




Evaluation Services of an application of a Biocidal Product and draft Assessment Report of an active substance in accordance with Regulation (EU) No 528/2012 as implemented in Malta through Legal Notice 230 of 2025
The Malta Competition and Consumer Affairs Authority (MCCAA) is the Competent Authority responsible for regulation of biocidal products and their active substances, which are required to be authorised by the Competent Authority prior to their placing on the market. 
As per Regulation (EU) No 528/2012:
· A biocidal product is defined as:
· “any substance or mixture, in the form in which it is supplied to the user, consisting of, containing or generating one or more active substances, with the intention of destroying, deterring, rendering harmless, preventing the action of, or otherwise exerting a controlling effect on, any harmful organism by any means other than mere physical or mechanical action”; 
· “any substance or mixture, generated from substances or mixtures which do not themselves fall under the first indent, to be used with the intention of destroying, deterring, rendering harmless, preventing the action of, or otherwise exerting a controlling effect on, any harmful organism by any means other than mere physical or mechanical action.”
· An active substance is defined as “a substance or a micro-organism that has an action on or against harmful organisms.”

Malta Competition and Consumer Affairs Authority 
National Road, Blata l-Bajda ĦMR 9010 
+365 2395 2000 

mccaa.org.mt

DUTIES AND RESPONSIBILITES
General Responsibilities
Interested Parties are expected to satisfy the following mandatory requirements: 
The Parties must have at least five (5) years of proven experience in the provision of evaluation services of a dossier, for one of the Competent Authorities responsible of evaluations of biocidal products and their active substances in any Member State of the EU, for the authorisation to place on the market biocidal products  and active substances, as required by Regulation (EU) No 528/2012; Experience in the evaluation of plant protection products and their active substances as required by Regulation (EC) No 1107/2009 can also be considered with respect to experience concerning product-types 14-20, as long as the interested Parties have a minimum of two (2) years proven experience in biocidal products and a minimum of three (3) years in plant protection products;
The Parties entrusted with handling the evaluation must be available for contact at all times during weekdays and must be available to attend regular meetings with the MCCAA, applicants, the European Chemicals Agency (ECHA) and European Institutions as necessary; 
The MCCAA is involved in ongoing works and informed of ongoing progress at all times.
Biocidal Products Authorisations
1. For New National Authorisations the following deadlines have to be adhered to: 
Evaluate application and recommend to the MCCAA if this is considered as valid or whether it considers that the application is incomplete within 20 days from the date of notification by the MCCAA. In the latter case, the MCCAA should be informed as to what additional information is required for the validation of the application, in which case, the recommendation must reach the MCCAA within 110 days if additional information in relation with the applications is requested from the applicant.
Prepare a draft Assessment report and forward to the MCCAA within 290 days, or 470 days if additional information is requested, from the validation of an application in accordance with Article 29 of Regulation (EU) No 528/2012, and recommend whether an authorisation can be granted in accordance with Article 19 of the same Regulation. During the evaluation, account shall be taken of the results of the comparative assessment carried out in accordance with Article 23, if applicable. 

Review comments received by the applicant, and forward a final Assessment Report to the MCCAA, taking into account the comments received within 30 days from the date of notification by the MCCAA. The final Assessment Report shall include a recommendation on whether an authorisation can be granted.
For Renewal of National Authorisations the following deadlines have to be adhered to: 
On the basis of an assessment of the available information and the need to review the conclusions of the initial evaluation of the application for authorisation or, as appropriate, the previous renewal, evaluate, within 20 days from the date of notification by the MCCAA, and in the light of current scientific knowledge, recommend whether a full evaluation of the application for renewal is necessary, taking into account all product-types for which renewal is requested.
Where it is decided, following consultation with the parties, that a full evaluation of the application is necessary, the evaluation shall be carried out as follows:
0. Compile a draft Assessment Report and forward to the MCCAA within 290 days, or 470 days if additional information is requested, from the validation of an application in accordance with Article 29 of Regulation (EU) No 528/2012, and recommend whether an authorisation can be granted in accordance with Article 19 of the same Regulation. During the evaluation, account shall be taken of the results of the comparative assessment carried out in accordance with Article 23, if applicable. 
0. Review comments received by the applicant, and forward a final Assessment Report to the MCCAA, taking into account the comments received within 30 days from the date of notification by the MCCAA. The final Assessment Report shall include a recommendation on whether an authorisation can be granted.
Where it is decided, following consultation with the parties, that a full evaluation of the application is not necessary, a recommendation on the renewal of the authorisation shall be forwarded to the MCCAA, within 160 days from the date of notification by the MCCAA.
For Simplified Authorisation Procedures the following deadlines have to be adhered to:
Prepare a draft Assessment report and forward to the MCCAA within 80 days, or 170 days if additional information is requested, from the date of notification by the MCCAA. The draft Assessment Report shall include a recommendation on 

whether the biocidal product satisfies the conditions laid down in Article 25 of Regulation (EU) No 528/2012, and whether an authorisation can be granted. 

For New Union Authorisations the following deadlines have to be adhered to:
Evaluate application and recommend to the MCCAA if this is considered as valid or whether it considers that the application is incomplete. In the latter case, the MCCAA should be informed as to what additional information is required for the validation of the application. Validation of application shall be carried out within 20 days from the date of notification by the MCCAA or within 110 days if additional information is requested.
Prepare a draft Assessment report and forward to the MCCAA within 290 days, or 470 days if additional information is requested, from the validation of an application in accordance with Article 43 of Regulation (EU) No 528/2012, including where relevant, any proposal to adapt data requirements submitted in accordance with Article 21(2) of the same Regulation. 
Review comments received by the applicant, and forward a final Assessment Report to the MCCAA, taking into account the comments received within 30 days from the date of notification by the MCCAA. The final Assessment Report shall include a recommendation on whether an authorisation can be granted.
For Renewal of Union Authorisation the following deadlines have to be adhered to:
In accordance with Article 46, on the basis of an assessment of the available information and the need to review the conclusions of the initial evaluation of the application for Union authorisation or, as appropriate, the previous renewal, evaluate, within 20 days from the date of notification by the MCCAA, and in the light of current scientific knowledge, recommend whether a full evaluation of the application for renewal is necessary. 
Where it is decided, following consultation with the parties, that a full evaluation of the application is necessary, the evaluation shall be carried out as follows: 
0. Forward a draft Assessment report to the MCCAA within 290 days, or 470 days if additional information is requested, from the date of decision that a full evaluation of the application is necessary, including where relevant, any proposal to adapt data requirements submitted in accordance with Article 21(2) of the same Regulation. 
0. 

0. Review comments received by the applicant, and forward a final Assessment Report to the MCCAA, taking into account the comments received within 30 days from the date of notification by the MCCAA. The final Assessment Report shall include a recommendation on whether an authorisation can be granted.
Where it is decided, following consultation with the parties, that a full evaluation of the application is not necessary, a recommendation on the renewal of the authorisation shall be forwarded to the MCCAA, within 160 days from the date of notification.
Active Substances
1. For Approval of an Active Substance the following deadlines have to be adhered to:
Evaluate whether application contains the elements required in accordance with points (a) and (b) and, where relevant, point (c) of Article 6(1) of Regulation (EU) No 528/2012, and any justifications for the adaptation of data requirements, and recommend to the MCCAA if this is considered valid. Where it is considered that the application is incomplete, the MCCAA should be informed as to what additional information is required for the validation of the application. Validation of application shall be carried out within 20 days from the date of notification by the MCCAA or within 110 days if additional information is requested. 
Prepare a draft Assessment report and forward to the MCCAA within 290 days, or 470 days if additional information is requested, from the validation of an application. Evaluation shall be carried out in accordance with Articles 4 and 5, including where relevant, any proposal to adapt data requirements submitted in accordance with Article 6(3) of Regulation (EU) No 528/2012. 
Review comments received by the applicant, and forward a final Assessment Report to the MCCAA, taking into account the comments received within 30 days from the date the MCCAA provides the comments received. The final Assessment Report shall include a recommendation on whether an approval can be granted.
Where it is considered that there are concerns for human health, animal health or the environment as a result of the cumulative effects from the use of biocidal products containing the same or different active substances, documentation of concerns in accordance with the requirements of the relevant parts of Section II.3 of Annex XV to Regulation (EC) No 1907/2006 shall be prepared and included as part of the conclusions.

For Renewal of an Active Substance the following deadlines have to be adhered to: 
On the basis of an assessment of the available information and the need to review the conclusions of the initial evaluation of the application for approval or, as appropriate, the previous renewal, within 80 days from the date of notification by the MCCAA, recommend whether, in the light of current scientific knowledge, a full evaluation of the application for renewal is necessary, taking into account all product-types for which renewal is requested.
Where it is decided, following consultation with the parties, that a full evaluation of the application is necessary, the evaluation shall be carried out as follows: 
1. Prepare a draft Assessment report and forward to the MCCAA within 290 days, or 470 days if additional information is requested, from the validation of an application. Evaluation shall be carried out in accordance with Articles 4 and 5 of Regulation (EU) No 528/2012, including where relevant, any proposal to adapt data requirements submitted in accordance with Article 6(3) of the same Regulation. 
1. Review comments received by applicant, and forward a final Assessment Report to the MCCAA, taking into account the comments received within 30 days from the date the MCCAA provides the comments received. The final Assessment Report shall include a recommendation on whether an approval can be granted.
1. Where it is considered that there are concerns for human health, animal health or the environment as a result of the cumulative effects from the use of biocidal products containing the same or different active substances, documentation of concerns in accordance with the requirements of the relevant parts of Section II.3 of Annex XV to Regulation (EC) No 1907/2006 shall be prepared and included as part of the conclusions.
Where it is decided, following consultation with the parties, that a full evaluation of the application is not necessary, a recommendation on the renewal of the approval of the active substance shall be forwarded to the MCCAA, within 160 days from the date of notification by the MCCAA.
For the Inclusion of Active Substance in Annex I in line with Commission Implementing Regulation (EU) No 88/2014:
Evaluate whether there is evidence that the substance does not give rise to concern in accordance with Article 28(2) of Regulation (EU) No 528/2012 and, where 

relevant, to which restrictions its use should be subject to. It shall send an assessment report and the conclusions of its evaluation to ECHA which is set up under Regulation (EC) No 1907/2006 of the European Parliament and of the Council.
Where the application concerns inclusion in category 1, 2, 3, 4 or 5 of Annex I to Regulation (EU) No 528/2012, the assessment report and the conclusions shall be submitted within 170 days of the payment of the fees referred to in the third subparagraph of Article 7(3) of that Regulation. 
Where the application concerns inclusion in category 6 of Annex I to Regulation (EU) No 528/2012, the assessment report and the conclusions shall be submitted within 355 days, or 535 days when a suspension of the evaluation is necessary to request further data to the applicant, from validation of that application including a 30-day commenting period, as well as taking due account of these comments when finalising the evaluation.
Where it appears that additional information is necessary to carry out the evaluation, the MCCAA shall request that the applicant submits such information within a specified time limit and shall inform ECHA accordingly.
TECHNICAL CAPACITY
The Parties shall submit details with the following minimum requirements:
1. A list of principal services in connection with evaluations according to Regulation (EU) No 528/2012. 
1. A list of the key experts and other staff proposed for the execution of the contract, together with their relevant Curriculum Vitae (CV). The CVs shall include information on the relevant experience mentioned in point (2) (b) (iv) and their ability to communicate in English.
The successful Parties shall meet the following minimum requirements:
1. Demonstrate adequate knowledge on evaluation of substances of biocidal products and Active Ingredients in line with requirements laid down in Regulation (EU) No 528/2012.
	Be able to communicate in English.

Experience in co-ordinating and implementing projects of comparable nature. Evidence should be included in the CV which is to be submitted together with the offer.
	Have available experts to evaluate the different sections of the dossier. The pool of experts should have at least five (5) years of proven experience in the provision of evaluation services for the authorisation and approval to place on the market biocidal products and an active substance as defined above, in accordance with Regulation (EU) No 528/2012, for a Competent Authority responsible for such authorisations and approvals in any Member State of the European Union and be able to communicate in English language. Experience in the evaluation of plant protection products and their active substances as required by Regulation (EC) No 1107/2009 can also be considered with respect to experience concerning product types 14-20, as long as the interested Parties have a minimum of two (2) years proven experience in biocidal products and a minimum of three (3) years in plant protection products. The following criteria should also be satisfied:
4. Key expert 1: Should cover the Physical - Chemical area in the dossier. The expert must be in possession of at least a degree or equivalent (MQF/EQF Level 6) in Chemistry or in a relevant subject. The expert shall provide evidence of practical experience directly related to the evaluation of physical-chemical properties of active substances/biocidal products.
4. Key expert 2: Should cover the Eco-toxicology area in the dossier. The expert must be in possession of at least a degree or equivalent (MQF/EQF Level 6) in Eco-Toxicology or in a relevant subject. The expert shall provide evidence of practical experience directly related to the evaluation of eco-toxicological properties of active substances/biocidal products.
4. Key expert 3: Should cover the Mammalian toxicology area in the dossier. The expert should be in possession of at least a degree or equivalent (MQF/EQF Level 6) in Toxicology or in a relevant subject. The expert shall provide evidence of practical experience directly related to the evaluation of mammalian toxicology properties of active substances/biocidal products.
4. Key expert 4: Should cover the Classification area in the dossier. The expert must be in possession of at least a degree or equivalent (MQF/EQF Level 6) in Chemistry or in a relevant subject. The expert shall provide evidence of practical experience directly related to the evaluation of classification and labelling issues of active substances/biocidal products.
4. Key expert 5: Should cover the Residues section in the dossier. The expert must be in possession of at least a degree or equivalent (MQF/EQF Level 6) in Chemistry or Biology or in a relevant subject. The expert shall provide evidence of practical experience directly related to the evaluation of residual issues of active substances/biocidal products.
4. Key expert 6: Should cover the Environmental fate section in the dossier. The expert must be in possession of at least a degree or equivalent (MQF/EQF Level 6) in Chemistry or Biology or in a relevant subject. The expert shall provide evidence of practical experience directly related to the evaluation of environmental fate of active substances/biocidal products.
4. Key expert 7: Should cover the Efficacy section in the dossier. The expert must be in possession of at least a degree or equivalent (MQF/EQF Level 6) in Agricultural sciences or in a relevant subject. The expert shall provide evidence of practical experience directly related to the evaluation of efficacy of active substances/biocidal products.


TWO-PHASE SELECTION PROCEDURE
The selection process is conducted in two phases designed to ensure fairness, transparency, and the effective management of available capacity.
1. 
2. 
Phase 1 – Administrative Review and Registration
Submission of Application
Interested Parties must submit the prescribed application form in line with the submission guidelines, together with all mandatory supporting documentation and declarations.
Acknowledgement of Receipt
Upon submission, the MCCAA will issue an acknowledgement confirming that the expression of interest has been registered.
Administrative Completeness Check
The MCCAA will review the application to verify that it is complete, correctly structured, and accompanied by all required evidence. Interested Parties may be contacted to provide clarifications or missing information as necessary.
Capacity and Queue Management
If the existing number of evaluation service providers already meets the required regulatory or operational threshold, the application will be placed in a capacity queue.
Applications in this queue remain valid and will be assessed strictly in order of receipt as capacity becomes available. Interested Parties will be informed when their assessment is scheduled to proceed.
Phase 2 – Technical and Competence Assessment
Initiation of Assessment
When capacity allows, the MCCAA will initiate Phase 2 of the procedure. This includes a detailed assessment of the interested Party’s submission, and compliance with the applicable regulatory requirements. Additional information or clarifications may be requested.
Final Decision and Notification
Once all assessment steps are completed, the MCCAA will issue a written decision confirming whether the interested Party has been accepted or not. All interested Parties will be informed accordingly.



TERMS AND CONDITIONS
3. 
Payment Terms
Payments are proposed to be effected in the following manner: 
Thirty per centum (30%) of the contract value shall be settled by the MCCAA within thirty (30) working days of the contract’s signature, upon presentation of an invoice; and
The remaining seventy per centum (70%) of the contract value shall be paid upon completion of the service, following written approval by the MCCAA, and shall be settled within thirty (30) working days upon presentation of an invoice. 
Penalties
Should there be a delay in completion of the analysis and the delivery of the results to the MCCAA, due to a direct responsibility of the Party, as the case may be, a penalty of two per centum (2%) of the contract sum for the first week of delay and of five per centum (5%) of the contract sum for the second week, followed by two per centum (2%) of the contract sum per calendar day every day as from the third week onwards, shall be applicable. The sum shall be computed for each day between the day on which the time for completion lapses and the actual date of completion. The Party shall not be liable for any failure of or delay in the performance of this Agreement for the period that such failure or delay is due to causes beyond its reasonable control, such as delays in the submission of additional data by the applicant, and any force majeure event.
Indemnity
The Party shall indemnify, defend, and hold harmless the MCCAA, its officers and employees, from and against any and all claims, demand, actions, proceedings, losses, liabilities, damages, costs, and expenses, arising out of or in connection with any third-party claim to the extent that such claim arises from:
1. the negligence, default or wilful misconduct of the Contractor; and/or
any breach by the Contractor of its obligations under the Agreement.


Travel Costs
Unless travel costs for the specific meeting to be attended are covered by the relevant Institution, these have to be incurred by the awarding Parties for the relevant experts and by the MCCAA for MCCAA officials. 
Conflict of Interest
The Party shall perform the Duties in a diligent, impartial and independent manner and in full observation of all the laws and standards applicable to the particular sphere of biocidal products and their active substances. Should it have any conflict of interest in relation to the performance of its Duties, the Party shall inform the MCCAA forthwith furnishing the MCCAA with all the relative details. The MCCAA shall have discretion as to how to deal with the particular matter in the circumstances. 
Duration of Agreement
The duration of the agreement is for a minimum of four (4) years, with a possibility to extend for an additional two (2) years, provided that the MCCAA is satisfied with the services and provided further that should the Contractor increase prices throughout the Extension period, this shall also be subject to agreement by the MCCAA prior to signing the Extension Agreement. In the event of the foregoing, the MCCAA reserves the right not to extend if it does not agree with the amended price list as proposed by the Contractor at the time. 
Right of Appeal
Any applicant may contest an assessment finding or decision through the following administrative review mechanism, as follows:
· Route: rad.mccaa@mccaa.org.mt 
· Window: 10 working days from notification.
· Scope: Appeals may address assessment findings or decisions, but not general procedural measures such as annual capacity caps applied uniformly to all applicants.
· High-level procedure: The procedure involves an arbiter mutually selected by both the MCCAA and the applicant. This arbiter will hold arbitration sessions in Malta to seek a resolution to the situation. The non-aggrieved Party will be responsible for paying the arbitration fees.

Declaration of Honour
The Parties shall declare that it is not in any of the situations of exclusion listed below. This declaration applies to the applicant entity, its management, key personnel, beneficial owners, and, where relevant, any entities forming part of the same group.
The following situations of exclusion shall apply below:
Professional Integrity and Conduct
· Has not committed grave professional misconduct in breach of applicable laws, regulations, or recognised ethical standards.
· Has not had a designation, authorisation, accreditation, or comparable status suspended or withdrawn by any Competent Authority due to misconduct.
· Has not fraudulently or negligently provided false, misleading or incomplete information in connection with this designation procedure.
· Has not entered into any arrangement with other Parties with the aim or effect of distorting competition.
· Has not attempted to improperly influence the assessment, evaluation, or decision-making process of the designating Authority.
Financial and Legal Standing
· Is not bankrupt, insolvent, subject to winding-up proceedings, or in any comparable situation arising from a similar procedure.
· Is not in breach of obligations relating to the payment of taxes, duties, levies, or social security contributions in any jurisdiction in which it operates.
· Has not established or used corporate structures, including entities in other jurisdictions, for the purpose of circumventing fiscal, social, regulatory, or other legal obligations.
Criminal Offences
· Has not been convicted of offences involving fraud, corruption, participation in a criminal organisation, money laundering, terrorist financing, child labour, human trafficking, or any comparable offence under applicable law.
Organisational Structure and Independence
· Maintains an internal organisational structure that ensures independence, impartiality, and the absence of conflicts of interest in the performance of the required functions.
PARTICIPATION IN EXPRESSION OF INTEREST
Interested Parties shall submit the following documentation: 
1. Duly filled in information requested in Annex I of this document;
1. Duly filled in and signed declaration provided in Annex II and III of this document;
1. Duly filled in tables provided in Annex IV and Annex V of this document;
1. A list of principal services provided according to Regulation (EU) No 528/2012 (refer to point (2) (a) (i));
1. A list of the key experts and other staff proposed for the execution of the contract, together with their relevant CVs. The CVs shall include information on the relevant experience and the number of years of experience as mentioned in point 2 (b) (iv), and their ability to communicate in English;
1. Submit information / documentation as proof that the minimum requirements in point (2) (b) are met by the interested Party.
Eligible submitted notifications of interested Parties shall reach the MCCAA either through e-mail on rad.mccaa@mccaa.org.mt or in writing to: 
The Director General (Technical Regulations)
EOI - Evaluation Services of a dossier of a biocidal product and active substances
Malta Competition and Consumer Affairs Authority
Mizzi House, National Road, 
Blata l-Bajda ĦMR 9010
Malta


Annex I
	Name of participating party
	Click or tap here to enter text.
	Address of participating Party
	Click or tap here to enter text.
	Telephone number of participating Party
	Click or tap here to enter text.
	Email address of participating Party
	Click or tap here to enter text.
	Name of Responsible Person for execution of contract
	Click or tap here to enter text.
	Name of contact person for evaluations
	Click or tap here to enter text.




Annex II
I, Click or tap here to enter text. with identity or passport number Click or tap here to enter text. on behalf of Click or tap here to enter text. declare that the following mandatory requirements are satisfied:
1. The Parties have at least five (5) years of proven experience in the provision of evaluation services of a dossier, for one of the Competent Authorities responsible of evaluations of biocidal products and their active substances in any Member State of the EU, for the authorisation to place on the market biocidal products and active substances, as required by Regulation (EU) No 528/2012; Experience in the evaluation of plant protection products and their active substances as required by Regulation (EC) No 1107/2009 can also be considered with respect to experience concerning product-types 14-20, as long as the interested Parties have a minimum of two (2) years proven experience in biocidal products and a minimum of three (3) years in plant protection products;
	The Parties entrusted with handling the evaluation are available for contact at all times during weekdays and must be available to attend regular meetings with the MCCAA, applicants, the European Chemicals Agency (ECHA) and European Institutions as necessary. Unless travel costs for the specific meeting are covered by the relevant Institution, these have to be incurred by the awarding Parties for the relevant experts and by the MCCAA for MCCAA officials; 
The MCCAA is involved in ongoing works and informed of ongoing progress at all times.
Biocidal Products Authorisations
1. For New National Authorisations the following deadlines have to be adhered to: 
Evaluate application and recommend to the MCCAA if this is considered as valid or whether it considers that the application is incomplete within 20 days from the date of notification by the MCCAA. In the latter case, the MCCAA should be informed as to what additional information is required for the validation of the application, in which case, the recommendation must reach the MCCAA within 110 days if additional information in relation with the applications is requested from the applicant.
Prepare a draft Assessment report and forward to the MCCAA within 290 days, or 470 days if additional information is requested, from the validation of an application in accordance with Article 29 of Regulation (EU) No 528/2012, and recommend whether an authorisation can be granted in accordance with Article 19 of the same Regulation. During the evaluation, account shall be taken of the results of the comparative assessment carried out in accordance with Article 23, if applicable. 
Review comments received by the applicant, and forward a final Assessment Report to the MCCAA, taking into account the comments received within 30 days from the date of notification by the MCCAA. The final Assessment Report shall include a recommendation whether an authorisation can be granted.
For Renewal of National Authorisations the following deadlines have to be adhered to: 
On the basis of an assessment of the available information and the need to review the conclusions of the initial evaluation of the application for authorisation or, as appropriate, the previous renewal, evaluate, within 20 days from the date of notification by the MCCAA, and in the light of current scientific knowledge, recommend whether a full evaluation of the application for renewal is necessary, taking into account all product-types for which renewal is requested.
Where it is decided, following consultation with the parties, that a full evaluation of the application is necessary, the evaluation shall be carried out as follows:
13. Compile a draft Assessment Report is and forward to the MCCAA within 290 days, or 470 days if additional information is requested, from the validation of an application in accordance with Article 29 of Regulation (EU) No 528/2012, and recommend whether an authorisation can be granted in accordance with Article 19 of the same Regulation. During the evaluation, account shall be taken of the results of the comparative assessment carried out in accordance with Article 23, if applicable. 
13. Review comments received by the applicant, and forward a final Assessment Report to the MCCAA, taking into account the comments received within 30 days from the date of notification by the MCCAA. The final Assessment Report shall include a recommendation on whether an authorisation can be granted.
Where it is decided, following consultation with the parties, that a full evaluation of the application is not necessary, a recommendation on the renewal of the authorisation shall be forwarded to the MCCAA, within 160 days from the date of notification by the MCCAA.
For Simplified Authorisation Procedures the following deadlines have to be adhered to:
Prepare a draft Assessment report and forward to the MCCAA within 80 days, or 170 days if additional information is requested, from the date of notification by the MCCAA. The draft Assessment Report shall include a recommendation on whether the biocidal product satisfies the conditions laid down in Article 25 of Regulation (EU) No 528/2012, and whether an authorisation can be granted. 
For New Union Authorisations the following deadlines have to be adhered to:
Evaluate application and recommend to the MCCAA if this is considered as valid or whether it considers that the application is incomplete. In the latter case, the MCCAA should be informed as to what additional information is required for the validation of the application. Validation of application shall be carried out within 20 days from the date of notification by the MCCAA or within 110 days if additional information is requested.
Prepare a draft Assessment report and forward to the MCCAA within 290 days, or 470 days if additional information is requested, from the validation of an application in accordance with Article 43 of Regulation (EU) No 528/2012, including where relevant, any proposal to adapt data requirements submitted in accordance with Article 21(2) of the same Regulation. 
Review comments received by the applicant, and forward a final Assessment Report to the MCCAA, taking into account the comments received within 30 days from the date of notification by the MCCAA. The final Assessment Report shall include a recommendation on whether an authorisation can be granted.
For Renewal of Union Authorisation the following deadlines have to be adhered to:
In accordance with Article 46, on the basis of an assessment of the available information and the need to review the conclusions of the initial evaluation of the application for Union authorisation or, as appropriate, the previous renewal, evaluate, within 20 days from the date of notification by the MCCAA, and in the light of current scientific knowledge, recommend whether a full evaluation of the application for renewal is necessary. 
Where it is decided, following consultation with the parties, that a full evaluation of the application is necessary, the evaluation shall be carried out as follows: 
13. Forward a draft Assessment report to the MCCAA within 290 days, or 470 days if additional information is requested, from the date of decision that a full evaluation of the application is necessary, including, where relevant, any proposal to adapt data requirements submitted in accordance with Article 21(2) of the same Regulation. 
13. Review comments received by the applicant, and forward a final Assessment Report to the MCCAA, taking into account the comments received within 30 days from the date of notification by the MCCAA. The final Assessment Report shall include a recommendation on whether an authorisation can be granted.
Where it is decided, following consultation with the parties, that a full evaluation of the application is not necessary, a recommendation on the renewal of the authorisation shall be forwarded to the MCCAA, within 160 days from the date of notification.
Active Substances
1. For Approval of an Active Substance the following deadlines have to be adhered to:
Evaluate whether application contains the elements required in accordance with points (a) and (b) and, where relevant, point (c) of Article 6(1) of Regulation EU (No) 528/2012, and any justifications for the adaptation of data requirements, and recommend to the MCCAA if this is considered valid. Where it is considered that the application is incomplete, the MCCAA should be informed as to what additional information is required for the validation of the application. Validation of application shall be carried out within 20 days from the date of notification by the MCCAA or within 110 days if additional information is requested. 
Prepare a draft Assessment report and forward to the MCCAA within 290 days, or 470 days if additional information is requested, from the validation of an application. Evaluation shall be carried out in accordance with Articles 4 and 5, including where relevant, any proposal to adapt data requirements submitted in accordance with Article 6(3) of Regulation (EU) No 528/2012. 
Review comments received by the applicant, and forward a final Assessment Report to the MCCAA, taking into account the comments received within 30 days as from the date the MCCAA provides the comments received. The final Assessment Report shall include a recommendation on whether an approval can be granted.
Where it is considered that there are concerns for human health, animal health or the environment as a result of the cumulative effects from the use of biocidal products containing the same or different active substances, documentation of concerns in accordance with the requirements of the relevant parts of Section II.3 of Annex XV to Regulation (EC) No 1907/2006 shall be prepared and included as part of the conclusions.
For Renewal of an Active Substance the following deadlines have to be adhered to: 
On the basis of an assessment of the available information and the need to review the conclusions of the initial evaluation of the application for approval or, as appropriate, the previous renewal, within 80 days from the date of notification by the MCCAA, recommend whether, in the light of current scientific knowledge, a full evaluation of the application for renewal is necessary, taking into account all product-types for which renewal is requested.
Where it is decided, following consultation with the parties, that a full evaluation of the application is necessary, the evaluation shall be carried out as follows: 
14. Prepare a draft Assessment report and forward to the MCCAA within 290 days, or 470 days if additional information is requested, from the validation of an application. Evaluation shall be carried out in accordance with Articles 4 and 5 of Regulation (EU) No 528/2012, including where relevant, any proposal to adapt data requirements submitted in accordance with Article 6(3) of the same Regulation. 
14. Review comments received by applicant, and forward a final Assessment Report to the MCCAA, taking into account the comments received within 30 days from the date the MCCAA provides the comments received. The final Assessment Report shall include a recommendation on whether an approval can be granted.
14. Where it is considered that there are concerns for human health, animal health or the environment as a result of the cumulative effects from the use of biocidal products containing the same or different active substances, documentation of concerns in accordance with the requirements of the relevant parts of Section II.3 of Annex XV to Regulation (EC) No 1907/2006 shall be prepared and included as part of the conclusions.
Where it is decided, following consultation with the parties, that a full evaluation of the application is not necessary, a recommendation on the renewal of the approval of the active substance shall be forwarded to the MCCAA, within 160 days from the date of notification by the MCCAA.
For the Inclusion of Active Substance in Annex I in line with Commission Implementing Regulation (EU) No 88/2014:
Evaluate whether there is evidence that the substance does not give rise to concern in accordance with Article 28(2) of Regulation (EU) No 528/2012 and, where relevant, to which restrictions its use should be subject to. It shall send an assessment report and the conclusions of its evaluation to ECHA which is set up under Regulation (EC) No 1907/2006 of the European Parliament and of the Council.
Where the application concerns inclusion in category 1, 2, 3, 4 or 5 of Annex I to Regulation (EU) No 528/2012, the assessment report and the conclusions shall be submitted within 170 days of the payment of the fees referred to in the third subparagraph of Article 7(3) of that Regulation. 
Where the application concerns inclusion in category 6 of Annex I to Regulation (EU) No 528/2012, the assessment report and the conclusions shall be submitted within 355 days, or 535 days when a suspension of the evaluation is necessary to request further data to the applicant, from validation of that application including a 30-day commenting period, as well as taking due account of these comments when finalising the evaluation.
Where it appears that additional information is necessary to carry out the evaluation, the MCCAA shall request that the applicant submit such information within a specified time limit and shall inform ECHA accordingly.
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Annex III
I, Click or tap here to enter text. with identity or passport number Click or tap here to enter text. on behalf of Click or tap here to enter text. declare that I accept the following terms and conditions:
3. Payment Terms
Payments are proposed to be effected in the following manner: 
Thirty per centum (30%) of the contract value shall be settled by the MCCAA within thirty (30) working days of the contract’s signature, upon presentation of an invoice; and
The remaining seventy per centum (70%) of the contract value shall be paid upon completion of the service, following written approval by the MCCAA, and shall be settled within thirty (30) working days upon presentation of an invoice. 
Penalties
Should there be a delay in completion of the analysis and the delivery of the results to the MCCAA, due to a direct responsibility of the Party, as the case may be, a penalty of two per centum (2%) of the contract sum for the first week of delay and of five per centum (5%) of the contract sum for the second week, followed by two per centum (2%) of the contract sum per calendar day every day as from the third week onwards, shall be applicable. The sum shall be computed for each day between the day on which the time for completion lapses and the actual date of completion. The Party shall not be liable for any failure of or delay in the performance of this Agreement for the period that such failure or delay is due to causes beyond its reasonable control, such as delays in the submission of additional data by the applicant, and any force majeure event.
Indemnity
The Party shall indemnify, defend, and hold harmless the MCCAA, its officers and employees, from and against any and all claims, demand, actions, proceedings, losses, liabilities, damages, costs, and expenses, arising out of or in connection with any third-party claim to the extent that such claim arises from:
1. the negligence, default or wilful misconduct of the Contractor; and/or
any breach by the Contractor of its obligations under the Agreement.

Travel Costs
Unless travel costs for the specific meeting to be attended are covered by the relevant Institution, these have to be incurred by the awarding Parties for the relevant experts and by the MCCAA for MCCAA officials. 
Conflict of Interest
The Party shall perform the Duties in a diligent, impartial and independent manner and in full observation of all the laws and standards applicable to the particular sphere of biocidal products and their active substances. Should it have any conflict of interest in relation to the performance of its Duties, the Party shall inform the MCCAA forthwith furnishing the MCCAA with all the relative details. The MCCAA shall have discretion as to how to deal with the particular matter in the circumstances.  
Duration of Agreement
The duration of the agreement is for a minimum of three (3) years, with a possibility to extend for an additional two years, provided that the MCCAA is satisfied with the services and provided further that should the Contractor increase prices throughout the Extension period, this shall also be subject to agreement by the MCCAA prior to signing the Extension Agreement. In the event of the foregoing, the MCCAA reserves the right not to extend if it does not agree with the amended price list as proposed by the Contractor at the time. 
Right of Appeal
Accept the following administrative review mechanism for any contestation of the assessment finding or decision:
· Route: rad.mccaa@mccaa.org.mt 
· Window: 10 working days from notification.
· Scope: Appeals may address assessment findings or decisions, but not general procedural measures such as annual capacity caps applied uniformly to all applicants.
· High-level procedure: The procedure involves an arbiter mutually selected by both the MCCAA and the applicant. This arbiter will hold arbitration sessions in Malta to seek a resolution to the situation. The non-aggrieved Party will be responsible for paying the arbitration fees.
Declaration of Honour
Declare that the applicant entity, its management, key personnel, beneficial owners, and, where relevant, any entities forming part of the same group are not in any of the situations of exclusion listed below.
The following situations of exclusion shall apply below:
Professional Integrity and Conduct
· Has not committed grave professional misconduct in breach of applicable laws, regulations, or recognised ethical standards.
· Has not had a designation, authorisation, accreditation, or comparable status suspended or withdrawn by any Competent Authority due to misconduct.
· Has not fraudulently or negligently provided false, misleading or incomplete information in connection with this designation procedure.
· Has not entered into any arrangement with other Parties with the aim or effect of distorting competition.
· Has not attempted to improperly influence the assessment, evaluation, or decision-making process of the designating Authority.
Financial and Legal Standing
· Is not bankrupt, insolvent, subject to winding-up proceedings, or in any comparable situation arising from a similar procedure.
· Is not in breach of obligations relating to the payment of taxes, duties, levies, or social security contributions in any jurisdiction in which it operates.
· Has not established or used corporate structures, including entities in other jurisdictions, for the purpose of circumventing fiscal, social, regulatory, or other legal obligations.
Criminal Offences
· Has not been convicted of offences involving fraud, corruption, participation in a criminal organisation, money laundering, terrorist financing, child labour, human trafficking, or any comparable offence under applicable law.


Organisational Structure and Independence
· Maintains an internal organisational structure that ensures independence, impartiality, and the absence of conflicts of interest in the performance of the required functions.
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Annex IV


Notes:
1. Double-click the above table to open it in Microsoft Excel.
1. Prices are to be inclusive of all taxes.
1. Capacity refers to the maximum number of evaluations which can be managed per year.
1. Additional comments can be included in the designated area in the Excel sheet.










Annex V
	Name of Expert
	Area of Expertise
	Years of Experience in the Evaluation Area
(Regulation (EU) No 528/2012)
	Years of Experience in the Evaluation Area
(Regulation (EC) No 1107/2009)

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	



Note: Add rows as necessary.
image1.emf
X


image3.emf
Task Evaluation type

Price Capacity Price Capacity Price Capacity Price Capacity Price Capacity Price Capacity Price Capacity Price Capacity Price Capacity Price Capacity Price Capacity Price Capacity Price Capacity Price Capacity Price Capacity Price Capacity Price Capacity Price Capacity Price Capacity Price Capacity Price Capacity Price Capacity

€ € € € € € € € € € € € € € € € € € € € € €

New National Authorisation (single biocidal products)

New National Authorisation (biocidal product family)

Renewal of National Authorisation (single biocidal product)

Renewal of National Authorisation (biocidal product family)

Simplified Authorisation Procedure (single biocidal product)

Simplified Authorisation Procedure (biocidal product family)

New Union Authorisation (single biocidal product)

New Union Authorisation  (biocidal product family) 

Renewal of Union Authorisation (single biocidal product)

Renewal of Union Authorisation  (biocidal product family) 

Approval of an active substance

Renewal of an active substance

Inclusion of an active substance in Annex 1 to Regulation (EC ) 528/2012

Renewal of an active substance in Annex 1 to Regulation (EC ) 528/2012

PT7 PT8 PT9 PT10 PT1 PT2 PT3 PT4 PT5 PT21 PT22

Human hygiene Veterinary hygiene

Disinfectants and 

algaecides 

PT16 PT17 PT18 PT19 PT20 PT11 PT12 PT13 PT14 PT15 PT6

Embalming and 

taxidermist fluids

Antifouling products

Control of other 

vertebrates

Repellents and 

attractants

Insecticides, acaricides 

and products to control 

other arthropods

Food and feed area Piscicides

Molluscicides, vermicides 

and products to control 

other invertebrates

Drinking water

Preservatives for products 

during storage

Film preservatives Wood preservatives

Fibre, leather, rubber and 

polymerised materials 

preservatives

Construction material 

preservatives

Preservatives for liquid-

cooling and processing 

systems

Slimicides

Working or cutting fluid 

preservatives

Rodenticides Avicides


Microsoft_Excel_Worksheet.xlsx
Sheet1

		Task Evaluation type		PT1				PT2				PT3				PT4				PT5				PT6				PT7				PT8				PT9				PT10				PT11				PT12				PT13				PT14				PT15				PT16				PT17				PT18				PT19				PT20				PT21				PT22

				Human hygiene				Disinfectants and algaecides 				Veterinary hygiene				Food and feed area				Drinking water				Preservatives for products during storage				Film preservatives				Wood preservatives				Fibre, leather, rubber and polymerised materials preservatives				Construction material preservatives				Preservatives for liquid-cooling and processing systems				Slimicides				Working or cutting fluid preservatives				Rodenticides				Avicides				Molluscicides, vermicides and products to control other invertebrates				Piscicides				Insecticides, acaricides and products to control other arthropods				Repellents and attractants				Control of other vertebrates				Antifouling products				Embalming and taxidermist fluids

				Price		Capacity		Price		Capacity		Price		Capacity		Price		Capacity		Price		Capacity		Price		Capacity		Price		Capacity		Price		Capacity		Price		Capacity		Price		Capacity		Price		Capacity		Price		Capacity		Price		Capacity		Price		Capacity		Price		Capacity		Price		Capacity		Price		Capacity		Price		Capacity		Price		Capacity		Price		Capacity		Price		Capacity		Price		Capacity

				€				€				€				€				€				€				€				€				€				€				€				€				€				€				€				€				€				€				€				€				€				€

		New National Authorisation (single biocidal products)

		New National Authorisation (biocidal product family)

		Renewal of National Authorisation (single biocidal product)

		Renewal of National Authorisation (biocidal product family)

		Simplified Authorisation Procedure (single biocidal product)

		Simplified Authorisation Procedure (biocidal product family)

		New Union Authorisation (single biocidal product)

		New Union Authorisation  (biocidal product family) 

		Renewal of Union Authorisation (single biocidal product)

		Renewal of Union Authorisation  (biocidal product family) 

		Approval of an active substance

		Renewal of an active substance

		Inclusion of an active substance in Annex 1 to Regulation (EC ) 528/2012

		Renewal of an active substance in Annex 1 to Regulation (EC ) 528/2012
























image2.png
mecQ
EiE

Malta Competition
and Consumer Affairs
Authority




