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[bookmark: _Toc49951456][bookmark: _Ref298961738]Selection and award guideline
[bookmark: _Toc49951457]About this document
This document contains the procedure description and explanation regarding the Program of Essential Requirements and Wishes - collectively referred to as “PoEW” - and related documents & attachments/appendices for delivery, installation, furnishing, training and service & support of a Radiopharmacy LIMS (“a LIMS”). The LIMS system will be used at the Tracer Center Amsterdam (TCA) which is part of the department of Radiology and Nuclear Medicine of the Amsterdam University Medical Centers (Amsterdam UMC), location VU Medical Center (VUmc)
See also §2 (Background; Purpose & Scope and Supplier requirements)

Wherever “the system” or “the LIMS” is used in this document, the entire composite system is meant, including modules but also  accessories, instruments, and equipment that the Tenderer offers to provide in order to realize the complete functionality stated in the tender documents.

For the purpose of this tender, the Tenderer will receive the following:
• This document (Selection and Award Guidelines)
• Part I - Program of Essential Requirements and Wishes (“PoEW”) (1 tab)
• Part II - Price (fill-in table Price)
• Appendix 1 - Model Agreement for Privacy Agreements on-site and Remote Access maintenance (IN DUTCH LANGUAGE)
• Appendix 2 - Model Purchase Agreement VUmc
• Appendix 3 - "Aansluitvoorwaarden apparatuur Amsterdam UMC", version 0.95 
(IN DUTCH LANGUAGE)
This document contains the prerequisites and conditions as required by the IT department of Amsterdam UMC that all equipment being part of the solution offered by the vendor, that demand any type of computer network functionality should adhere to.	
• Appendix 4 - TCA instruments and equipment list
This document contains all the instruments and equipment the offered solution must be able to connect to, control and transfer relevant data to and from.
• General Purchasing Conditions UMC 1 Sept 2016 VUmc
• The European Single Procurement Document (ESPD). On the National Dutch level it is indicated by the abbreviation UEA. Document titled: uea_277385_20200901101845.pdf and uea_277385_20200901101845.xml, interactive document.
Since May 2019 Tenderers have to rely on national ESPD services; The Self-Declaration form has to be used and is a part of the tender documentation. With this document the Tenderer indicates that he complies with the tender requirements. 

Regarding the PoEW:

Every requirement/wish/question has a unique number.

The essential requirements are preceded by the letter E.

Wishes are preceded by the letter W.

Questions can appear in the Program of essential Requirements and Wishes (PoEW) and are preceded by the letter Q in the numbering.

Tenderer replies to all formulated essential requirements as follows:
- In column Yes/No whether the offered configuration fully meets (YES) or does not meet (NO) the stated requirement

Tenderer replies to all formulated wishes as follows:
- In column Yes/No/Partly whether the offered configuration fully meets (YES), does not meet (NO) or partly meets (PARTLY) the stated wish.

Important: It is expressly not permitted to answer YES if the requirement or wish cannot be fully or only partially met or if there are preconditions for an affirmative (yes) answer. A YES answer therefore includes, without any exception and without any preconditions  or boundary conditions of any kind, all the various aspects mentioned or listed in the formulation of the requirement or wish.

Tenderer replies for every cell in the excel document in the column Yes/No (in case of Essential Requirements) or resp. Yes/No/Partly (in case of Wishes). This is done through a drown down menu in the excel document. In some cases, Tenderer has the option to select “N/A” (not applicable) from the drop down menu.

In the case of an Essential Requirement: every (Essential) Requirement is a “knock-out”, In the sense that not being able to meet a requirement (by means of a NO answer) leads to exclusion. 

Tenderer must answer every (essential) requirement / wish / question on the basis of the currently available product version / release (which being also the version that is offered/ within this tender), unless it is explicitly specified in the description (of certain requirements / wishes) that an answer based on future developments is allowed.
By means of a YES answer, the Tenderer confirms that the functionality will be guaranteed to be available at the time of submission to the tender.
Each desired / required functionality / service that the Tenderer answers in a confirmed/positive manner (by means of a YES answer) means or entails  that the functionality or service concerned is an integral part of the submission and therefore the price, and is not offered on an optional basis
In this context, also see §1.3.16 (No scoring of optional price or functionality)

Where information is requested in the text of a requirement, wish or request (e.g. by the words “Describe” or “Specify” or by another authoritative description), the Tenderer will be obliged to provide the relevant answer/explanation in the “Explanation” column. This obligation is also indicated by the symbol “X” in the last column “Explain; Clarify; Substantiate your answer”. In this respect, a simple reference to enclosed appendices will not suffice, unless this is expressly permitted by the Contracting Authority (VUmc)

Questions: These questions are often intended to provide important explanations about the system in practice. Tenderer cannot suffice here with a reference to supplied literature or a web link. No scoring is assigned to the answer to the question, but the Tenderer is obliged to give an answer or to comply with the assignment enclosed by the question. 
The information that the Tenderer provides / submits here is to be true and correct and legally binding for the Tenderer and becomes part of the binding offer that the Tenderer makes through submission to the tender.

About terms and definitions (in this document and in the PoEW specifically):

Whenever the word “Amsterdam UMC” is used in the documents, reference is made to VUmc.

Whenever the word Requirement is stated, it is meant to refer to an Essential Requirement.

Consumables is the term used throughout this document for readability and brevity, and is defined as any material, chemical, reagent, intermediate product, excipient or active pharmaceutical ingredient either manufactured by the TCA or obtained from third parties.

An instrument is any chemical, mechanical or electrical device used to ascertain the size, amount, or degree of something. Examples include a scale to measure the mass, a piece of pH paper to determine the pH and dose calibrator to measure the activity of a radioactive substance.

Equipment is any mechanical or electrical device or an arrangement thereof to perform a particular activity or purpose. Examples include synthesis unit to perform an automated chemical procedure, a cyclotron to produce radio-isotopes, a printer to record the result of a measurement and HPLC system to perform an HPLC analysis.

Any mention of signature, sign-off, authorization, release, certification or similar wordings are to be interpreted as the registration of a change of state within the system by one or more electronic signatures. The Clarification of an electronic signature and its application and context is given in requirement(s) E-2.2.2, E-2.9.16 and E-2.9.21. 
[bookmark: _Toc49951458]Contract period

For reasons of its own, the Contracting Authority VUmc wishes to proceed on the basis of a contract period of 10 years. 

Converting and furnishing the provided services to another party for the delivery and management of critical software and licenses involves substantial risks and costs. The implementation of a new LIMS system has an enormous impact on the business operations, the (personnel) capacity and the resources of VUmc, all of which in themselves influence patient care. Moreover, not only the preparation of a tender, but also the execution & implementation involve a considerable time effort, also for the market. In addition, the learning curve of the users must also be initialized again, after another intensive training cycle. All these aspects, and the inherent limited availability of time and resources (personnel, money), and the mental repercussions on the workload and expertise of personnel, imply that a contract duration of less than 10 years has too much inherent risk of negative impact on the patient care and is therefore not  justifiable. The contracting authority is of the opinion that if it is proved suitable, the continuation of an existing relationship/contract for the longer term benefits the service provided to the primary care environment.
[bookmark: _Toc49951459] Procedure
[bookmark: _Toc49951460]General procedure description 
Tender documents can only be requested by downloading from www.tenderned.nl. All relevant tender documents, including notes of information, are published there, and all communication takes place via this platform.

After the registration/submission period has expired on October 13th, 2020 at 14.00 hrs, the registration will be closed. Entries cannot be submitted after the closing time. This is arranged automatically via the Tenderned portal. Tenders received late will be excluded from participation in the tender.

Immediately after the closing of the submission period, VUmc makes an inventory of the number of registrations received. 
[bookmark: _Toc49951461]Contact person VUmc
For questions and all other procedural matters, the Tenderer can only contact Ms. Kristine van Peteghem, Sr. Purchaser, k.vanpeteghem@amsterdamumc.nl during the entire procedure.
It is expressly not allowed to interact with persons other than Mrs. van Peteghem, except for those instances when another contact person is explicitly referred to. Failure to follow this principle can lead to exclusion.

[bookmark: _Toc49951462]Overzicht van planning/deadlines
	
	Planning 
	

	1
	Publication of tender documents
	September 3, 2020

	2
	Question round: Questions and suggestions closing date
	September 18, 2020, 14.00 hrs

	3
	Reaction VUmc ( Memorandum of Information) *
	October 2, 2020, 14.00 hrs

	4
	Closing date submissions
	October 13, 2020, 14.00 hrs

	5
	Evaluation of the system (remotely) – see PoEW; in those cases that a reference cannot be provided
	 (October 15, 2020  or October 16, 2020)

	6
	Expected date for award or rejection (start waiting period, the so-called Alcatel term) * 
	 End October/begin November 2020

	7
	End waiting period 
	20 days after step 6

	8
	intended date for signing of contract *
	November/December 2020

	9
	Intended date start contract *
	To be determined, in any case before December 31, 2020



(* planning is indicative  and no rights can be derived from it)

Important:
In the context of the situation surrounding the Corona virus, the planning may have to be changed by the Contracting Authority VUmc during the course of the tender. Tenderer is asked to take this into account.
[bookmark: _Ref370728354][bookmark: _Toc49951463]Information exchange until closing date (including memorandum/I of Information)
There is the opportunity to ask questions about this document and associated documents. A list of questions regarding substantive and procedural aspects of this tender (question round) can only be submitted in Dutch or English and only via www.tenderned.nl.
 
Each question must be completed individually. It is not the intention to combine questions. For each question you make a choice to which category the question belongs. The questions are numbered and where and insofar as they refer directly to passages in the tender documents, they follow paragraph numbers. In principle, VUmc only answers the question itself. 

The Contracting authority VUmc does not allow the Memorandum of Information(s) to be used as a platform to make extensive propositions for changes to the standard VUmc contracts for standard Purchase agreement; contract Privacy agreements on site & remote access, including the General Purchasing Conditions UMC, which are an integral part thereof. After all, the Tenderer's agreement with these contract types is part of the schedule of requirements.

Yet, the tender does offer the possibility to respond to the standard purchase agreement. On that basis, any adjustments to this contract and contract terms and conditions can then be implemented, which are then communicated via the Memorandum of Information, after which the contract including the amendments thereto are to be finally accepted by the Tenderer and will apply.

All questions are answered anonymously in one (1) Memorandum of Information. Questions must be submitted before September 18  at 14:00 hrs

In principle, all questions must be asked during this round of questions.
It is the responsibility of the Tenderer to collect the published memorandum of information on the website of Tenderned before making his submission of tender.
The Memorandum of Information is an integral part of the tender documents.
[bookmark: _Toc49951464]Immediate reporting of discrepancies and /or inaccuracies
These tender documents have been compiled with care. Should the Tenderer nevertheless encounter discrepancies, mistakes or omissions then the Tenderer must notify the contact person as soon as possible, but before September 16, 2020 at 14:00 hrs, under penalty of legal processing and forfeiture of rights.  If the Tenderer (still) believes, after taking note of a Memorandum of Information, that there are contradictions and / or inaccuracies, he must, under penalty of forfeiture of rights and forfeiture of rights, as soon as possible but no later than four calendar days before his submission to the tender involve the hospital in summary proceedings in this regard by serving a summary proceedings summons.

VUmc expects a proactive attitude from the Tenderer which contributes to the success of this tender. It is strictly not allowed to refrain from expressing any objections until after the moment at which the hospital takes decisions in the context of this tender (such as the announcement of the award decision). Objections must be expressed in accordance with the tender documents at a time when any irregularities can still be resolved (if necessary). By making a submission to the tender, the relevant tenderer explicitly consents to all aspects of this tender. The absence of questions or comments or summary proceedings in the aforementioned sense gives the hospital the confidence that the tendering procedure can be continued and that can be proceeded to receipt of the submissions to the tender. Tenderers who do not protest in time against the content of these tender documents (including the memorandi of information), or who do not initiate summary proceedings in time, forfeit the right to take legal action at a later date against alleged irregularities in the context of this tender procedure.
[bookmark: _Ref370704177][bookmark: _Ref370712383][bookmark: _Toc49951465]Requested form of the submission
- 	The submission includes all fully completed documents requested by the Contracting Authority in the form requirements as stated in §1.1.
- 	Brochures or product information about the offered system that the Tenderer wishes to make available as additional information if desired, may be supplied digitally. Note: all questions in the PoEW must be completed directly and exclusively in the excel document itself.
• 	The Tenderer must fill in relevant Excel formats of the PoEW, in accordance with the instructions in § 1.1.
• 	The Tenderer must fill in the format of the price form (VUmc Price Fill-in Table), in accordance with the instructions on that form itself. Tenderer includes the price form as a separate file in Excel format and ensures that this file is included in the offer as a separate document.
- 	It is the responsibility of the Tenderer that the (fixed) price(s) that he offers/submits actually contains all components that are necessary to realize the functionality as described in the (answered) PoEW. If parts / licenses / options / services etc. are missing, the Tenderer is nevertheless obliged to realize the total functionality for the quoted/submitted fixed price.
[bookmark: _Toc49951466]Validity of the submission and price ceiling
The offer is duly signed and valid for 12 months after the closing date of the submission.
If the price ceiling is exceeded, the submission will not be included in the award. In that case, the submission will not be processed and exclusion will follow.

There are 2 price ceilings (maximum price)

The price ceiling is 220,000 (two hundred and twenty thousand) Euro excl. VAT for the total costs related to License & investment, execution and training.

The price ceiling is 20,000 (twenty two thousand) Euro excl. VAT for the annual service and support.

Please refer to §1.3.14 and §1.3.15.
[bookmark: _Toc49951467]The relation between exclusion, selection and award
VUmc will evaluate the submissions on the basis of: 

1. Form- and other conditions.
2. The requirements as mentioned in the UEA document
2. Selection requirements that tenderers must meet. See requirement in Tenderned: Tenderer must have an experienced and well established Service and support organization. 
3. The Essential Requirements (as laid down in the PoEW) that tenderers must meet.
[bookmark: _GoBack]4. The verification of the system (See also §1.3.17) – If applicable
5. Award Criteria: Quality (Wishes as laid down in the PoEW);

VUmc firstly checks whether the submission meets the formal requirements and other conditions. VUmc then assesses the submissions against the requirements set out in the UAE document and selection requirements set for the tenderers. Failure to meet any of those requirements means exclusion from further assessment and rejection.
In a subsequent phase, the submissions are assessed on the basis of the Program of Essential Requirements. Failure to comply with an Essential Requirement from the Program of Essential Requirements and Wishes (PoEW) again means exclusion from further assessment. 
Next, the submission is submitted to the verification test, if this is the relevant case (see PoEW). Failure to meet the verification again means exclusion from further assessment and rejection.
For the remaining submissions, the award criteria determine which submission is chosen as award winning.
[bookmark: _Toc49951468]Cooperating with verification, no claim to cost compensation and reservations regarding termination 
By submitting, Tenderers declare that they are willing to cooperate with the verification of the submission at any time. Tenderers are not entitled to reimbursement of costs in the context of this tender. VUmc can stop the tender temporarily or permanently at any time. In that case, the tenderer is also not entitled to reimbursement of costs.
[bookmark: _Toc49951469]Prevalence ladder 
If contradictory provisions in different documents could lead to a difference of opinion between VUmc and participants or Tenderers, the following prevalence ladder applies:
1. Any Memorandum of Information prevail over all other parts of the tender documents, whereby the most recent Memorandum of Information prevails over previously published memorandum of Information.
2. Supplied purchase agreement including all underlying attachments; the Privacy agreements on-site and Remote Access Maintenance agreement;
3. The tender documents (including this selection and award guideline and the annexes as published on Tenderned under reference number 277385.)
[bookmark: _Toc49951470]Communication about the award decision
VUmc only provides Tenderers with information about their own submission and in a limited way about the Tenderer to whom the contract is awarded.
Because scores on price are competition-sensitive subjects, which market parties expect to be treated confidentially, VUmc does not provide any of the Tenderers with information about the prices of other Tenderers, not at the time of the award nor after the award.
[bookmark: _Toc49951471]Applicable law and  conflicts
Dutch law is applicable to this tender and the resulting agreements. In case of conflict, the judge of the Court in the Hague has jurisdiction.
[bookmark: _Ref370713590][bookmark: _Toc49951472]Weighing factors and steps in assessment
The assessment is based on an evaluation of the various criteria of the submission, coupled with various weighting percentages.

The criteria which will be weighed are applicable to the wishes (see PoEW).

Price is not taken into account. Within the set price ceilings (see §1.3.7), quality is exclusively assessed based on the criteria set out in the Wishes.

The final score is reduced to a total of 1000 points. When determining this, it is always rounded off to 1 decimal place, and it is rounded off.

In the event of equal scoring the tender will be awarded on the basis of a draw which will be  carried out independently on a neutral basis.

The relative weighing factors are the following:


	 
	Weighing
factor

	
	
	Max obtainable points
	Score on a total of 1000 points



	Wishes as described in the 
PoEW
	100%
	1. General
	
	2500
	

	
	
	2.1.A LES for the Production of Radiopharmaceuticals and Consumables
	
	500
	

	
	
	2.2. A LES for the Quality Control and Batch Certification of Radiopharmaceuticals
	
	100
	

	
	
	2.4 Inventory management
	
	1000
	

	
	
	2.6 Environmental and Microbiological Monitoring Management
	
	200
	

	
	
	2.8 Quality management system
	
	3100
	

	
	
	2.9 Regulatory Compliance Enforcement
	
	1100
	

	
	
	2.10 Customer Data Management
	
	1900
	

	
	
	2.12 Miscellaneous
	
	300
	

	
	
	3.1. Tenderer Requirements & Training
	
	600
	

	
	
	
	
	
	

	
	
	
	total
	11300
	1000

	Price (Total Cost of Ownership)
	0%
	
	
	
0

	0



[bookmark: _Toc49951473]Price construction
The submission includes a quotation (according to Price fill-in Table, see Part II - Price) that is constructed on the following basis and with the following aspects:
  
· It involves the purchase of the license (perpetual right of use) for up to 5 concurrent users
The Tenderer grants the Contracting Authority (VUmc) a non-exclusive non-cancellable (sub) user license for an indefinite period of time for the use of the Software - Which is not bound to specific workplace, specific equipment, specific VUmc location or limited to a preconceived environment - without VUmc owing additional costs to the Tenderer (See PoEW / E-3.2.2.1.1).
· A period of ten (10) years from the moment of Acceptance (in accordance with the Agreement
· Aspects: see A. to D.
· It concerns one-off & fixed costs (Aspect L, E, T) and fixed annual costs (Aspect S) (in accordance with PoEW). See description below.

The offer includes a quotation (according to Price Table, see Part II - Price) that is composed on the following basis and with the following aspects:

Price gets determined on the basis of TCO (Total Cost of Ownership) composed of :

Price TCO = price A {Aspect L + Aspect E + Aspect T} + price B {Aspect S (on the basis of 10 years, starting from the moment of Acceptance)}

Hereby applies: 

1) price A which is price {Aspect L + Aspect E + Aspect T} is maximum 220,000 Euro excl. VAT, one-off payment
2) Aspect S is maximum 20.000 Euro excl. VAT yearly
								
A. Licenses and Investment (*) (Price aspect L – see fill-in table Price)

* All costs below include call-out charges, travel and accommodation costs and other similar costs, irrespective of their designation

- License: it concerns a non-exclusive non-cancellable (sub) user license for an indefinite period of time for the use of the Software, extending to all licenses required to realize all functionality and services as stated in the PoEW:

• Regardless of specific workplace, VUmc location, equipment or preconceived environment
• for upto 5 concurrent users
• Regardless of the number of productions per year
• Regardless of the number of (device) links, including any conversion software required
• Including the costs c.q. operating costs - on the basis of the above-mentioned aspects - of third parties that the Tenderer uses for the products and/or implementation of the submission.
• Inclusive of transfer to the management organization, both technical and functional

- all other user software, hardware, (part) systems and components, Instruments, Equipment accessories and the like (such as  a scanner device and/or a label making device) that are required to realize all functionality and services as stated in the PoEW.

B. Costs related to the execution (*)(**)(Price aspect E – see fill-in table Price)

* All costs below include call-out charges, travel and accommodation costs and other similar costs, irrespective of their designation
**All costs below are applicable for all 3 environments (TAP)

· All project costs (incl. consulting fees), incl. all project- and delivery documentation
· All implementation costs (incl. consulting fees)
· All installation costs (incl. consulting fees)	
All (equipment) linking costs (incl. consulting fees) incl. ingoing and outgoing linking costs for authorization, and also HL7 configurations 
· All (acceptance) test costs: this implies all costs related to validation, including IQ/OQ,  necessary production runs and other actions to be executed in order to realize the Acceptance conform the purchase Agreement. This applies to both the ICT- as the operational Acceptance. 
· Inclusive of  transfer to the management organization, both technical and functional

C. Trainings costs (*) (Price aspect T – see fill-in table Price)

* All costs below include call-out charges, travel and accommodation costs and other similar costs, irrespective of their designation

· Incl. one (1x) basic application 1 day training for up to 6 users, on site
· Incl. two (2x) advanced application one-on-one 1 day training for the system manager and his back-up, on site
· Incl. refresh training or new user training on request by VUmc

D. Service- and support costs (*) (**) (Price aspect S – See fill-in table Price)

* All costs below include call-out charges, travel and accommodation costs and other similar costs, irrespective of their designation
** All costs below will be on a year basis 

· Incl. an (all-in) service and support contract during the whole duration of the contract: 
· Applicable to all of the system(s)/subsystems of the Tenderer or its suppliers (thus including 3rd parties)  
· Incl. all periodic support and maintenance
· Incl. online/remote access service & support costs on the basis of 24/7, if needed on-site support within 48 hrs
· Incl. all software updates
· Incl. all software upgrades within current/offered version during the whole duration of contract  and all upgrades to new versions within first 3 years of contract after acceptance
· Incl. full access to software release notes
· Incl. priority Requests for change
[bookmark: _Toc49951474]Method of  (total) scoring
Each submission will be scored on the basis of the Wishes in the  PoEW.

For each desired functionality & technique in the PoEW (the wishes in Part I), a maximum number of points can be awarded, indicated in the column 'max number of points': 100 or 500 points
These refer to the relative importance of each wish.

Very important wish: up to a maximum of 500 points
Important wish: up to a maximum of 100 points

The scoring of the wishes has a weighing factor of 100% (Part I) in the total score. See table under §1.3.13.

These points are awarded according to two different scoring methods:
NB. These are mentioned in italics for each wish, at the bottom of the statement concerned, with an explanation if necessary.

Scoring method A: binary scoring

A YES answer results in 100% of the maximum points; a NO or PARTLY answer is worth 0 points. There are no other scoring alternatives here. Either maximum points, or 0 points. Tenderer meets the desired functionality or not. There are no grades in the interpretation and scoring is done in absolute terms on the basis of a YES (= which results in a maximum number of points) or NO / PARTLY (= which results in 0 points) answer.

Scoring method B: weighted scoring 

· Complies very well / completely with the desired functionality: 100% of maximum points
· Does not comply with the desired functionality: 0% of maximum points (or score 0)
· All other variations of compliance to the desired functionality will be scored between 0 and 100% of maximum points on the basis of their weighted evaluation. 
[bookmark: _Toc49951475]No scoring of optional functionality; 
Scoring is only applied on the functionality that is an integral part of the offer/submission, thus not on functionality that is offered optionally. Desired functionality is therefore only weighed when it is an integral part of the Price and included in the Price in the Price fill-in table in Part II for the calculation of the TCO.
[bookmark: _Toc49951476][bookmark: _Ref368442753]Verification of the system through remote access demonstration (if applicable)  
See also PoEW under 3.2. Applicable only if the Tenderer cannot provide references because the system is new in its conception and had not been installed anywhere yet.

The Tenderer who meets the Essential Requirements of the PoEW (see §1.3.8) as verified by VUmc on submission of tender, will in that case and to that end be invited after the submission date to participate in an online remote access demonstration during a predetermined day and time to be selected from 2 pre-sorted dates (see below). The purpose of this demonstration is to enable users of VUmc to test , to satisfactory level, the system in a production setting organized by the Tenderer that is set up in a way that is similar and characteristic to the VUmc normal production setting.
The possible dates on which this verification setup will be held are: October 15 or 16 2020, between 14.00 hrs. and 17.00 hrs. Tenderer will commit to be available for those 2 potential date choices.

The setup is as follows:

The tenderer will provide an on-line demonstration of their system.
The setup will be demonstrated via MS Teams.
The elements of the PoEW will be leading in the demonstration, in addition VUmc might ask for additional demonstrations which will be provided on October 13 at the latest.
Goal of the on-line demonstration is to convince VUmc about the specifications of the system.
[bookmark: _Toc49951477]Verification through references
References can be requested in the context of this tender. This concerns the references via the contact persons and contact details that the Tenderer specified in the PoEW. 

[bookmark: _Toc49951478][bookmark: _Ref298431306][bookmark: _Ref298484864]Background, OBJECTIVE & scope, Supplier requirements
[bookmark: _Toc49951479]Background, objective and basic assumptions

The department of Radiology & Nuclear Medicine is, amongst others, specialized in conducting research using nuclear imaging techniques, more specifically Positron Emission Tomography (PET). Their aim is to use PET for diagnosis of disease, treatment monitoring and patient selection. Tracer Center Amsterdam develops the new PET tracers needed in the clinic for neurological diseases as well as oncology, rheumatology and cardiology. The research of TCA focusses on radiochemistry methodology development, selection of biological targets and development of new PET tracers for these targets, preclinical in vivo evaluation of new PET tracers as well as good manufacturing practice (GMP)-compliant synthesis of PET tracers.

In 2021 TCA will move into the Amsterdam UMC Imaging Center equipped with a brand new lab for TCA according to current state of the art. At the Imaging Center all imaging modalities come together and the synergy with the clinic has been  further enhanced.

The purpose of the tender is the acquisition of a digital laboratory information management system. The objective is to have this LIMS system implemented and operational by end of 2021.
[bookmark: _Toc49951480][bookmark: _Toc184555810]Project overview
At the TCA there is a need for a computerized system that is able to acquire, store, process, report and produce information and data required or generated during the processes that are currently in place for the production, certification and distribution of radiopharmaceuticals. The purpose of this system is to create a paperless environment that supports and improves the current GMP Quality Management System, elevating it to a level where it can conform to present-day standards set for quality, regulatory compliance and product safety, resulting in full traceability. The new system is to replace the current system that is constituted of a paper based work flow combined with a collection of both stand-alone and linked software solutions, mainly developed in-house within a Microsoft Office environment.
[bookmark: _Toc49951481][bookmark: _Ref365510834]Main functions and interfaces

The system is to provide the following main functions, managing the full workflow for the production of radiopharmaceuticals. Each function is followed by a short description.
1	A laboratory execution system (LES) for the production of radiopharmaceuticals and consumables.
Operators are presented with step-by-step instructions on which actions to perform and which chemicals, instruments, equipment, etc. to use for the manufacturing of radiopharmaceuticals and consumables. Every step performed, information on chemicals, instruments, equipment, etc. used, is recorded within the system.
2	A LES for the quality control and batch certification of radiopharmaceuticals.
Operators are presented with step-by-step instructions on which actions to perform and which chemicals, instruments, equipment, etc. to use for the quality control and batch certification of radiopharmaceuticals. Every step performed and information on chemicals, instruments, equipment, etc. used is recorded within the system. After quality control a certificate of analysis in generated based on the data record in the system. The certificate is made available for remote review by a qualified person. 
3	Direct and indirect capture of data generated by equipment used during the production and quality control.
Any data generated by instruments and equipment, it being the result of a measurement, the settings used by a piece of equipment, the report of a performed process or other, during the execution of the production procedure within the LES gets recorded in the system by directly interfacing with the instrument or equipment at the moment of generation. In cases where this is an absolute impossibility, data can be manually recorded in the system.
4	Inventory management
The system contains a comprehensive inventory of all compounds, chemicals, solutions (potentially) in stock by the TCA with the purpose of being used for the manufacturing of radiopharmaceuticals and consumables containing, amongst others, data on amount, release status and relevant dates. It is able to automatically and autonomously keep track of the stock levels based on the use within the procedures performed under the LES and take appropriate actions like sending notifications when stock is running low and items are about to expire.
5	Batch report generation
A report on the manufacturing of a batch of radiopharmaceutical, containing information on all materials, instruments, equipment, etc. used, results of measurements performed, reports on processes and operator involved as recorded in the system can be generated by a single mouse-click resulting in full traceability.
6	Environmental and microbiological monitoring management
During many of the processes performed extensive environmental and microbiological monitoring is performed. All samples obtained during this monitoring are managed by the system, keeping information on the samples and being able to record the results of the tests performed of the samples by an external party by processing the reports thereof.
7	Instrument management
The system contains a comprehensive inventory of all instruments and equipment (potentially) in use by the TCA for the manufacturing of radiopharmaceuticals and consumables containing, amongst others, data on its validation status, maintenance status and relevant dates. It is able to automatically and autonomously keep track of the use within the procedures performed under the LES and take appraise actions like sending notifications when an instrument is about to expire or when maintenance is due.
8	Quality management system
Users are able to manage all documents in which the processes, procedures, and responsibilities for assuring the quality of the products manufactured are established. A repository contains all documents and every read, write and print action is recorded. Versions are fully managed within the system with full document history.
9	Regulatory compliance enforcement
The system is designed and commissioned to operate in such a fashion that it complies with any regulation or standard applicable for the processes contained within the system as set forth by the relevant authorities.
10	Customer data management
The system is able to manage the recipients of radiopharmaceuticals in such a manner it is possible for a user to record and produce all data and documents required for processing orders placed by the customer, sending certificates of analysis and the dispatch of products.
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The following regulations are essential requirements and the LIMS has to comply to them:.

FDA’s 21 CFR Part 11 Electronic records: Electronic signatures
EudraLex, Volume 4, EU Guidelines for Good Manufacturing Practice for Medicinal Products for Human and Veterinary Use, Annex 11: Computerized Systems.
EudraLex, Volume 4, EU Guidelines for Good Manufacturing Practice for Medicinal Products for Human and Veterinary Use, Annex 15: Qualification and Validation
GAMP 5, A risk based approach to compliant GxP computerized systems (2008)

In addition the following regulations are involved and the LIMS should be able to facilitate working according to these regulations:
EudraLex, Volume 4, EU Guidelines for Good Manufacturing Practice for Medicinal Products for Human and Veterinary Use, Annex 13: Investigational medicinal products
EudraLex, Volume 4, EU Guidelines to Good Manufacturing Practice Medicinal Products for Human and Veterinary Use, Annex 1: Manufacture of Sterile Medicinal Products (corrected version)
Commission guideline 2013/C 343/01 on Good Distribution Practice of medicinal products for human use
Commission guideline 2015/C 95/01 on principles of Good Distribution Practice for active substances for medicinal products for human use
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Given the goals of LIMS project, it is important that the Tenderer has a proven product and demonstrable product knowledge, and has extensive experience and demonstrable expertise with regard to the technical and functional implementation and configuration of the LIMS system. 

A good service organization and high uptime is essential.

VUmc expects the implementation to take place according to a well deliberated final project plan, approved by VUmc and including a planning and mutual responsibilities amongst other. 

VUmc expects a lead time of the implementation of approximately 6 months and expect  to be supported in the implementation by the Tenderer for that entire period.
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