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Document No. 04a – Contract Specifics

NHS Framework Agreement for the supply of Lanadelumab

Offer reference number: CM/PHS/18/5570

Period of contract: 1 January 2020 to 31 December 2020 with options to extend up to a further 36 months. Total maximum framework agreement period including extensions will be no more than 48 months
Terms of the Framework and Product Specification
The framework will cover the supply of lanadelumab. The annual volume for Lanadelumab is based on an ESTIMATED volume. Please refer to the table below for relevant figures. 

	Product
	
Volume 12 months

	
Lanadelumab
	55,000 U


This framework agreement will cover England, Northern Ireland, Scotland and Wales.
The length of this framework is 12 months with options to extend up to a further 36 months. The total maximum framework agreement period including extensions will be no more than 48 months.
Any volume estimates provided to Offerors by Authority staff 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. No commitment is made by the Commercial Medicines Unit (CMU) on its own behalf or on behalf of Participating Authorities as to the volume of goods which may be purchased by Participating Authorities pursuant to the Framework Agreement.
All products where appropriate will be required to be supplied complete with appropriate diluents and devices for administration. 
Additional products to this framework will only be considered by CMU where additional products are new SKUs i.e. different presentation size or where one product replaces another i.e. new product holds the same Marketing Authorisation as the product it is replacing or it is a direct replacement. Any additional product must be price linked to the awarded product i.e. the same pro-rata price for a different vial size or an identical price where one product replaces another. CMU will not consider any additional products offered at an unrelated price to the offer price nor any “enhanced” products. For more detail on ADDITIONAL GOODS refer to Document No.03 – Framework Agreement and Terms and Conditions, Schedule 1 (section 12).
Where more than one product is awarded to a product line, the initial call-off of product will be from the framework provider ranked one.  If the product ranked one is unsuitable to meet the requirements of the patient then product from the framework provider ranked second should be called off.  If this product is also unsuitable to meet the requirements of the patient then product from the Framework Provider ranked third should be called off and so on. 
Outline
As part of this ITT Offerors are required to complete Document No. 05a - Lanadelumab - Offer Schedule.
Prices are to be submitted using Document No. 05a - Lanadelumab - Offer Schedule - Price TAB. 
Prices will be fixed for 12 months; if the framework is extended then prices may be reviewed at this point.
Offerors are required to provide their offer price(s) per unit of issue (excluding VAT) to 2 decimal places i.e. £0.11.
Offerors are required to provide the minimum annual volume per unit of issue (UOI) that can be supplied for this framework in Document No. 05a - Lanadelumab - Offer Schedule - Product Information.
CMU will monitor total sales on a monthly basis. For the purpose of this exercise sales data provided to CMU will be used. 
Award Criteria 
The award of this framework will be based on the most economically advantageous tender (MEAT). 
Award criteria for this framework are:

	Criteria
	Weighting

	Eligibility
	Pass / Fail

	Price
	60%

	Security of supply
	35%

	Ease of use 
	5%



For information of how each of the award criteria will be evaluated and scored, please see the table below and Document No. 05b - Lanadelumab - Scoring Methodology.

	
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
	1




	60%

	3. Security of Supply
	
Offerors will be evaluated on the security of supply for the product being offered:
If requested suppliers must provide evidence supporting their answer for this section

	Minimum annual volume (per UOI) that will be made available in the UK market for this framework
	Score

	>100%
	10

	>75% to 100%
	7

	>50% to 75%
	5

	>25% to 50%
	3

	<=25%
	1





	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
	3

	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
	3

	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
	3

	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
	3

	One facility at one geographic location
	1




	Is the product plasma derived or recombinant
	Score

	Plasma Derived
	1

	Recombinant
	8







	35%

	4. Ease of Use

	
Offerors will be evaluated on the licensed indication of their:

	Licensed indication
	Score

	Adults, adolescents and children
	10

	Adults and adolescents or children
	5

	Adults only
	2




Offerors will be evaluated on whether their product is licensed for self-administration:

	Product licensed for self-administration
	Score

	Yes
	10

	No
	0



Offerors will be evaluated on whether their product is administered via IV or subcutaneous:

	Product is plasma derived or recombinant
	Score

	Subcutaneous
	10

	Intravenous
	1



Offerors will be evaluated on the number of vial/syringe sizes available:

	Number of different vial / syringe sizes available
	Score

	=>3
	10

	2
	5

	1
	1


 
	5%


Eligibility
All the following are mandatory requirements of the framework and for a supplier to be awarded onto the framework the supplier MUST meet all the points listed within this mandatory requirements section.

Technical Merit/Safety
All products must have a valid UK Marketing Authorisation awarded by the MHRA or EMA applicable to all categories of products offered at the award date of the framework which is anticipated to be 1 December 2019. 
Offerors must have product available for delivery to customers at the framework go-live date which is the 1 January 2020.

Terms and Conditions
Full acceptance of the CMU terms and conditions. No legal or commercial alterations or substitutions can be proposed.
Service Levels
With effect from the commencement of the framework, the supplier will be expected to maintain a level of stock holding sufficient to meet eight weeks’ anticipated demand. The stock holding figure will be calculated using the annual volume stated within this document. The CMU will monitor monthly volumes and adjust the required stock holding figure in line with actual volumes. Any amends will be done on a quarterly basis in conjunction with the supplier. 
Where any products are supplied under this framework the period of time between the date of supply of these goods to the Participating Authority and the expiry date shown on the goods ("the shelf life") shall be not less than 12 months. Supply of any product with a shelf life less than 12 months must be agreed with the Participating Authority prior to delivery. In the event that the supplier supplies product with a shelf life of less than 12 months (or such other period as the Participating Authority must have agreed), the Supplier shall, upon request by the Participating Authority and at no cost to the Participating Authority, replace any product the Participating Authority is unable to use within the product’s remaining shelf life period.  Any replacement product must have a shelf life greater than 12 months unless otherwise agreed with the Participating Authority prior to delivery. Alternatively, CMU shall be entitled to terminate this framework agreement with immediate effect on giving written notice to the supplier.
The supplier must be responsible for ensuring security of delivery to the appropriate delivery point.
No delivery charges for standard deliveries will be accepted within this framework agreement.
The supplier must notify CMU of any disruptions to supply and of the contingency arrangements being employed to mitigate and resolve the supply restriction. Notification must be given by contacting the Specialised Pharmaceuticals team by email – specialisedpharma@dh.gsi.gov.uk
Contract Pricing
Offerors are required to submit prices in Document No. 05a - Lanadelumab - Offer Schedule - PRICE; these prices will be fixed for the framework length of 12 months, if the framework is extended then prices may be reviewed at this point. Any price reviews will be made in-line with the Framework Agreement Price Variation Clause which can be found in Document No. 03 – Framework Agreement and Terms and Conditions, Schedule 1 (section 11).  
Prices submitted must be exclusive of VAT.
General Requirements – Products, Packaging and Stock Holding
Offerors are required to provide details of their contingency arrangements with their offer i.e. details of any business continuity accreditation or procedure e.g. ISO 22301 in Document No. 05a - Lanadelumab - Offer Schedule - Additional Information. 
“Stock holding” will include product held in the UK and available for despatch within 24 hours.  To meet fluctuation in demand stocks held elsewhere may be used providing delivery is made in line with the stated delivery lead-time given in Doc No. 5a - Lanadelumab - Offer Schedule - Additional Information.
The supplier must notify CMU within 24 hours if the stock holding drops below eight weeks’ average sales.
The supplier must notify CMU within 4 hours if the stock holding drops below six weeks’ average sales.  
The supplier must notify CMU of any stock holding issues by contacting the CMU Contract Manager responsible for this framework and the Specialised Pharmaceuticals team by emailing specialisedpharma@cmu.nhs.uk
If stock levels fall below the required minimum level, suppliers are expected to take action to rectify the issue; failure to do so may lead to termination of the framework agreement with the supplier.
Where a supplier is unable to meet the delivery requirements of locally agreed contractual arrangements, the supplier shall be liable for any incurred or additional costs incurred by the customer resulting from the requirement to source a suitable product from an alternative supplier.
The supplier shall on request by CMU provide without delay certificates of analysis (including, without limitation, certificates confirming B.P, E.P. or B.P.C. conformity) in such form as CMU may reasonably require) for such products as CMU may specify.
Each party’s rights and obligations arising in connection with this order shall be suspended unless and until the contractor can demonstrate to CMU satisfaction that:
the products have a valid UK Marketing Authorisation awarded by the MHRA or EMEA applicable to all categories of the products at the award date of the framework which is anticipated to be 1 December 2019 and have product available for delivery to customers at the framework go-live date which is the 1 January 2020; and 
the goods have been supplied in accordance with current legislation and if such goods are medical devices that they are CE marked; and
should the appropriate Marketing Authorisation not have been obtained by the award date of the framework which is anticipated to be 1 December 2019 or product be unavailable for delivery to customers on 1 January 2020, CMU will disregard any offer or terminate any subsequent awarded framework and re-distribute the award accordingly.
In the event of the goods being recalled, initiated by the manufacturer of the goods, the Secretary of State for Health or the MHRA (or any such similar regulatory body), the supplier shall, without delay and at its own expense, arrange for the collection of such goods and credit the Participating Authority for any goods delivered but unused by the Participating Authority including part used packs.
Offerors are required to upload information onto PharmaQC no later than the go live date of 1 January 2020 (see Document No. 05a - Lanadelumab - Offer Schedule - Additional Information, Document No. 07a - Quality control technical sheet and Document No. 07b - Guidance for performing a risk assessment of licensed medicines for the NHS for further information). If Offerors have already supplied product information on PharmaQC it is essential the Offeror ensures the information contained on PharmaQC for their product(s) is up to date. 
Local Issues
Certain issues will need to be considered at a local level and have therefore been excluded from this framework agreement. Successful Offerors will be required to discuss and agree with individual Participating Authorities protocols on areas such as the following: 
· Training associated with the supply and use of the product by patients or healthcare professionals
· Delivery requirements, delivery notes, times, etc.
· Research and clinical trials 
· The provision of Quality Assurance / Quality Control procedures, certificates, analyses, etc.
· KPIs 
· Compliance with the appropriate Authority policies
· Home delivery of product in accordance with Participating Authority’s home delivery arrangements. From the go-live date of the framework agreement – 1 January 2020, the awarded framework prices will be the prices that apply to the product element of any Participating Authority’s home delivery arrangement.
Improving Patient Care and Lifestyle 
Successful Offerors will be required to attend regular meetings to discuss and review proposals for innovative delivery of products covered by this framework. The purpose of such meetings will be to provide an opportunity for discussion about such things as new prescribing regimes and improving patient care and lifestyle in a cost-effective way. Frequency and dates for meetings will be agreed with the successful Offerors.
Framework Monitoring including Management Information
The supplier will comply with all ad-hoc requests by CMU for management data to be provided in respect of the products supplied under this framework agreement. This information is to be provided within 10 working days for ad-hoc requests.
Offerors are required to provide a named contact in Document No. 05a - Lanadelumab - Offer Schedule - Supplier Information who will be responsible for the provision of management information. 
Management information shall be submitted electronically on a monthly basis to CMU, the information must:
be in the spreadsheet format prescribed by CMU in Document No. 04b - Lanadelumab - Management Information Schedule and Document No. 04c -Lanadelumab - Supplier Management Information Schedule – Template
data is to cover orders delivered by the manufacture only and is NOT to include deliveries made BY third parties i.e. home delivery companies
be provided to CMU within seven working days of the end of the appropriate sales month
Supplier Performance Management
CMU will continually monitor the successful suppliers’ performance for this framework during the course of the contract period, as a minimum CMU will use a supplier scorecard process which will monitor: 
· Volume of product supplied
· Quantity of stock held
· Number of complaints received in relation to number of orders received
· Receipt of monthly MI by the required date and in the required format

Each of these areas will be given a score on a monthly basis and these scores are used to get a quarterly score for the supplier. 
Suppliers are required to score above a minimum score of 80% for each area. Supplier’s scores will be discussed in supplier review meetings which will be held on a regular basis throughout the term of the framework. 
Further details on the supplier scorecard can be viewed in the Excel spreadsheet attached below.



CMU will operate a Customer Complaints procedure and all customer complaints will be recorded. This procedure will assist CMU in monitoring supplier performance, any such complaints will be taken up with the supplier and a resolution to the issue sought.
CMU will conduct review meetings with suppliers and expect successful Offerors to attend such meetings.
Individual Participating Authorities may set individual SLAs with successful Offerors to monitor supplier performance.
Successful Offerors are required to operate a customer complaints procedure and have an escalation process in place to deal with customer issues. Both the customer complaints procedure and escalation process must be provided upon request.
Successful Offerors are required to have a product recall procedure in place. The recall procedure must be provided upon request.
Participating Authorities 
The Participating Authorities in this framework agreement can be found in Document No. 04d - Lanadelumab – Purchasing Points. 
Supplementary Information 
Offerors are given the opportunity to provide additional information in Document No. 05a - Lanadelumab - Offer Schedule - Additional Information to supplement their offer. 
Such information maybe included by the CMU in the final Stakeholder Briefing Document but will NOT be scored. 
Please ensure any supplementary information is labelled clearly and is included with your offer submission. Please note due to system restrictions each attachment can be no larger than 2MB.
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Example - HAE Supplier Scorecard.xlsx
Score Explanation

				Supplier Scorecard - Weighting & Scores



				CMU Framework for Bleeding Disorders



						Weighting

				Allocated Volume (INFORMATION ONLY)

				Supply of product ius in-line with stated allocated volume		n/a



						Weighting

				Innovation (INFORMATION ONLY)

				Innovative ideas		n/a



						Weighting

		1		Management Information		27.5%

				Correct data received at the right time (by 10th of mth) 		27.5%

						Score

				Yes		3

				No		0



						Weighting

		2		Continuity of Supply		45%

				Stock held equal to 3 months supply		19.5%

						Score

				Yes		3

				No		0

				Stock outs		25.5%

						Score

				None		3

				Stock out alternative supplied		2

				Yes		0



						Weighting

		3		Customer Satisfaction		27.5%

				Complaints regarding supplier raised by Trust in relation to number of supplier orders		27.5%

						Score

				0%		3

				0-5%		2

				5-10%		1

				10%		0







SUPPLIER NAME

				Jan - Dec 2020								SUPPLIER NAME

		1		Allocated Volume  		100,000

						Q1						Q2						Q3						Q4

						Apr		May		Jun		Jul		Aug		Sep		Oct		Nov		Dec		Jan		Feb		Mar

				Target volume		8,333		8,333		8,333		8,333		8,333		8,333		8,333		8,333		8,333		8,333		8,333		8,333

				Actual Volume

				Q total target volume		25,000						25,000						25,000						25,000

				Q total actual volume		- 0						- 0						- 0						- 0

		2		Innovation		Comment

				Q1

				Q2

				Q3

				Q4

		3		Management Information		Q1						Q2						Q3						Q4

						Apr		May		Jun		Jul		Aug		Sep		Oct		Nov		Dec		Jan		Feb		Mar

				Correct data received at the right time

				Score

				Score Q		0						0						0						0

		4		Continuity of Supply		3 month stock figure						25,000		Product allocation		100,000

						Q1						Q2						Q3						Q4

						Apr		May		Jun		Jul		Aug		Sep		Oct		Nov		Dec		Jan		Feb		Mar

				Stock level

				Above 3 month 		-   25,000		-   25,000		-   25,000		-   25,000		-   25,000		-   25,000		-   25,000		-   25,000		-   25,000		-   25,000		-   25,000		-   25,000

				Score

				Score Q		- 0						- 0						- 0						- 0



				Stock out

				Score

				Score Q		- 0						- 0						- 0						- 0

		5		Customer Satisfaction		Q1						Q2						Q3						Q4

						Apr		May		Jun		Jul		Aug		Sep		Oct		Nov		Dec		Jan		Feb		Mar

				Number of complaints received		0		0		0		0		0		0		0		0		1

				Number of orders 

				Percentage		ERROR:#DIV/0!		ERROR:#DIV/0!		ERROR:#DIV/0!		ERROR:#DIV/0!		ERROR:#DIV/0!		ERROR:#DIV/0!		ERROR:#DIV/0!		ERROR:#DIV/0!		ERROR:#DIV/0!		ERROR:#DIV/0!		ERROR:#DIV/0!		ERROR:#DIV/0!

				Score

				Score Q		0						0						0						0







SUPPLIER NAME1

		SUPPLIER NAME:		SUPPLIER NAME



		Q1 - DATE:



		Evaluation 
fields		Evaluation items		0		1		2		3		Weight		Your
score		Max
Score		Comments

		Management Information 		1) Correct data received at the right time										27.5		0		83

		Continuity of Supply		2) Stock held equal to three months supply										19.5		0		59

				3) Stock out										25.5		0		77

		Customer Satisfaction		4) Complaint about supplier received										27.5		0		83

														TOTAL		0		300		Total score:

						Recommendation:										NOT APPROVED				0%



		Q2 - DATE:



		Evaluation 
fields		Evaluation items		0		1		2		3		Weight		Your
score		Max
Score		Comments

		Management Information 		1) Correct data received at the right time										27.5		0		83

		Continuity of Supply		2) Stock held equal to three months supply										19.5		0		59

				3) Stock out										25.5		0		77

		Customer Satisfaction		4) Complaint about supplier received										27.5		0		83

														TOTAL		0		300		Total score:

						Recommendation:										NOT APPROVED				0%



		Q3 - DATE:



		Evaluation 
fields		Evaluation items		0		1		2		3		Weight		Your
score		Max
Score		Comments

		Management Information 		1) Correct data received at the right time										27.5		0		83

		Continuity of Supply		2) Stock held equal to three months supply										19.5		0		59

				3) Stock out										25.5		0		77

		Customer Satisfaction		4) Complaint about supplier received										27.5		0		83

														TOTAL		0		300		Total score:

						Recommendation:										NOT APPROVED				0%



		Q4 - DATE:



		Evaluation 
fields		Evaluation items		0		1		2		3		Weight		Your
score		Max
Score		Comments

		Management Information 		1) Correct data received at the right time										27.5		0		83

		Continuity of Supply		2) Stock held equal to three months supply										19.5		0		59

				3) Stock out										25.5		0		77

		Customer Satisfaction		4) Complaint about supplier received										27.5		0		83

														TOTAL		0		300		Total score:

						Recommendation:										NOT APPROVED				0%
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SUPPLIER NAME CHART

		SUPPLIER NAME

		Q1		0%

		Q2		0%

		Q3		0%

		Q4		0%



SUPPLIER NAME

Q1	Q2	Q3	Q4	0	0	0	0	

Score



Minimum score



Chart Q1

				Score

		SUPPLIER 1		0%

		SUPPLIER 2		0%

		SUPPLIER 3		0%

		SUPPLIER 4		0%



Q1 - Score

Score	SUPPLIER 1	SUPPLIER 2	SUPPLIER 3	SUPPLIER 4	0	0	0	0	

Score






