CLARIFICATIONS NO:1 to SUPPLY TENDER DOSSIER  

EuropeAid/138318/IH/SUP/TR - Relaunch

CLARIFICATIONS NO:1 to

SUPPLY TENDER DOSSIER

	Contract Title:
	Supply of Oral Vaccination against Rabies in Turkey - Relaunch

	Publication Reference:
	EuropeAid/138318/IH/SUP/TR




Further to the requests received from the tenderers, the following clarifications are provided:

	Question 1: 

Reference is made to the Instructions to Tenderers Form, under 19.2 (page 8) following is indicated:

The tenders will be opened in public session on 08.05.2018 at 02:30 p.m. at Central Finance and Contracts Unit (CFCU) T.C. Başbakanlık Hazine Müsteşarlığı Kampüsü E Blok İnönü Bulvarı No:36 06510 Emek, Ankara / TURKEY by the committee appointed for the purpose. The committee will draw up minutes of the meeting, which will be available on request.

It is assumed the date of 08.05.2018 is not correct as in the Timetable given on page 2 of the same document.

Could you please confirm the Tender Opening Session date?

Answer 1:
Please refer the Changes No:1 to Tender Dossier.
Question 2: 
Reference is made to the Supply Contract Notice and the Special Conditions document. In the Supply Contract Notice, under 21 it is indicated the language of the procedure is in English. In the Special Conditions Document it is indicated under Article 2, the language used is English but in Article 7 it is indicated that documentation shall be in English and Turkish language both as hard copy and soft copy.

In Article 7 reference is made to Annex II + III Technical Specifications and Technical Offer. In this Annex under 1.1 the following is indicated: A copy of the certified registration dossier in a CD format (or any other kind of the storage devices) should be attached to the tender.

Could you please verify that the contents of this CD are not seen as a document to be translated?

Answers 2: 

Article 7 of the Special Condition is referring the documents to be supplied during the implementation of the contract. However the Item 1.1 of TS is referring a document to be provided during the tendering stage. Therefore, the referred CD in this Article could be presented only in English.

Question 3: 

Reference is made to the Special Conditions document, Article 9. The text says that all equipment shall have a solidly fixed and durable label containing certain information.

Could you please confirm that the Lot tendered is for supply of Rabies Vaccine Baits, which is not seen as equipment?
Answer 3: 

The equipment in this article shall be understood as packages in which the baits will be placed and delivered. Additionally, according to the same Article the Contractor shall take the necessary measures to ensure the visibility of the EU financing or co-financing. Such measures must be in accordance with the applicable rules on the visibility of external action laid down and published by the Commission. These rules are set out in the Communication and Visibility Manual for External Actions available from the EuropeAid website at https://ec.europa.eu/europeaid/funding/communication-and-visibility-manual-eu-external actions_en complemented by the visibility guideline of the EU Delegation to Turkey at 

http://www.avrupa.info.tr/en/learn-about-eu-visibility-guidelines-16 until further notice.

Question 4: 

Reference is made to the Special Conditions document, Article 13.

In this article the tasks to be executed per campaign are explained. This question relates to the cool storage of 2.5 million Rabies Vaccine Baits.

Can you confirm there is sufficient preparation on the premises of test place where the Rabies

Vaccine Baits are stored for the required period, i.e.

• Time for installation of the containers at the premises of the test place

• Conditions of the ground (Solid ground)

• Required space for the containers

• Electricity availability (high voltage power supply)

• Space for the trucks to turn on the premises

• Availability of appliances to handle the pallets with Rabies Vaccine Baits (e.g. forklift)

Answer 4: 

The Beneficiary will provide the conditions for the cold storage specified (for example, conditions of the ground, required space for the containers including their mobility, electricity availability (high voltage power supply)) within the Etlik Veterinary Control Central Research Institute site in a timely manner. The electricity consumed for the cold storage shall be determined by the electricity meter and these expenses will be met by the contractor.

Question 5: 

Reference is made to the Special Conditions document, article 13. In the figure on page 4 it is made clear that the cold chain should be ensured. In the text under 13.2 2) (page 4) of this document the following is indicated:

The cold storage room will be sealed and it will remain sealed until the start of the takeover by the Aviation Company in order for the aerial distribution. After taking of the seal, no later than 3 months, the Contractor's obligation on cold storage of that specific party will end.

To be able to guarantee the cold storage during the period in which the Contractor is responsible for this part regular controls of the containers, inclusive the inside of the containers, may need to be executed (e.g. for de-icing). This also means the sealing has to be broken to execute the standard technical maintenance of the containers.

Please clarify in brief the procedure or the protocol in place between the Contracting Authority and Contractor foreseen for technicians / representative(s) of the Contractor for monitoring the containers and the storage devices.

Answer 5: 

As stated in the question, Contractor is responsible for these regular controls of the containers, inclusive the inside of the containers.

Following the arrival of the vaccine to the Institute, for the cold storage period an additional protocol/procedure will be signed between the Contracting Authority and Contractor to follow up the activities foreseen for technicians / representative(s) of the Contractor for monitoring the containers and the storage devices.
Please refer the Changes No.1 to Tender Dossier.
Question 6: 

I

The applicant hereby kindly ask the Contracting Authority for additional information on the following issues:

- Under the section 1.2 of Annex ll+lll: Technical Specifications + Technical Offer: "Offered oral rabies vaccine virus should contain one or more stable genetic marker(s) that can be used to discriminate the vaccine strain from field rabies virus. For this reason, the name and complete genome sequences of offered vaccine strain should be attached. Only, EU or OIE or WHO reference laboratory results can be accepted."
The applicant considers that the inclusion of this requirement in the Tender Dossier is unduly beyond the rules prescribed by European Pharmacopoeia. Establishing of mandatory requirements beyond the scope of this regulation is the exclusive responsibility of European Pharmacopoeia Commission. Presumably for this reason this requirement has not been included yet in any tender dossier (Technical Specifications of a similar public procurement contract either in any IPA and IPA Il beneficiary country other than Turkey or in public procurements procedures under the national public procurement legislation in EU Member States. The applicant is convinced that this requirement is not factually justified because the subject matter of the tender contract to be implemented by the contractor/tenderer to whom the tender contract will be awarded does not include implementation of the post-vaccination assessment of the effectiveness of the vaccination programme (incl. differentiation of the vaccination strains detected in samples being tested). For the purposes of such differentiation is completely insignificant whether the complete genome sequence of offered vaccine virus strain is supported by laboratory results provided by EU, OIE or WHO reference laboratory or by other accredited expert laboratory dealing with the issue independent of the vaccine manufacturer.

The safety of the vaccine produced by the applicant has been demonstrated in accordance with the relevant requirements of European Pharmacopoeia monograph EP: O745, article Rabies Vaccine (Live, Oral) for foxes, paragraph 2-3-1., incl. following requirement: "the virus strain has one or more stable genetic markers that may be used to discriminate the vaccine strain from other rabies virus strains",

The vaccine also meets the factually related partial requirement for batch test: "3-1-2. A test is carried out to demonstrate the presence of the genetic marker." The differentiation of the vaccination strain (part of the genome) from other strains for safety reasons has been proven by nucleic acid sequencing.

The applicant points to the fact that either the European Pharmacopoeia or other relevant generally binding legislation do not contain any provisions regarding the prescribed test authority. No specific recommendations in this respect are included in relevant scientific opinions published (that are not legally binding). E.g. "The oral vaccination of foxes against rabies (Report of the Scientific Committee on Animal Health and Animal Welfare Adopted on 23 October 2002)" intended to assess the reasons for failures noted in the implementation of certain rabies control protocols and identify the corrective actions recommended to bring about the eradication of rabies, which shall allow conclusions on the most appropriate strategy to eradicate rabies as soon as possible, contains no reference to the subject of stable genetic markers and/or complete genome sequences of antirabic vaccines nor does it make any specific recommendations on determination of legitimate competent testing laboratories. Anywhere in the text, this publication does not conclude that only EU or OIE or WHO reference laboratory results can be accepted (as currently required by the Contracting Authority). On the contrary, the document explicitly assumes testing also at other levels than required by the Contracting Authority (e.g. on page 39, Section 9 - Recommendations):

"5. Serological methods to be used for quantification of the antibody response in foxes following vaccination should be standardised as recommended by the WHO and OIE. The Community Reference Laboratory should take a lead in standardising these methods. Standardised ELISA tests, which are now available, may replace serum-neutralisation tests.

6. ...Each vaccine batch should be tested and approved for titre and stability by on acknowledged quality control scheme according to OIE standards and WHO recommendations. Laboratories involved in the monitoring and evaluation of rabies programmes are advised to monitor the titre of all batches of rabies virus baits before and during release into the field.

7. The melting point of the bait casing should be above 40°C to ensure that the capsule of the vaccine is still covered if exposed to such temperatures in the field. Vaccine producers and National Laboratories should provide detailed information to the Community Reference Laboratory on the stability of baits to be used in the field. The Community Reference Laboratory should perform additional tests or trials if required."

From the applicant's view it is clear that testing in accordance with OIE standards and WHO recommendations does not necessarily mean testing by OIE or WHO reference laboratory only and that there is no factually and legally grounded reason to exclude other specialized expert laboratories (such as e.g. National Reference Laboratories for Rabies, laboratories of General European Official Medicine Control Laboratories Network at EDQM level https://www.edqm.eu/en/eeneral-eurooean-omcl-network-geon as OCABR authorities since the test/demonstration of presence of stable genetic marker in question relates to the parameter of the vaccine itself, or other expert laboratories, such as laboratories of research institutions, universities or scientific institutes).

The same conclusions can be drawn from the current publication named "update on oral vaccination of foxes and racoon dogs against rabies" adopted by 24.6.2015 by Scientific panel on Animal Health and Welfare (AHAW) and intended as updated assessment of the above specified previous Report from 2002.

Both cited scientific opinions fully agree in the recommendation that "Tetracycline is recommended by WHO as a marker of bait uptake and provides life-long marking of bones and teeth that is easily detected on post-mortem...So far, tetracycline is considered as the best long term post-mortem tissue marker and it is commonly used. ...Determination of tetracycline bait uptake provides an easy way of monitoring bait uptake and is especially useful when identifying other causes for vaccination failure."

Last but not least, it is necessary to take into account the fact that WHO Collaborating Centres and OIE Reference Laboratories primarily focus on research rather the "routine testing", as stated by Dr. Thomas Müller from the Friedrich-Loeffler-lnstitute Germany in e-mail correspondence regarding possibility of testing of antirabic vaccine samples delivered by the applicant to Greece under the current public procurement contract, available to the applicant as a supplier of the vaccine to Greece. 

Evidence of test demonstrating the presence of the genetic marker performed by any independent laboratory, for example the National Reference Laboratory for Rabies or the university laboratory or other expert laboratory should be acceptable as fully sufficient to demonstrate compliance with the requirement in question. The applicant therefore considers the alleged requirement for submission only of EU or OIE or WHO reference laboratory results as unjustified and superfluous.

The applicant therefore asks the Contracting Authority to modify the required specifications.

- Under the section 1.6 of Annex II+III: Technical specifications + Technical offer: "Experimental data should be provided showing that individual foxes offered vaccine bait successfully seroconverts (with detectable levels of rabies virus antibodies) and survive a challenge with field rabies virus. This must be supported by studies published in peer-reviewed scientific papers and/or study reports authorized by WHO rabies collaborating centres, OIE or EU reference laboratories. The determination of the seroconversion rate is required as part of the post-campaign monitoring by the EC Health & consumer Protection DG document 'The Oral Vaccination of Foxes against Rabies' (2002)."

Similarly to the previous objections, the applicant is again of the opinion that the inclusion of this requirement in the Tender Dossier is unduly beyond the rules prescribed by European pharmacopoeia and community code. The applicant believes that the efficacy requirements prescribed by European Pharmacopoeia and Community Code are fully sufficient and any additional requirements in the Tender Dossier are therefore unfounded and unnecessary.

The post-campaign monitoring cannot be performed by the manufacturer of the vaccine baits and/or by the tenderer in question. Determination of the seroconversion rate by performing of seroconversion test from blood serum of free-ranging foxes is a primary mission of National Reference Laboratories for Rabies in beneficiary countries. The manufacturer of vaccine baits is not able to Perform such monitoring in several foreign countries in which its antirabic vaccine is delivered and distributed (under IPA and IPA II tender contracts and national procurement procedures tender contract in EU Member states). lf this testing as a part of post-campaign monitoring is not performed by the National Reference Laboratories for Rabies or if these laboratories do not provide results of this monitoring to manufacturer of the vaccine baits or does not publish results of this monitoring in scientific papers, the manufacturer has no possibility to obtain results of this monitoring. The manufacturer also has no possibility to force the National Reference Laboratories to perform this monitoring or to publish the results. It follows that the compliance with this requirement in the Tender Dossier does not depend on the manufacturer of the vaccine baits.

According to the applicant's opinion, it would be more meaningful to evaluate the seroconversion after completion of the vaccination project in Turkey in question because the specific seroconversion results can be significantly influenced by specific local natural conditions, so it cannot be assumed that the seroconversion results of vaccination implemented with the same vaccine will be the same in different countries (with substantially different geographical and climatic conditions and wild animal populations etc.).

Successful seroconversion of vaccine bait can be proven by challenge test performed by the manufacturer of the vaccine or by an independent laboratory, for example the National Reference Laboratory for Rabies or by the appropriate university laboratory or it can be proven by declaration or articles (studies) published by these laboratories. The applicant therefore considers the alleged requirement for submission of studies for the seroconversion rate with experimental data from challenge test with field rabies virus published in peer-reviewed scientific papers or submission of study reports authorized by WHO rabies collaborating centres, OIE or EU reference laboratories as unjustified and superfluous.

Moreover, the applicant is fully convinced that in order to evaluate the efficacy of the vaccine and effectiveness of vaccination campaign the publicity within the professional community and similar forms of propagation and/or assessment/rating common in consumer goods are completely irrelevant in question, because of all the relevant criteria for acceptability and applicability of the vaccine are clearly defined directly in the relevant European Pharmacopoeia Monograph as generally binding essential and sufficient requirements.

The applicant therefore asks the Contacting Authority to modify the required specifications.

II

The applicant points out that under the Article 13 of the Instructions to Tenderers, the Tender Dossier should be clear enough to preclude the need for tenderers to request additional information during the procedure. The applicant is submitting the above mentioned questions in writing and kindly asks the Contracting Authority to provide appropriate additional information on Tender Dossier resp. to modify the above cited technical specifications in response to this request submitted by the applicant as a prospective tenderer.

The applicant further points to the diction of Chapter 2 (Basic rules), Section 2.6. (Terms of reference and technical specifications, page 60 of the relevant and mandatory PRAG (Practical Guide to Financial and contractual Procedures, in current version 2016.0 applicable as of 15 January 2015) mandatory for the tender procedure in question, under which:

"The terms of reference and the technical specifications must allow equal access lot candidates and tenderer and must not have the effect of creating unjustified obstacles to competitive tendering. They must be clear and non-discriminatory, and proportionate to the objective and/or the budget for the project. They specify what is required of the service, supply or work to be purchased. They also specify the minimum requirements whose non-compliance entails the rejection of the tender. The specifications include:

a) quality levels;

b) environmental and climate performance (e.g. core is token to ensure thot specifications take into consideration the latest developments on the matter);

c) for purchases intended for use by natural persons, design for all users requirements (accessibility for disabled people, environmental issues, etc. in accordance with the latest developments), excepted in duly justified cases;

d) levels of and procedures for conformity assessment, including environmental aspects;

e) performance or use of the supply;

f) safety or dimensions, including, for supplies, the soles name and user instructions, and, for all contracts, terminology, symbols, testing and test methods, packaging, marking and labelling (including environmental labelling, e-g. on energy consumption), production processes and methods.

Make the terms of reference and technical specifications clear and concise. Technical Specifications may not point to particular brands and types, and they may not limit competition by being too specific."
The applicant as the prospective tenderer is convinced that it has been adversely affected by an error or irregularity committed as part of the procurement procedure and/or that the procedure was vitiated by an maladministration because the above cited parts of the Technical Specifications in question are clearly inconsistent with the above cited requirements of PRAG, as the above cited Technical Specifications unjustifiably limit competition by being too specific, they are creating unjustified obstacles to competitive tendering, they are discriminatory and disproportionate to the objective of the tender contract subject, as specified above.

ln the applicant's opinion, the consequences of such error/irregularity/maladministration are the more serious because they concern a tender procedure for award a significant tender contract as to duration of the contract (for 3 years, i.e. 5 vaccination campaigns, which is an exceptionally long time compared to the duration of the same type of contracts in other IPA and IPA II beneficiary countries), its territorial scope (due to the size of territory of the Turkey) as well as the total estimated value of the tender contract (as a consequence of the preceding two factors), which in relation to the above raised objections, on the part of the applicant raises serious doubts as to whether EU funding for this tender project will be spent in accordance with the fundamental principles of transparency, equal treatment, impartiality, consistency, reliability etc.

The Contracting Authority as the implementing Agency is responsible for the overall budgeting, tendering, contracting, payments, accounting and financial reporting aspects of all procurement of services, supplies, works and grants in the context of EU funded programmes and under that responsibility it shall ensure that the EU rules, regulations and procedures pertaining to the procurement are adhered to and functioning.

Therefore, the applicant hereby kindly asks the Contracting Authority to take necessary appropriate measures to remedy the situation in accordance with the EU rules and regulations.

Answer 6: 

Technical specification item 1.2 clearly demonstrates the desired technical specification and according to the technical specification item 1.1, the oral vaccine should be certified and registered by the European Medicines Agency. Therefore, in addition to the European Pharmacopoeia Monograph (0746 Rabies Vaccine (Live, Oral) For Foxes and Racoon Dogs), Batch Tests of Batch productions are required. The results of the tests carried out to establish the existence of genetic markers should be accepted by the reference laboratories of the EU, OIE, WHO or any equivalent laboratory that is recognized by one of these organizations mentioned, as it is a main requirement of the Beneficiary in its operations. 

For Item 1.2, please refer the Changes No:1 to Tender Dossier.

The tenderer has to prove by any appropriate means, that the solution proposed satisfies in equivalent manner the requirements defined in the technical specifications.
In Item 1.6 of the Annex II + III Technical Specifications and Technical Offer (TS), it is stated that the Contractor should present that foxes which are well immunized and made serologically responsive by their oral vaccine products in their previous works and experimental studies regarding the survive when they challenge the field rabies viruses. In the next section of the Item 1.6 of TS, it is stated that the results of these studies should be supported by studies published in peer-reviewed scientific papers and/or study reports approved by WHO rabies cooperation centres, OIE, EU reference laboratories or any equivalent laboratory that is recognized by one of these organizations mentioned. The specification is referring the previous studies of the vaccines offered.
In the last part of the Item 1.6 of TS, it is stated that "the determination of the serological response is required as part of the post-campaign monitoring by the document  of European Commission - Health & Consumer Protection Directorate General 'The Oral Vaccination of Foxes against Rabies' (2002)".
The Monitoring of vaccination section contains detailed information on the tests that need to be performed after vaccination. For the vaccines under this contract, these tests will be performed by the National Reference Laboratory, Etlik Veterinary Control Central Research Institute.

For Item 1.6, please refer the Changes No:1 to Tender Dossier.

The tenderer has to prove by any appropriate means, that the solution proposed satisfies in equivalent manner the requirements defined in the technical specifications.
Question 7: 

Reference is made to Annex II + III, Technical Specifications + Technical Offer, 1.6. This article says the following:

Experimental data should be provided showing that individual foxes offered vaccine bait successfully seroconvert (with detectable levels of rabies virus antibodies) and survive a challenge with field rabies virus. This must be supported by studies published in peer reviewed scientific papers and/or study reports authorized by WHO rabies collaborating centres, OIE or EU reference laboratories. The determination of the seroconversion rate is required as part of the post-campaign monitoring by the document of European Commission - Health & Consumer Protection Directorate General 'The Oral Vaccination of Foxes against Rabies' (2002).

a) Which minimum requirements (namely number of animals, observation period, statistical significance of protection demonstrated etc.) as laid down by the appropriate national (e.g. USDA/APHIS/CVB) or international authorities (e.g. OIE, Pharm. Eur.) are requested to satisfy this tender specification concerning serology and efficacy?

b) In case there are no minimum quality standards requested for such studies, how is seroconversion as required indicator of successful vaccination evaluated during post-campaign monitoring of the offered product?

Answer 7: 

The offered vaccines are expected to satisfy the minimum requirements set in European European Pharmacopoeia in order to demonstrate the successfully seroconversion.  
Please refer to Answer 6 for the responsibilities of the Contractor and also Changes No:1 to TD. 
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