 


Pre-qualification questionnaire (“PQQ”) for a restricted tender procedure organised by the European Medicines Agency (“the Agency”)

DSE Assessments – EMA/2012/43/IS 

Important note to applicants:
Responses (one original signed paper PQQ together with supporting documents and one copy of all documents on CD-ROM) must arrive, marked as instructed above, to the address indicated above, no later than the following time and date for cases of hand delivery:
12.00 (midday) on 09 January 2013
In case of submission either by registered post or by courier service, the Agency will accept responses dispatched no later than the date indicated above; the postmark or the date of the deposit slip with the courier service serving as proof of dispatch.
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Instructions for completing responses to the PQQ
The purpose of this PQQ is to shortlist applicants for possible subsequent invitation by the Agency to submit a restricted tender in accordance with the provisions of Public Procurement legislation.
Applicants are advised that the Agency has published a “Guidebook for Tenderers” setting out its procurement procedures in detail.  Applicants are recommended to read this Guidebook before preparing a response to this PQQ. The Guidebook can be downloaded at http://www.ema.europa.eu/htms/general/admin/tenders/contracts.htm or a hard copy or e-mail copy can be made available to applicants upon request.
This PQQ sets out the exclusion and selection criteria which the Agency will apply for this restricted tender. The evaluation will be carried out by an Evaluation Committee.  
Points will be awarded for the replies to Section 6 - Professional and Technical Capacity.   The scoring system to be applied is as follows: 
	Item no. in Section 6
	Maximum points available
	Minimum score required

	6.1
	N/A
	N/A

	6.2
	10
	6

	6.3
	10
	5

	6.4
	N/A
	N/A



Questions on subcontracting are for information only and shall not be scored.  Proof of authorisation to perform the contract under national law shall not be scored but documentation must be provided.
Any applicant achieving less than the minimum score for any item will be eliminated.   A minimum of five and a maximum of eight highest ranking applicants achieving the minimum score required shall be shortlisted to submit a tender.
Otherwise for the other sections of this PQQ no scoring system will be used. 
Responses to the PQQ must be submitted in full with all requested supporting documents in accordance with the following instructions.  The Agency may reject applications not complying with these instructions.  The particular attention of applicants is drawn to the requirements for exclusion criteria where both declarations AND supporting documentation are mandatory.
If an applicant is unsure of the documents which are required, particularly for exclusion criteria, then it is strongly recommended for the applicant to contact the appointed person at the Agency for clarification, since failure to provide the correct documentation may result in elimination from the procedure.
Applicants are required to submit their response, including all supporting documents, duly signed by an authorised officer of the applicant, along with a copy of the submission on CD-ROM addressed as follows:



 (
“Response to
 DSE Assessments - EMA-2012-43-IS
”
Att
ention
:
 Kieron Markey
European Medicines Agency
, 7 Westferry Circus, 
Canary
 
Wharf
, 
London
 E14 4HB
)







Responses (one original signed paper PQQ together with supporting documents and one copy of all documents on CD-ROM) must arrive, marked as instructed above, to the address indicated above, no later than the following time and date for cases of hand delivery:
12.00 (midday) on 09 January 2013
In case of submission either by registered post or by courier service, the Agency will accept responses dispatched no later than the date indicated above; the postmark or the date of the deposit slip with the courier service serving as proof of dispatch.
Applicants are requested to note the following important points in relation to their submission:
Responses must be entered onto this template.  No other form is acceptable.
It is recommended that completed PQQs be sent by registered or recorded mail or delivered by hand.  PQQs may not be submitted by electronic mail.
Please note that in the case of delivery by hand or by courier service, the envelope should be addressed as indicated above but delivery must be made to the following address:
European Medicines Agency
1-7 Westferry Loading Bay
Ontario Way
Canary Wharf
London, E14 4HA

PQQs returned after the specified deadline will not be considered.  Applicants will be informed if their response to this PQQ has failed to meet the deadline.
To avoid confusion applicants are requested to repeat information in the event that the answer is similar to another question rather than referring to an earlier answer.
The Agency may seek evidence at a later date of confirmation of applicants’ answers.
All enquiries relating to completion of responses should be addressed, in the first instance, to:
[bookmark: Text4]Kieron Markey,email: dsetender@ema.europa.eu
The Agency will not reimburse any costs incurred by applicants in the preparation of this PQQ and any subsequent tender. Any such costs must be paid by the applicant(s).
The Agency recognises that joint applications may be submitted. In the case that a joint application is proposed, each applicant must complete the parts relating to exclusion criteria, insurance and economic and financial capacity. There is a clear reminder of this at the start of the relevant section of the PQQ.  Applicants are advised to read section 5.1 of the Guidebook for Tenderers in relation to the evaluation of joint tenders as this contains important information.
Applicants considering subcontracting are advised to read section 5.2 of the Guidebook for Tenderers in relation to the evaluation of tenders involving subcontracting as this contains important information.
This PQQ document may be requested in electronic format, but please refer to the above instructions in terms of method for submission of completed PQQs.  All documents in electronic copy should be in either Adobe Portable Document Format (.pdf) or in standard Office 2003/7 format (i.e. doc and .xls).
Applicants should make use of the checklist given in Section 8 to ensure that their PQQ is complete.
All applicants submitting a PQQ will be informed of the outcome of their submission.
Applicants should note that the Agency is unable to accept electronic signatures on documentation and that the Agency will not accept photocopies of the completed PQQ.  One original and signed paper copy together with supporting documents and one copy of all documents on CD-ROM must be submitted.  In case of discrepancy between the paper copy and the CD-ROM, the paper copy shall prevail.
In order to reduce the amount of paper submitted, the Agency requests that PQQs are presented in the following way:
always using double-sided printing;
avoiding use of unnecessary plastic folders or binders;
avoiding inclusion of attachments (brochures, booklets, general publicity material etc.) which are not requested by the Agency.
Processing a reply to the PQQ may involve the recording and processing of personal data (such as names, addresses and Curricula Vitae). Such data will be processed pursuant to Regulation (EC) No 45/2001 on the protection of individuals with regard to the processing of personal data by the European Union institutions and bodies and on the free movement of such data. Unless indicated otherwise, replies to the questions and any personal data requested are required to evaluate the PQQ in accordance with the published notice in the Official Journal of the European Union and will be processed solely for that purpose and, if necessary, for any other relevant purposes which may be specified by the Agency. You are entitled to obtain access to your personal data on request and to rectify any such data that is inaccurate or incomplete. If you have any queries concerning the processing of your personal data, you may address them to the Agency’s Data Protection Officer.  You have the right of recourse at any time to the European Data Protection Supervisor for matters relating to the processing of your personal data.
[bookmark: _Toc173132342][bookmark: _Toc251572514]
PQQ for restricted tender
Where a joint application is proposed, please present the responses to 1.1, 1.2, 1.3 and 1.4 for each member individually.
	[bookmark: _Toc251572515]Section 1: General information


	1.1 Name of applicant:
	

	1.2 Registered Business Address:
	

	
	

	
	

	
	

	Legal status:
	

	Company registration number:
	

	VAT registration number:
	

	Website address:
	

	1.3 If the applicant trades under a name, which is different from that given at 1.1. Above, please state the trading name:

	

	1.4 If the applicant has traded under any name other than those stated at 1.1. and 1.3. above in the past three years, please give details of previous trading names:

	

	1.5 Contact details
Please give details of the person within the applicant’s organisation to whom any queries relating to the answers to this PQQ should be addressed:

	Contact Name:
	

	Contact Title:
	

	Telephone Number:
	

	Address for correspondence (if different to that given in 1.2):


	

	E-mail Address:

	1.6 Contact details for any possible subsequent invitation to tender, if not the same as above:

	Contact Name:
	

	Contact Title:
	

	Telephone Number:
	

	Address for correspondence (if different to that given in 1.2):


	

	E-mail Address:
	

	1.7 Please give the name and title of the person who is authorised to sign contracts on behalf of the applicant.
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Section 2: Organisational information

	Where a joint application is proposed, please present this information for each member individually.

	2.1 Is the organisation a subsidiary of another organisation or member of a group of companies?

	
	
	
	
	
	

	Yes
	
	
	No
	
	

	
	
	
	
	
	

	Please explain below the relationship between the applicant and its ultimate holding company:

	



	2.2 If you have answered Yes to the question above please complete the details below:

	Name of holding company
	

	Registered office address
	

	
	

	
	

	Company registration number
	

	2.3 Please state whether the ultimate parent company would be prepared to guarantee the applicant’s liabilities in connection with this contract:

	
	
	
	
	
	

	Yes
	
	
	No
	
	

	

	2.4 If the applicant intends to tender jointly with a partner and has already set up, or intends to set up, a consortium or similar entity to that end, please provide details here together with any other relevant information.

	

	2.5 Please enclose details of the applicant’s organisational structure, e.g. organisation chart.

	

	2.6 Please provide details of the total number of employees employed within the applicant’s organisation.

	

	2.7 Please give the number and locations of the premises from which the applicant provides similar products and services to those required by the the Agency ( please continue on separate sheet if necessary).

	No. of offices:
	

	Addresses:
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Section 3: Exclusion criteria
Applicants must:
Make the following declaration by answering “yes” or “no” to each question. All questions must be answered. Any applicant answering “yes” to any of these questions shall be excluded automatically from participation in any subsequent tender.
Provide the supporting documents indicated in support of these answers (either Proof A, B or C or in some cases “not required” – full details of what is required are given after the declaration).
Also provide the signed and dated declaration regarding conflict of interest and serious misrepresentation provided on the following pages.
Note that for joint applicants both the exclusion criteria declarations AND supporting documents are required from each company and will be assessed individually.
Note that if the applicant has already submitted the requested documentary evidence for the purposes of another tender, and such documents were issued not more than one year ago and are still valid, the requirement for documentary evidence is waived.  However, the signed and dated declaration is still required.  In such a case the applicant must also declare on honour that the documentary evidence has already been provided and confirm that no changes in situation have occurred since then.
Note that where subcontracting is envisaged, the applicant must certify, if requested at a later stage in the procedure by the Agency, that any subcontractor is not in one of the situations of exclusion referred to in this Section 3.  The Agency may also request supporting documents.
Note that if the applicant is a legal entity, it must provide, if requested at a later stage in the procedure by the Agency, any further information on the ownership or on the management, control and power of representation of the legal entity.
Applicants should note that the Agency is unable to accept electronic signatures and that the Agency will not accept photocopies of the completed declarations.  


Declaration upon honour
The undersigned declares upon honour the following answers in relation to the company or organisation that he/she represents:
	3.1 Is the applicant insolvent (or the subject of bankruptcy proceedings if an individual) or being wound up?
Proof A or C required, see next page for further details.

	

	3.2 Is the applicant having its affairs administered by the courts?
Proof A or C required, see next page for futher details.

	

	3.3 Has the applicant entered into an arrangement with creditors?
Proof A or C required, see next page for further details.

	

	3.4 Has the applicant suspended business actitivies?
Proof A or C required, see next page for further details.

	

	3.5 Is the applicant the subject of proceedings concerning any such matters referred to in 3.1, 3.2, 3.3 or 3.,4 above or in any analogous situation arising from a similar procedure provided for in national legislation or regulations?
Proof A or C required, see next page for further details.

	

	3.6 Has the applicant been convicted of any offence (if an individual) or judgement been made against it concerning its professional conduct by a judgement which has the force of res judicata?
Proof A or C required, see next page for further details.

	

	3.7 Has the applicant been guilty of grave professional misconduct?
Proof not required.

	

	3.8 Has the applicant failed to fulfil its obligations relating to the payment of social security contributions or the payment of taxes in accordance with the legal provisions of the country in which they are established or with those of the country of the contracting authority or those of the country where the contract is to be performed?
Proof B or C required, see next page for further details.

	

	3.9 Has the applicant been the subject of a judgement which has the force of res judicata for fraud, corruption, involvement in a criminal organisation or any other illegal activity detrimental to the European Union’s financial interests?
Proof A or C required, see next page for further details.

	

	3.10 Following any other procurement procedure or grant award procedure financed by European Union budget, has the applicant been declared to be in serious breach of contract for failure to comply with their contractual obligation and is the applicant subject to any administrative penalty as a result of this?
Proof not required.

	



	Date: _________________
	Signature:
	______________________________

	
	Print name and title of signatory
	______________________________

	
	Representing:
[insert name of applicant]
	______________________________



Applicants are reminded that the Agency is unable to accept electronic signatures and that the Agency will not accept photocopies of the completed declaration.  


Mandatory supporting documentation to be provided in support of above responses:
	Proof
	Mandatory documentation required

	A
	Proof regarding situations mentioned in points 3.1, 3.2, 3.3, 3.4, 3.5, 3.6 and 3.9 in the form of a recent extract from the judicial record, or failing that, a recent equivalent document issued by a judicial or administrative authority in the country of origin or provenance showing that these requirements are satisfied. The extract(s) or equivalent documentation must be the most recent available.

	B
	The Agency will accept a recent certificate issued by the competent authority of the country concerned as satisfactory evidence that the applicant is not in the situation mentioned in the point 3.8 above. The certificate must be dated less than four months before the final date for submission of this PQQ.

	C
	Where no such certificates or documents are issued in the country concerned, they may be replaced by a sworn or a solemn statement made by the applicant before a judicial or administrative authority, a notary or a qualified professional body in the country of origin of provenance.  



Applicants are requested to note that supporting documents provided must relate to legal persons and/or natural persons including, where considered necessary by the Agency, company directors or any person with powers of representation, decision-making or control in relation to the candidate.
If an applicant has any doubt about the mandatory documentation required, it is strongly recommended that the appointed person at the Agency is contacted for clarification since failure to provide the correct documents may lead to elimination from the procedure.
Applicants should also sign and date the declaration provided on the next page.  Signature should be by either a company director or any person with powers of representation or control in relation to the applicant.  Applicants are reminded that the Agency is unable to accept electronic signatures and that the Agency will not accept photocopies of the completed declaration.



	Applicants should also sign and date the declaration below. Signature should be by either a company director or any person with powers of representation or control in relation to the applicant.
For joint applicants this declaration is required from each company and will be assessed individually.



Declaration upon honour
I hereby confirm that [insert name of applicant] does not have any conflict of interest in connection with the contract arising from economic interests, political or national affinities, family or emotional ties, or any other relevant connection or shared interest;
I confirm that the Agency will be informed, without delay, of any situation constituting a conflict of interest or which could give rise to a conflict of interest;
I confirm that no offer of any type whatsoever from which an advantage can be derived under the contract has been or will be made;
I confirm that [insert name of applicant] has not granted and will not grant, has not sought and will not seek, has not attempted and will not attempt to obtain, and has not accepted and will not accept, any advantage, financial or in kind, to or from any party whatsoever, constituting an illegal practice or involving corruption, either directly or indirectly, as an incentive or reward relating to the award of the contract.
I confirm that [insert name of applicant] is not guilty of any serious misrepresentation, either knowingly or negligently, in supplying any information required by the Agency.
I acknowledge that the Agency reserves the right to check the responses to the above information.

	Date: _________________
	Signature:
	______________________________

	
	Print name and title of signatory
	______________________________

	
	Representing:
[insert name of applicant]
	______________________________



Applicants are reminded that the Agency is unable to accept electronic signatures and that the Agency will not accept photocopies of the completed declaration.  
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	Note:
Where a joint application is proposed, please present the information for each member individually.

	4.1 Please provide details of the applicant’s insurance policies in respect of its business and those with particular relevance to this application. In particular state if the applicant holds professional risk indemnity insurance.

	Policy type
	

	Name of insurers
	

	Policy number
	

	Expiry date
	

	Brief details of the level and risks included
	




	Policy type
	

	Name of insurer
	

	Policy number
	

	Expiry date
	

	Brief details of the level and risks included
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	Requirements:
The applicant must be in a stable financial position and have the economic and financial capacity to perform the contract.
Where a joint application is proposed, please present the information for each member individually. 
The applicants are required to prove that their average annual turnover for the last three financial years is in excess of GBP 67,500. 
Evidence required
The documents or information listed below must be presented as evidence of compliance with the economic and financial capacity.  

	5.1 Please provide a copy of most recent audited accounts that cover the last three years of trading or for the period that is available if trading for less than three years.

	

	5.2 Please provide a statement of company’s turnover, Profit & Loss and cash flow position for the most recent full year of trading (or part year if full year not applicable) and an end period balance sheet, where this information is not available in audited form at 5.1 above.

	

	5.3 Where 5.2 cannot be provided, please provide a statement of the company’s cash flow forecast for the current year and a bank letter outlining the current cash and credit facility position.

	

	5.4 If the organisation is a member of a group of companies, 5.1, 5.2 and 5.3 are required for both the applicant and its ultimate holding company. Where a consortium or association is proposed, the information is requested for each member company.

	

	5.5 Please provide a brief outline of how the applicant would obtain any required funding for this contract (guarantees of performance and financial standing) – NB this is only to be provided if this has been specifically mentioned in the notice in the Official Journal of the European Union.

	

	Note:
If the applicant is not obliged to publish its Accounts under the law of the State in which it is established please supply copies of such accounting information as the applicant is willing to provide relating to the last three financial years or any period since the end of last financial year.

	5.7 Please confirm that, if awarded this contract, it would be executed by the legal entity for which the financial information is provided (i.e. the organisation and/or partnership) and would not form part of a subsidiary operation for which information has not been provided.

	
	
	
	
	
	

	Yes
	
	
	No
	
	

	





	[bookmark: _Toc251572520]Section 6: Selection criteria: professional and technical capacity

	Points will be awarded for the replies to Section 6 - Professional and Technical Capacity; the scoring system to be applied and the minimum score required are clearly stated on page 3 of this PQQ.
Requirements:
The criteria which shall be evaluated in this section are:
1. Authorisation to perform the contract under national law.
1. Relevant professional qualifications and relevant experience of assessors proposed for the Agency with a minimum of three years’ experience in providing DSE assessment services (including a minimum of one year’s experience in working with DSE assessment software). Applicants (companies or groupings of companies, with or without subcontractors) must demonstrate that they have at least three DSE assessors with the minimum required experience who have passed a DSE assessors’ course. 
1. Relevant experience in provision of DSE assessment services to comparable clients in the past three years, including experience in working with international/multicultural staff in an office environment.
1. Level of subcontracting envisaged for contract.
In order to be considered for short-listing applicants must pass each of the above criteria and achieve the minimum score required for each criterion indicated on page 3 of the PQQ. A minimum of five and a maximum of eight highest ranking applicants achieving the minimum score required will be shortlisted to submit a tender.
Evidence required:
The documents or information listed below must be presented as evidence of compliance with these selection criteria.  
To facilitate the work of the Evaluation Committee, please mark the supporting documents clearly with the applicable question number.
For joint applications the Evaluation Committee will assess the combined capacities of all members.


	6.1 Authorisation to perform the contract under national law, as evidenced by inclusion in a trade or professional register, or a sworn declaration or certificate, membership of a specific organisation, express authorisation or entry in the VAT register.

	Please attach proof.




	6.2 Proof of the educational and professional qualifications of at least three of the proposed applicant’s assessors responsible for providing the services. (Maximum points available: 10)

	Please attach proof.  If Curricula Vitae are submitted they must bear no indication of name or date of birth, only a number.  A separate list should be included showing the association between these numbers and actual names.


	6.3 A list of the principal services provided, relevant to this tender procedure, in the past three years, with the sums, dates and recipients, public or private. (Maximum points available: 10)

	Please attach list.



	6.4 An indication of the proportion of the contract which the applicant may intend to subcontract.

	






	[bookmark: _Toc251572521]Section 7: Signature and date

	I/We certify that the information provided in response to this PQQ is accurate and complete as at the date set out below.
I/We understand that the provision of false information in response to this PQQ could result in the applicant being excluded from the list of those who may be invited to tender for a contract with the Agency.
I/We undertake to inform the Agency promptly following any matter which would alter or add any of the information given in response to this PQQ.
I/We make this declaration for and on behalf of the applicant.
Please note that this declaration should be signed by a Director or Partner of the applicant or any person with powers of representation, decision-making or control in relation to the applicant.

	

	Signature:
	_____________________________________________

	Name:
	_____________________________________________

	Position:
	_____________________________________________

	Date:
	_____________________________________________

	



Please note that electronic signatures and photocopies of this declaration will not be accepted by the Agency.
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	Applicants should check and tick box that the following documents are enclosed with the completed and signed original PQQ.
Please also note that supporting documents should be marked clearly with the question number to which they apply.

	Required enclosures
	Tick box

	Copy of submission on CD-ROM
	

	Details of organisational structure
	

	Two signed and dated declaration relating to exclusion criteria and supporting documents.  Electronic signatures and photocopies of the declaration will not be accepted.
	

	Economic and financial capacity (accounts): Section 5.
	

	Proof of authorisation to perform the contract under national law (6.1)
	

	Proof of educational and professional qualifications of minimum three of the proposed applicant’s assessors (6.2)

	

	List of the principal services, relevant to this tender procedure, provided in the past three years. (6.3)

	

	Level of subcontracting envisaged for contract. (6.4)
	



	

	7 Westferry Circus ● Canary Wharf ● London E14 4HB ● United Kingdom
		An agency of the European Union  
	

	
	




		Telephone
	+44 (0)20 7418 8400
	Facsimile
	[bookmark: Z_Fax][bookmark: Foot]+44 (0)20 7418 8660  

	E-mail
	info@ema.europa.eu
	Website
	www.ema.europa.eu
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