OFFICIAL


Document No. 02 – Terms of Offer
Project title:  Invitation to offer for NHS Framework Agreement for the supply of Recombinant Factor IX products for the treatment of Haemophilia B 
Offer reference number: CM/PHS/17/5534 
Period of framework agreement: 1st March 2019 to 28th February 2021 with options to extend up to a further 24 months.  Total maximum framework agreement including extension options will be no more than 48 months.

Terms of offer
1. The Commercial Medicines Unit
1.1
The NHS Commissioning Board (Operating Under the Name of NHS England), (‘Authority’) is conducting this procurement exercise as a central purchasing body to establish a framework agreement (the ‘Framework Agreement’) for and on behalf of the Participating Authorities with whom the suppliers appointed to the Framework Agreement (‘Successful Offerors’) will ultimately enter into contracts under the Framework Agreement for the supply of the goods and/or services. The Participating Authorities are the organisations specified in Schedule 8 (Participating Authorities) of Document No. 03 Framework Agreement and Terms and Conditions.  
1.2
The Authority will not be a party to any such subsequent contracts under the Framework Agreement. In accordance with Regulation 37 of the Public Contracts Regulations 2015, each Participating Authority is and shall remain responsible for the conduct of its award of contracts under the framework agreement, including (but not limited to) fulfilling the requirements imposed by Regulation 33 of the Public Contracts Regulations 2015 when conducting an award of contract(s) under the framework agreement. 
1.3    The Authority is not responsible or accountable for and shall have no liability whatsoever in relation to: 
            1.3.1
the conduct of Participating Authorities in relation to the framework agreement; 
1.3.2 the acts or omissions of a Participating Authority in connection with a contract between the successful Offeror and the Participating Authority entered into pursuant to the framework agreement; or 
   1.3.3   the performance or non-performance of a contract between the successful Offeror and the Participating Authority entered into pursuant to the framework agreement.
1.4
Offerors taking part in this competition consent to the terms set out in this Invitation to Offer as part of the competition process.
2. 
The framework agreement

2.1
This procurement exercise concerns the establishment of a Framework Agreement under which one or more successful Offerors will be appointed to supply goods and/or services on the terms agreed to such of the Participating Authorities as may place orders for such goods and/or services from time to time.

2.2
The Authority cannot mandate any Participating Authority to place any orders or any particular level of orders, nor can it require them to place orders with particular successful Offerors. It follows that the Authority can give no warranty that any successful Offeror will receive any business or any particular level of business under the framework agreement.

2.3
Any volume estimates provided to Offerors by Authority are statements of opinion, provided in good faith and based on past experience and market knowledge, but they should not be relied upon by Offerors in formulating their offers.
2.4
By submitting an Offer, an Offeror is deemed to acknowledge and agree that:

2.4.1
the supply of goods and/or services under any framework agreement resulting from this procurement exercise is not an exclusive arrangement; and

2.4.2
notwithstanding the establishment of any framework agreement pursuant to this procurement exercise, the Authority and/or any of the Participating Authorities may at any time purchase goods and/or services from (and/or enter into other contracts and framework agreements with) any third party that are the same as, or similar to, the goods and/or services described in the Specification (Document No.04a).
3. 
Information and confidentiality

3.1
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 (including but not limited to any claim in tort (including negligence), contract or quasi-contract, restitution or other equitable claim, breach of statutory duty, misrepresentation, judicial review or other public law remedy, or any other type of claim whatsoever) unless such information has been supplied fraudulently by the Authority. 
3.2
All information supplied to Offerors by the Authority in connection with this procurement exercise shall be regarded as confidential. By receiving information in any manner whatsoever in relation to this procurement exercise, Offerors agree to be bound by the obligation to preserve the confidentiality of all such information.
3.3 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. 

3.4 For these purposes, the Authority may disclose within Government any of the Offerors documentation or 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 (other than as required by the Freedom of Information Act 2000 or other legal obligation). 

3.5
This invitation and its accompanying documents shall remain the property of the Authority and shall be returned to the Authority on demand.
4. 
Freedom of Information Act 2000

4.1
The Freedom of Information Act 2000 (FOIA) and the Environmental Information Regulations 2004 (refer to as ‘FOIA) applies to the Authority.

4.2
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 Framework Agreement 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 NHS England freedom of information publication scheme.  Further information can be found at https://www.england.nhs.uk/contract-us/pub-scheme

4.3
In certain circumstances, and in accordance with the Code of Practice issued under section 45 of the FOIA and/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 England).

4.4
If Offerors provide any information to the Authority in connection with this procurement exercise, or with any framework agreement that may be concluded 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 is requested to 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 must indicate clearly why they think that the result of the public interest test applicable under FOIA should be that the information is exempt. This information should be listed in Document No.8 (Confidential Information Schedule). 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.
4.5
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.

4.6
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. 

4.7
The decision as to which information will be disclosed is reserved to the Authority, notwithstanding any consultation with Offerors.
5.
Right to publish – Transparency agenda
5.1
By submitting an Offer, an Offeror is deemed to acknowledge and agree 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 framework agreement 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
5.2
The Authority shall be ultimately and solely responsible for determining whether any of the content of this Invitation to Offer and any Framework Agreement that is concluded as a result of this procurement exercise is exempt from disclosure in accordance with the provisions of the FOIA. 
6. 
Samples 

6.1
Offerors will be required to submit samples of each item offered. Such samples shall be provided free of charge.
6.2
Samples should be despatched under separate cover as and when required by the Authority – as per Document No. 04a - Contract Technical Specification (Section 2).
6.3
All samples must be delivered by the tender closing date using the address label provided in Document No. 04a - Contract Technical Specification.
7. 
Prices

7.1
Prices must be stated in the offer schedules and must remain open for acceptance until 90 days from the closing date for the receipt of offers.

7.2
Prices must be firm (i.e. not subject to variation) for the duration of any framework agreement that may result from this procurement exercise subject only to any variation provisions contained in the framework agreement and documents incorporated within it. 
7.3
Prices must be quoted in sterling (GBP) and exclusive of Value Added Tax.
8. 
Offer documentation and submission
8.1 
Offers may be submitted for all goods and/or services or for selected items.

8.2 Offers must comprise:

8.2.1 the completed Response form on the BravoSolution website – found under “My Response”
8.2.2 the Offer schedule (Document No.05a)  
8.5.3 the Form of Offer (Document No. 06 to be completed on the Bravo website)
8.5.4 the Quality control technical sheet (Document No. 07a to be completed on the Bravo website)
8.5.5 the Commercially Sensitive Information Schedule, if any; 
8.5.6 a statement of prompt settlement discounts, if available;
8.5.7 details of the Offeror’s ability, if any, to trade electronically;
8.5.8 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.
8.6 The Form of offer must be approved via the Authority’s electronic tendering system by an officer duly authorised by the Offeror.

8.7 The Form of Offer and other documents referred to in paragraph 8.5 above must be completed in full.  Any offer may be rejected which -

8.7.1
contains gaps, omissions or obvious errors; or
8.7.2
is received after the closing time and date for the receipt of offers.
8.8 For clarification in completing the offer documentation, or commercial and/or technical queries please send a message via the Bravosolution messaging portal: https://nhsengland.bravosolution.co.uk/web/login.html. 
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. If you are concerned that your query and/or the response to it may disclose confidential information or information which is commercially damaging to you, then you may submit the query marked "Confidential" and setting out clearly the reasons why you believe that the query and/or the response are or will be confidential or commercially damaging. The Authority will consider your request and make its decision at its sole discretion. If the Authority determines that the query or response should not be disclosed to other Offerors, it will answer your query and not disclose it or the response (as appropriate) to the other Offerors. If the Authority determines that the query and/or the response should be disclosed to other Offerors, it will give you the chance either to withdraw your query or have it answered. If the latter, then the Authority will disclose the query and the response to all other Offerors.


8.9 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 hours on 11th December 2018 
9. The Authority’s Rights
9.1
The Authority reserves the right to:

9.1.1
waive or change the requirements of this Invitation to Offer from time to time without prior (or any) notice being given by the Authority;

9.1.2      seek clarification or documents in respect of an Offeror's submission;

9.1.3
disqualify any Offeror that does not submit a compliant Offer in accordance with the instructions in this Invitation to Offer;

9.1.4
disqualify any Offeror that is guilty of serious misrepresentation in relation to its Offer or the procurement process;

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

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

9.1.7 choose not to award any framework agreement as a result of the procurement process for any reason; 
9.1.8 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 
9.1.9 at any time terminate the procurement process for any reason.

10.
Warnings and disclaimers

10.1
While the information contained in this Invitation to Offer is believed to be correct at the time of issue, neither the Authority, its employees or advisors, nor any participating authority accept any liability for its accuracy, adequacy or completeness, nor will any express or implied warranty be given. This exclusion extends to liability in relation to any statement, opinion or conclusion contained in or any omission from this Invitation to Offer and in respect of any other written or oral communication transmitted (or otherwise made available) to any Offeror. This exclusion does not extend to any fraudulent misrepresentation made by or on behalf of the Authority.

10.2
If an Offeror proposes to enter into a framework agreement with the Authority, it must rely on its own enquiries and on the terms and conditions set out in the Framework Agreement(s) (as and when finally executed), subject to the limitations and restrictions specified in it.

10.3
Neither the issue of this Invitation to Offer, nor any of the information presented in it, should be regarded as an offer, commitment or representation on the part of the Authority (or any other person) to enter into a contractual arrangement.
11. Contract award criteria, scoring methodology and award threshold
11.1
Award Criteria 
11.1.1
Any framework agreement awarded as a result of this procurement shall be awarded on the basis of the offer that is the most economically advantageous to the Authority (MEAT) in accordance with this Invitation to Offer. The MEAT award criteria (described at paragraph 11.1.3 below) shall be applied in relation to each Product as outlined in this Invitation to Offer. 

11.1.2
An award(s) shall be made in accordance with:

(a) the award criteria described at paragraph 11.1.3 below; 

(b) the scoring methodology described at paragraph 11.2 below; 
11.1.3
The award criteria are as follows:
	Criteria
	Weighting

	Eligibility
	Pass / Fail

	Price
	80%

	Security of supply
	5%

	Ease of use 
	15%


11.2 Scoring Methodology
11.2.1 The table below provides information on how each of the award criteria will be evaluated and scored 
	Award Criteria


	Description
	Weighting

	1. Eligibility
	Mandatory Requirements of Framework:

· Technical merit/safety

· Terms and conditions

· Service levels


	Pass or Fail

	2. Price
	The lowest price will score a maximum of 10 with the following price brackets being scored as follows:

Score

Offer price more than 0.0001% higher and equal to/less than 5% higher

9

Offer price more than 5.0001% higher and equal to/less than 10% higher

8

Offer price more than 10.0001% higher and equal to/less than 15% higher

7

Offer price more than 15.0001% higher and equal to/less than 20% higher

6

Offer price more than 20.0001% higher and equal to/less than 25% higher

5

Offer price more than 25.0001% higher and equal to/less than 30% higher

4

Offer price more than 30.0001% higher and equal to/less than 35% higher

3

Offer price more than 35.0001% higher and equal to/less than 40% higher

2

Offer price more than 40.0001% higher than lowest offer price

1

No bid 

0


	80%

	3. Security of Supply
	Offerors will be evaluated on the capacity of supply for the product being offered:

If requested suppliers must provide evidence supporting their answer for this section

Drug substance manufacture (preparation of substances to be used in the manufacture of the final drug)
Score
Multiple geographic locations with facilities
5
Two geographic locations with facilities
4
One geographic location with two or more facilities
2
One facility at one geographic location
1
Production of drug (the manufacture of the final drug)
Score
Multiple geographic locations with facilities
5
Two geographic locations with facilities
4
One geographic location with two or more facilities
2
One facility at one geographic location
1
Packaging and labelling (enclosing and labelling products for distribution, storage, sale and safe use)
Score
Multiple geographic locations with facilities
5
Two geographic locations with facilities
4
One geographic location with two or more facilities
2
One facility at one geographic location
1
Stock holding facility/warehouse (facility for storing finished product which is ready for distribution to end user)
Score
Multiple geographic locations with facilities
5
Two geographic locations with facilities
4
One geographic location with two or more facilities
2
One facility at one geographic location
1

	5%


	4. Ease of Use
	Under ease of use offerors will be evaluated on the following:

Does ancillary pack allow for sterile administrations via portacath with a syringe which is 10ml or greater?

Score

Yes

4

No

0

Does ancillary pack allow for administration of multiple vials with one syringe?

Score

Yes

2

No but extra syringe can be provided

1

No

0

Is there an option to add an ancillary pack to the purchase order without packs automatically being supplied?

Score

Yes

4

No

0

Does packaging contain bar-code?

Score

Yes

5

No

0

How environmentally friendly is packaging i.e. amount of packaging, plastic v cardboard, bulkiness of packaging?

Score

Least amount of waste all of which is recyclable
8

Bulky waste which includes all recyclable material
5

Bulky waste which includes some non-recycling material
2
Bulky waste which includes all non-recycling material
0
How many steps are required to prepare product for administration?

FOR EXAMPLE: 1-open box / 2-take individual components out of box / 3-taking bottle tops off / 4-open the swabs / 5-clean the top(s) / 6-taking off the syringe lid / 7-screw the pre-filled syringe plunger into barrel of syringe device (if applicable) OR connect water and factor devices / 8-fit syringe into transfer device / 9-draw factor into syringe / 10-remove factor vial / 11-open butterfly needle / 12-remove needle cap / 13-put needle on syringe / 14-remove needle sheath
Score

Least steps
10

Second least number of steps 
9

Third least number of steps
8
Fourth least number of steps
7
Fifth least number of steps

6

Sixth least number of steps

5

Seventh least number of steps

4

Eighth least number of steps

3

Ninth least number of steps

2

Tenth least number of steps

1

Most number of steps

0

How easily can a 750 IU dose be prepared and infused

Score

Very Easy

4

Easy

3

Difficult

1

Very Difficult

0

Diluent volume supplied with 250 - 1000 IU vial

Score

<3ml

7

3-4ml

5

5ml

3

>5ml

1

Diluent volume supplied with 1500 - 3000 IU vial

Score

<3ml

7

3-4ml

5

5ml

3

>5ml

1

Can unconstituted product be stored at room temperature?

Score

Yes

5

No

0

How long can unconstituted product be stored at room temperature?

Score

>12 months

5

9-12 months

4

6-9 months

3

3-6 months

2

<3 months

1

No room temp storage

0

Age range of license indication

Score

> 12 years only

3

2 – 12 years

> 12 years

6

< 2 years

2 – 12 years

> 12 years

10

Total number of infusions required per week per adult with severe Haemophilia B as per SmPC

Score

Once or less per week
10
1 – 2 per week
7
2 – 3 per week
5
More than three times a week
1
Number of vials available:

Vial size (IU)

Score

Total no. of vials

Score

250

2

6

2

500

2

5

2

1000

1

4

1

1500

1

3

1

2000

1

2

1

3000

1

1

1


	15%


11.2.2 Awards

Offers will be evaluated by the CMU against the award criteria set out in paragraph 11.1 and the scoring methodology set out at paragraph 11.2. 

11.3
Evaluation Panel


CMU will provide summaries of offers, analyses and appropriate reports to the stakeholder procurement group which comprises of clinicians, patient representatives and commissioners.  A meeting of the stakeholder procurement group will then be held.  At the meeting the procurement group will review all tender submissions applying the award criteria and award methodology and on that basis recommend a provisional contract award.

11.4
Final Decision to Award 

11.4.1
Following evaluation of Offers in accordance with the evaluation process set out in this Invitation to Offer, the Offeror(s) who offer a compliant bid shall be awarded onto the framework agreement. 
11.4.2
Awards will be based on the most economically advantageous tender. For further details refer to Document No. 04a (Contract Technical Specification). 
11.4.3
Once the Authority has decided to make an award of a Framework Agreement the Authority will inform the successful Offeror, along with all other tenderers via the bravosolutions eTendering Portal of its intention to award a Framework Agreement and will allow a 10-day standstill period in accordance with Regulations 86 and 87 of the Public Contracts Regulations 2015.

11.4.4
Should the successful Offeror decline to accept award onto the framework agreement  then, subject to the scoring methodology outlined at paragraph 11.2, the ranking of the awarded bids will be realigned accordingly. 

11.4.5
At any time following a standstill period of ten days, subject always to paragraph 9 above (and subject to there being no substantive challenge to that intention), a framework agreement shall be formally awarded, subject to contract, to the successful Offeror(s).

12 E-auctions 

This tender will not include an electronic reverse auction stage. 

13 Contract monitoring

Refer to Document No. 04a (Contract Technical Specification)

14 Costs and expenses

The Authority will not be liable for any bid costs, expenditure, work or effort incurred by any Offeror in proceeding with or participating in this procurement, including if the procurement process is terminated or amended by the Authority.

15 Amendments to Invitation to offer 

15.1
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.

15.2 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.

16 Procurement exercise timetable

The following is the anticipated timetable for the procurement exercise and Offerors should 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.
	Tender Stage
	Date

	Tender Documents Returned to CMU via Bravo
	11 December 2018

	Evaluation Period
	December / January 

	Award notification issued to Offerors
	January 2019

	Agreement Commences
	1 March 2019
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