepresentation in relation to its Offer or the procurement process;

· withdraw this Invitation to Offer at any time, or to re-invite Offers on the same or any alternative basis;

· accept an Offer either in whole or in part, each item being for this purpose treated as offered separately;

· choose not to award any Agreement as a result of the procurement process for any reason; 

· make whatever changes it sees fit to the timetable, structure or content of the procurement process, depending on approvals processes or for any other reason; and/or

· at any time terminate the procurement process for any reason.

9. Award criteria
9.1 Subject to offerors satisfactory completion of the ITO Questionnaire as referred to in paragraph 9.8 below, where a contract is awarded, it will be awarded on the basis of the most economically advantageous offer(s) judged on the award criteria described in the award criteria table, paragraph 9.11.
9.2 The Authority reserves the right to accept offers in full or in part.

9.3 Paragraph 2 of the Specification (Document no.4) are mandatory requirements; offers which do not meet these requirements will be rejected. 
9.4 Subject to paragraphs 9.3 and 9.8, the highest scoring offer will be awarded the contract.

9.5 Clinical and cost effectiveness criteria

9.5.1 The award criteria have been constructed using the model developed by Cromer, Chapman, Atchison, Jit, and Edmunds (Health Protection Agency and LSHTM): ‘The impact of transmission dynamics on the cost-effectiveness of rotavirus vaccination in England and Wales’. This paper has been peer reviewed and it is anticipated that it will be published in the near future. The points for each criterion aim to reflect the likely Quality Adjusted Life Years (QALYs) gained and apply a cost-effectiveness threshold of £30,000 per QALY.

9.5.2 For criteria A and B the evaluation panel will compare evidence on the efficacy of the offered vaccine with the “standard” described in the left hand column. To secure all the points available for each criterion there must be fully convincing evidence that the vaccine fully meets the standard, with the % protection stated; the score will be reduced to reflect the confidence level (the % probability) that the % protection stated will be achieved. If the vaccine fails to meet the standard, but is within 10% of the standard, the evaluation panel will award a proportion of the available points. In the fraction of the standard achieved by the vaccine, and again would be further reduced to reflect the level of confidence in the evidence. The following example aims to provide further clarity with regard to this approach: (i) in A if the evidence demonstrates protection against severe rotavirus disease, averaged over 2 years, of 90%, the score will be 90/93 = 97% of the total available points (265) which in this instance will be 257, and the score may be further reduced to reflect the confidence level (the % probability) that 90% protection will be achieved.

9.5.3 Criterion C will score any additional clinical benefit not covered in criteria A and B for which evidence is provided that increases the value of the vaccine to the Authority. Points will be awarded in proportion to the anticipated additional QALYs gained; therefore offerors must provide clear evidence of QALYs gained in order for additional points to be awarded.

9.6 Risk to programme delivery (criterion F)

9.6.1 The Authority will review the offeror’s arrangements for maintaining business continuity (Document no.5 table 3) in order to identify areas which leave risk unmanaged or not satisfactorily managed. 

9.6.2 The exposure to risk is considered to reduce the value of the vaccine. Therefore, where risks to the delivery of the immunisation programme are identified, this will result in points being deducted from the score in proportion to the Authority’s risk exposure. 

9.6.3 Document no.2a is an example of the risk table which may be used in the scoring of this criterion and contains a standard checklist which is used to aid the evaluation of risks in vaccines tenders. This list is not exhaustive and Document no.2a is attached as an illustration only.

9.6.4 Each risk will be assessed separately based on its likely impact on the immunisation programme and the likelihood (or probability) of the event occurring. The impact is estimated based on the current resources within the Authority and the Authority’s planned mitigation steps (for example, the holding of buffer stocks by the Authority’s storage agent). 

· The “default” likelihood in Document no.2a is used to reflect that which is normally expected for the supply of vaccines, within the vaccines industry.

· Following the evaluation of the offer, the likelihood score may be reduced where the Authority considers that the offeror has demonstrated that additional arrangements are in place to mitigate the risk or reduce the likelihood of the occurrence of the risk event;

· The likelihood score may be increased if the Authority identifies areas in the offer where the offeror has not demonstrated that the risk is satisfactorily managed. 

· The likelihood score is multiplied by the impact score to calculate risk exposure score for each risk. 

· The impact is adjusted to take account of any additional mitigation steps which are scored separately in criterion C (paragraph 9.7). 

9.7 Risk mitigation costs (criterion G)

9.7.1 If, during review of the offeror’s arrangements for maintaining business continuity (Document no.5 table 3) the Authority identifies areas which leave risk unmanaged or not satisfactorily managed, then it may need to take additional action to mitigate such risks, for example to increase the level of stock holding. The costs of such mitigation will be estimated and scored as described in the Award Criteria table
9.8 ITO Questionnaire 

9.8.1 Offerors are requested to submit information to support their offers by completing the Response form on the Bravo website – found under “My Response”, which must be satisfactorily completed as indicated therein. The Authority reserves the right to reject an offer where the offeror has failed to complete the ITO Questionnaire satisfactorily. 
9.8.2 Personal Situation - Grounds for mandatory rejection: If the offeror answers “yes” to any of the questions in this section they will be rejected (the only exception will be an offence under section 7 of the Bribery Act 2010 where the Authority shall reserve the discretion to accept or reject any such offer). 

9.8.3 Personal Situation - Grounds for discretionary rejection and Tax compliance: If the offeror answers “yes” to any of the questions in this section, the offeror must provide further explanation and assurances to the Authority’s satisfaction otherwise its offer will be rejected. 

9.8.4 Economic and Financial Capacity - Each of the following points must be met, otherwise offerors must provide explanations. 

· the offeror should provide 2 years’ accounts (or alternative evidence)

· the accounts should not reveal any concerns regarding the offeror’s liquidity.

· The offeror must confirm that they have the required liability insurance.

· the offeror’s Dun & Bradstreet failure score recorded in sid4gov should be greater than 40.

9.8.5 If explanations provided by the offeror in respect of Economic and Financial Capacity are not satisfactory but the offeror’s offer has not been rejected on any of the grounds set out in this section 9.8 (ITO Questionnaire), any contract award will be contingent on the offeror’s production of a parent company guarantee in a form acceptable to the Authority in its absolute discretion.
9.8.6 Insurance requirements - an offer may be rejected where the offeror indicates in its response that it is unable to meet the insurance requirements.
9.9 Subtotal – cost effectiveness test.

9.9.1 The award criteria seeks to offset the costs (price, risk mitigation, etc) against the benefits (mainly clinical benefits, reduced by the risk of the benefits not being realised) of the offered vaccine to ensure that the selected vaccine is passes the first stage in the test of cost effectiveness and value for money. 

9.9.2 Any offer which fails to meet the cost-effectiveness test (i.e. the benefits have not been shown to almost certainly exceed the costs) may at the sole discretion of the Authority and notwithstanding anything else stated herein, be rejected. 

9.9.3 If no offers are received which pass this cost-effectiveness test, then the decision to award a contract will be referred for a Ministerial decision 

9.10 Technical and commercial criteria

9.10.1 This section will be scored to reflect additional costs, benefits and risks to the Authority. 

9.10.2 Criteria J and K focus on issues which may reduce the wastage of vaccine and the points awarded reflect the possible cash saving to the Authority.

9.11 Award criteria table
	Clinical and cost effectiveness criteria

	           Criteria
	Score 

	
	For criteria A, and B, points will be awarded in relation to the probability of performance meeting the standard. Where performance falls below the standard, points will be deducted in proportion to the shortfall.

The evaluation panel will consider evidence provided by offerors along with clinical trials and analyses already in the public domain.

	A
	Protection against severe rotavirus (causing A&E attendances, hospitalisations and deaths)

	
	Standard: Direct protection against severe rotavirus disease, averaged over 2 years, of 93% or greater 
	265 points will be awarded if the standard is fully met, with fewer points awarded if protection is less than 93%, on average, over the first two years

	B
	Protection against general disease (GP consultations or equivalent measure of disease in the community)

	
	Standard :Direct protection against general disease (GP consultations or equivalent measure of disease in the community) averaged over 2 years, of 60% or greater
	100 points will be awarded if the standard is fully met, with fewer points awarded if protection is less than 60%, on average, over the first two years

	           Criteria
	Score 

	C
	Other clinical benefit 

	 
	Additional points to be awarded where evidence is provided to support benefits that fall outside of the award criteria explicitly scored (for example, evidence of enhanced or more certain impact than that assumed in the reference paper described in 9.5)
	The evaluation panel will consider evidence provided by offerors of QALYs gained, and clinical trials and analyses already in the public domain, and where it is decided that points will be awarded, will award up to a maximum of 40 points.

	D
	Administration costs 

	 
	Administration costs, representing the cost of administering the vaccine to the patient by the NHS. 
	98 points multiplied by the number of doses in each course of vaccine will be subtracted from the subtotal / total score.



	E
	Additional devices or consumables

	 
	If additional devices or consumables are needed for administration that are not supplied with the vaccine (for example, oral syringes) points will be deducted to reflect the additional cost to the Authority.
	10 points will be subtracted for every £1 cost for additional consumables per course of vaccine.



	F
	Programme risk 

	 
	Risks to the immunisation programme will be evaluated, in terms of a % risk to the immunisation programme (after mitigation steps have been taken). If any risk is greater than 10%, (after mitigation steps) the offer may be rejected.


	The points will be calculated as follows:

Add together the scores for criteria A, B and C, subtract G, (and if the Authority would not pay the vaccine price and / or administration costs in the event that the risk occurs, also subtract the scores for D, E and H) then multiply the total by each risk exposure score described in paragraph 9.6. 

This result will be subtracted from the subtotal / total score.

	G
	Risk mitigation costs

	 
	Any additional costs the Authority would incur to mitigate the risks identified in F above (e.g. if additional stocks are held, capital costs and possible wastage).
	10 points per £1 of estimated annual cost, divided by the number of courses of vaccine to be delivered during the initial term will be subtracted from the subtotal / total score.

	H
	Vaccine price 

	 
	For vaccine costs 10 point per £ cost.
	10 points per £1 of offered price per course will be subtracted from the subtotal / total score.

	Subtotal
	If A + B + C - D - E - F - G - H is greater than  0, the Authority considers that the offer is almost certainly cost effective. If this subtotal is less than 0 the Authority reserves the right to reject the offer. 


	Technical and commercial criteria
	Score  
	 Source

	I
	Storage cost
	

	 
	Storage of chilled vaccines is a cost to the Authority, and storage on Euro pallets is most cost effective.
	variable
	10 points per £ for the estimated total storage costs per year divided by the number of courses of vaccine to be delivered during the initial term will be subtracted from the total score.
	Information provided by offeror on pallet configuration

	J
	Shelf life on delivery
	

	 
	A long shelf life enables the Authority to respond to varying demand by holding appropriate levels of stock without increasing the risk of wastage.
	5
	If the shelf life on delivery is guaranteed to be of 30 months or more, 5 points will be awarded. If the shelf life is less than 30 months, no points will be awarded for this criterion
	Offer schedule table 2.1



	K
	Storage flexibility
	

	 
	Additional points will be awarded if data are available to demonstrate the stability of the vaccine outside of the manufacturer’s recommended storage temperature range and the SPC has been updated to reflect the increased storage temperature range. A wider storage temperature range will reduce vaccine wastage due to temperature excursions.
	0 to 20
	1.5 points will be awarded for each 12 hour period outside of the manufacturer’s recommended storage temperature chain.
	Evidence provided by offeror

	
	Total score
	
	A + B + C - D - E - F - G - H - I + J + K 


10. Costs and Expenses 


Offerors acknowledge and agree that in no circumstances shall they be entitled to claim from the Authority any costs and expenses that they may incur in preparing their offers and for avoidance of doubt this shall include where the Authority for any reason whatsoever does not select any offerors to provide the goods and/or services. 
11. AMENDMENTS TO THE INVITATION TO OFFER
11.1 At any time prior to the closing time and date for the return of offers, the Authority may modify the documents comprising the Invitation to Offer by notifying offerors of the same in writing.

11.2 The Authority may extend the closing time and date for the return of offers to allow for significant amendments made by the Authority to be fully assessed and taken into account by offerors.

12. Contract monitoring

12.1 The Authority is committed to helping improve the efficiency of contracted suppliers through sharing information on performance measurement. The criteria for measuring performance shall be agreed with the selected offerors and formally documented. It is possible that measurement criteria will develop during the term of the contract - this will also be documented following agreement with the offerors.

13. Procurement timetable

The following is the timetable for the procurement exercise and offerors shall note that these dates are indicative and are subject to change upon notice from the Authority. Offerors should also note and observe the timetable for the receipt of clarification queries under this procurement exercise as shown on the Bravo website.


	Procurement Stage
	Date

	Offers returned to CMU
	20 May 2016

	Evaluation Period
	23 May 2016-19 July 2016

	Award notification issued to offerors
	20 July 2017

	Contract commences
	1 June 2017
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