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[bookmark: _Toc218506025]Introduction
[bookmark: _Hlk177645121]This document determines the principles of cooperation between the President of the National Atomic Energy Agency (PAA) (hereinafter referred to as the ‘President of the PAA’) and investors who, prior to applying for a licence for activities related to exposure to ionizing radiation involving the construction of a nuclear facility (hereinafter referred to as “an application for a construction licence”), plan to apply, pursuant to Article 39b(1) of the Act of 29 November 2000 on Atomic Law (Journal of Laws of 2024, item 1277, as amended), hereinafter referred to as the ‘Atomic Law Act’, for a general opinion by the President of the PAA on the planned organisational and technical solutions for future activities and draft documents to be submitted with the application for a construction licence (hereinafter referred to as the ‘application for a general opinion’). 
[bookmark: _Toc178687556]This document complements and builds upon the principles set out in the Policy on the Dialogue of the President of the National Atomic Energy Agency with investors planning the construction of a nuclear facility. It is recommended that investors familiarise themselves with this document, available at: https://www.gov.pl/web/paa/dialog-z-inwestorami-planujacymibudowe-obiektu-jadrowego
[bookmark: _Toc218506026]Application for a general opinion
[bookmark: _Toc178687557][bookmark: _Toc195019939][bookmark: _Toc195019940]The provisions of the Act of 14 June 1960 – Code of Administrative Procedure (Journal of Laws of 2024, item 572) do not apply to proceedings related to issuing a general opinion by the President of the PAA. 
1. [bookmark: _Toc195020827][bookmark: _Toc195020844][bookmark: _Toc218506027]
2. [bookmark: _Toc195020828][bookmark: _Toc195020845][bookmark: _Toc218506028]
[bookmark: _Toc218506029]Purpose of the general opinion
The general opinion is one of the forms of dialogue conducted by the President of the PAA with investors planning to carry out exposure-related activities involving the construction of a nuclear facility (hereinafter referred to as ‘investors’).
The purpose of the general opinion is to enable the investor, prior to the application for a construction licence, to seek the opinion of the President of PAA as to the compliance with the nuclear safety requirements of nuclear facilities in terms of:
· the organisational and technical solutions that the investor plans to apply in future activities;
· the draft documents to be submitted with the application for a construction licence.
Through the general opinion, the investor can become familiar with possible gaps or inaccuracies identified by the President of the PAA in the submitted draft documents, which will allow the investor to supplement the reviewed documentation accordingly before submitting an application for a construction licence. In addition, a general opinion may serve to identify technical issues for which, for example, the reactor design may require possible design changes due to failure to meet Polish requirements or identify the information or analyses that the investor may need to provide to demonstrate compliance of the solution with safety requirements. 
The possibility for the President of the PAA to become acquainted with the organisational and technical solutions planned by the investor, and the drafts of the documents submitted with the application for a construction licence will contribute to streamlining the process of issuing this licence. Simultaneously, the assessment of the application for a general opinion on the technical solutions of the reactor technology selected by the investor allows the President of the PAA to become familiar with the reactor design even before the investor submits the application for a construction licence. On the other hand, the review of the application for a general opinion on the draft documents to be submitted with the application for the aforementioned licence allows for a preliminary analysis of these documents by the President of the PAA, which may potentially reduce the time allocated for the evaluation of the documentation during the review of the actual application for a construction licence.
[bookmark: _Toc218506030]Before the application for a general opinion
The investor may apply for a general opinion by the President of the PAA without prior consultation with the PAA. However, such an approach may entail additional challenges for both the investor and the PAA, so it is recommended that the investor who plans to apply for a general opinion should report such an intention as early as possible to the Director of the Nuclear Safety and Security Department (DBJ) of the PAA in writing, addressed to the PAA contact address (with annotation ‘DBJ-general opinion’) or by e-mail to: sekretariat.dbj@paa.gov.pl. In the case of investors who have already started a dialogue with the PAA, such intention should be notified through a predesignated point of contact at the PAA.
The investor is encouraged to provide the following information while notifying an intention to submit an application for a general opinion: 
· planned scope of the application;
· anticipated date of the application submission;
· a preliminary list of attachments to the application and the estimated number of pages of each of the documents.
It is recommended that the investor give notice of an intention to apply for a general opinion no later than two months before the planned submission of the application.
Based on the information provided by the investor, the basis of the application for a general opinion will be reviewed at the PAA. Following this review concerns and suggestions may be made with respect to, for example:
· the scope of the application for a general opinion;
· the correctness of the structure and wording of the request for the application for a general opinion - taking into account the intentions of the investor that form the basis for the application for a general opinion.
In a situation where the request for the application for a general opinion is formulated incorrectly, there is a risk that the scope of the issued opinion will not correspond to the investor’s intention regarding the application. The investor should additionally bear in mind that the assessment of an application for a general opinion is made only on the basis of the documentation provided with the application. Any reference to supporting documentation that is relevant to the request for the application, but not provided, will not be subject to analysis.
Preliminary meeting
It is recommended that the investor schedule a preliminary meeting with the PAA staff to discuss the issuance of a general opinion by the President of the PAA. To facilitate the investor’s preparations for the preliminary meeting, basic information have been made available in the form of a presentation at: https://www.gov.pl/web/paa/ogolna-opinia-prezesa-paa
At the preliminary meeting, the PAA staff and the investor:
· discuss the information provided so far by the investor regarding the planned application for a general opinion, as well as the concerns and suggestions identified with regard to the submission;
· [bookmark: _Toc178687559]in the case of an investor who has not previously initiated a dialogue and does not have an identified contact person/point –identify the persons acting as contact points responsible for communication in relation to the planned application.
[bookmark: _Toc218506031]Scope of the application for a general opinion 
Given the crucial importance for the investor to precisely define the scope of the application for a general opinion, it is recommended that the investor take due care with regard to:
· the correct structure of the request for the application that is in accordance with Article 39b (1) of the Atomic Law Act and worded in a way that is unambiguous and consistent with the intentions of the investor;
· the indication of the legal provisions to which the general opinion by the President of the PAA should refer.
The matters covered by the application for a general opinion may relate to one or more subject areas. The documentation submitted with the application for a general opinion should be consistent with the scope of the application and complete. The President of the PAA may assess the compliance of the planned organisational and technical solutions or draft documents with the provisions of law indicated in the application only if the information presented by the investor is sufficient to take an informed position.
A detailed review of the compliance of the organisational and technical solutions planned by the investor with the legal requirements is performed in the course of the procedure for issuing a construction licence. In the course of the analysis of the organisational and technical solutions, conducted as part of the review of the application for a general opinion, the President of the PAA focuses solely on addressing the request set out in the application.
[bookmark: _Toc218506032]Attachments to the application for a general opinion
The documents submitted with the application for a general opinion should be directly relevant to the scope of the application. Depending on the scope of the application pursuant to Article 39b(1a) of the Atomic Law Act, the investor shall submit with the application for a general opinion the following:
1) [bookmark: mip74685846]a description or documentation of the planned organisational and technical solutions;
2) drafts of relevant documents from among the documents indicated in the regulations issued pursuant to Article 6 pt. 2 of the Atomic Law Act.
1. Description or documentation of the planned organisational and technical solutions
If the application for a general opinion concerns planned organisational and technical solutions, the Atomic Law Act indicates examples of documentation that must be submitted with the application. However, the catalogue of potential attachments to the application for a general opinion is open.
Pursuant to Article 39b(1a) pt. 1 of the Atomic Law Act, depending on the scope of the application for a general opinion on planned organisational and technical solutions, it may be accompanied by:
1.1) a description or documentation of systems, structures and components (hereinafter referred to as ‘SSC’) important for nuclear safety and radiation protection;
If the request for the application for a general opinion relates to the SSC of a nuclear facility selected by the investor, a description or documentation of those SSC should be attached to the application. When preparing such an attachment, it should be borne in mind that the specific technical issues of the reactor design are interrelated. For this reason, submitting a description or documentation for the SSC selected by the investor, omitting the ‘interrelated SSC’ may result in an opinion issued by the President of the PAA stating that the investor has not submitted sufficient information for a substantive assessment of the entire application.
It is therefore recommended that the investor presents information specified in the Attachment to this document entitled ‘Recommended minimum information to be provided by the investor in the application for a general opinion on technical solutions of a nuclear facility’ together with the application for a general opinion. The detail of the documentation to be submitted should be tailored to the scope of the application. For the descriptions of the technical solutions which directly relate to the request of the application for a general opinion, information should be provided to allow an unambiguous interpretation of the key parameters of the technical solutions and an assessment of their impact on the operation of the facility. In contrast, for other elements of the documentation that only supplement the information on the technical solutions directly covered by the request of the application (including ‘interrelated SSC’), a lower level of detail is acceptable, limited to providing a general description of the foreseen solutions and indicating the key information necessary to understand their significance in the context of the application.
1.2)	a description or documentation of the integrated management system.
[bookmark: mip74685847]If the request for the application for a general opinion relates to the planned organisational and technical solutions for the investor's future activities in the form of an integrated management system, a description or documentation of that system should be attached to the application.
Pursuant to Article 36k(1) of the Atomic Law Act, an integrated management system is mandatory for organisational entities performing exposure-related activities involving the construction, commissioning, operation or decommissioning of a nuclear facility. The documents constituting the integrated management system are indicated in Article 36k(2) of the Atomic Law Act.
The subject of the application for a general opinion on the integrated management system may be both the design of the integrated management system, the documentation describing the integrated management system, as well as the individual elements of that system listed in Article 36k(2) of the Atomic Law Act.
2. Draft documents
If the application for a general opinion concerns draft documents to be submitted with the application for a construction licence, the Atomic Law Act stipulates that, depending on the scope of the application for a general opinion, it should be accompanied by drafts of relevant documents from among the documents indicated in the regulations issued pursuant to Article 6 pt. 2 of the Atomic Law Act. Provisions issued on that basis is the Regulation of the Council of Ministers of 30 August 2021 on the documents required when submitting an application for the issuance of a licence to perform an activity involving exposure to ionising radiation, or when registering the performance of such activity (Journal of Laws of 2021, item 1667, hereinafter referred to as the ‘Documentation Regulation’).
[bookmark: _Toc178687561]Covered by the request for the application for a general opinion, the draft document referred to in the Documentation Regulation is assessed by the President of the PAA for compliance with the legal provisions indicated in the application. In addition, as part of the general opinion, the President of the PAA may assess the completeness of the content of the draft document and its attachments, as well as draw attention to obvious formal gaps in the draft document (potential shortcomings or inaccuracies). 
[bookmark: _Toc218506033]Individual nature of a general opinion 
The general opinion issued by the President of the PAA is of a strictly individual nature. This is because the general opinion is prepared in response to a specific request set out in the application and on the basis of documentation submitted by the investor. 
If, after obtaining a general opinion by the President of PAA, the investor changes the planned organisational and technical solutions or draft documents and submits their amended versions to an application for a construction licence, the investor should take into account the possibility that the President of the PAA will take a position different from that expressed in the general opinion. In addition, if additional information or analysis on the organisational and technical solutions is included in the documentation accompanying this application, the position of the President of the PAA on the scope in question may also change.
Moreover, in the case where the investor has applied to the President of the PAA for a general opinion, the investor is required to attach a description of the changes in relation to that application as a separate attachment to the application for a construction licence (item 1.1.18. of Attachment 2 to the Documentation Regulation).
The general opinion by the President of the PAA applies only and exclusively to the application of a given investor and to those aspects of a specific technology about which the investor has formulated the request. A general opinion by the President of the PAA cannot be interpreted broadly. When only some elements of the planned technology were the subject of assessment, the opinion expressed by the President of the PAA cannot be interpreted in relation to the technology as a whole. Conclusions resulting from a general opinion by the President of the PAA cannot be applied to the same or similar technical or organisational solutions found in another technology.
[bookmark: _Toc218506034][bookmark: _Toc178687563]Process for issuing the general opinion
3. [bookmark: _Toc195019947][bookmark: _Toc195020835][bookmark: _Toc195020852][bookmark: _Toc218506035][bookmark: _Toc193980531]
[bookmark: _Toc218506036]Formal and legal review of the application for a general opinion
The formal and legal review of the application for a general opinion consists in determining if the following formal requirements, provided for by the law, have been met with regard to the application:
· the request for the application for a general opinion is correctly formulated;
· the documentation submitted with the application is complete and consistent with the list of attachments indicated in the request;
· the application is accompanied by a confirmation that the investor has paid the fee of PLN 350,000.00 to the PAA account of the State budget;
· the application for a general opinion and the accompanying documentation have been prepared in Polish (if the investor deems it appropriate, the documentation attached to the application may additionally be provided in English);
· the application has been signed by persons authorised to represent the investor;
· if the application for a general opinion has been submitted by an authorised representative, a correct document of power of attorney and proof of payment of stamp duty on that document shall be attached to the application.
Pursuant to Article 39b(2) of the Atomic Law Act, the President of the PAA shall issue a general opinion within six months, and in particularly complex cases – within nine months from the submission date of the application. If an incomplete application has been submitted, the deadline for its review runs from the date of receipt of the supplemented application (Article 32(4) of the Act of 6 March 2018 –  Entrepreneurs Law Act, Journal of Laws of 2024, item 236, as amended, hereinafter referred to as ‘Entrepreneurs Law Act’).
[bookmark: _Toc178687564]A positive outcome on the formal and legal review of the application for a general opinion makes it possible to proceed to the substantive review of the application. 
[bookmark: _Toc218506037]Meetings with the investor 
[bookmark: _Toc178687565]Once the investor has submitted the application for a general opinion and upon investor’s request, the President of the PAA and the PAA employees schedule joint meetings with the investor to monitor the progress of the application's assessment from both the formal and legal point of view as well as the substantive point of view. As part of these meetings, the PAA staff may inform the investor of concerns identified during the review of the application and the accompanying documentation. At the meetings, the President of the PAA and PAA employees may also indicate the potential need for the investor to supply additional information or documents, enabling the President of the PAA to comprehensively respond to the submitted request and the questions asked. The comments and concerns made by the President of the PAA are not binding on the investor. 
[bookmark: _Toc218506038]Modification of the request, withdrawal of questions, supplements to the application 
Once the application for a general opinion has been submitted, the investor may decide to modify the request for the application for a general opinion as well as to submit additional documentation, supplementing the documents already attached to the application. 
A modification of the request for the application, other than an editorial change or the withdrawal of one or more of the questions asked, will be considered a new application for a general opinion, subject to the payment of a fee of PLN 350,000.00 to the PAA's account.
The withdrawal by the investor in writing of any of the questions asked as part of the application for a general opinion is permitted and does not affect the President of the PAA's response to the other questions raised. 
The investor's submission of additional documentation, not mentioned in the application for a general opinion, but being of a supplementary nature in relation to the documents already provided with the application, may be deemed to be a supplement to the application referred to in Article 32(4) of the Entrepreneurs Law Act. Pursuant to this provision, in the case of the submission of an incomplete application, the deadline for its examination shall run from the date of receipt of the supplemented application. As a result, the date of submission of the supplementary documentation to the application for a general opinion may be considered as the date of receipt of the supplemented application, from which the statutory deadline for the President of the PAA to issue a general opinion will be calculated.
[bookmark: _Toc178687566]If, following the submission of an application for a general opinion, the investor will submit additional documents unrelated to the submitted and pending application, the submitted documentation will be deemed to be part of a new application for a general opinion, subject to the obligation to pay a fee of PLN 350 000 to the PAA's account.
[bookmark: _Toc218506039]Using the assistance of laboratories and expert organisations 
The Atomic Law Act in Art. 39e provides that in the course of reviewing an application for a general opinion, the President of the PAA may use the assistance of:
1) laboratories and expert organisations authorised by the President of the PAA – when the application for a general opinion concerns planned organisational and technical solutions for the investor's future activity, i.e. exposure-related activity involving the construction of a nuclear facility in the form of a nuclear power plant;
2) experts, specialists and laboratories - when the application for a general opinion concerns planned organisational and technical solutions for the investor's future activity, i.e. exposure-related activity involving the construction of a nuclear facility other than a nuclear power plant.
The President of the PAA, by means of an administrative decision, shall determine the necessity to use the aforementioned assistance, specifying the scope of justified activities performed in the course of the review of the application for a general opinion by laboratories and expert organisations, as well as experts, specialists and laboratories (hereinafter referred to as ‘justified activities’), as well as the estimated amount of the costs of such activities, to be charged to the investor applying for a general opinion. The administrative decision made by the President of the PAA is subject to re-examination.
Having used the aforementioned assistance, the President of the PAA shall issue an administrative decision charging the investor with the incurred costs of justified activities as well as informing on the amount of such costs. The investor may also file for re-examination against this administrative decision made by the President of the PAA.
The payment for the costs of justified activities shall be made to the PAA's account within seven days from the date of delivery to the investor of the administrative decision by the President of the PAA to charge the incurred costs. The withdrawal of the application for a general opinion shall not affect the fulfilment by the investor of the obligation to pay the abovementioned fee.
Should the payment be not made by the due date, the President of the PAA shall suspend further review of the application for a general opinion until the payment is made. The period of suspension shall not be counted into the time limits for the issuance of the general opinion. Any payment that has not been made in due time shall be subject to enforcement, together with interest, in accordance with the provisions on enforcement in administrative proceedings.
[bookmark: mip74685851][bookmark: mip74685853][bookmark: _Hlk178072331]The President of the PAA may impose on the investor, by way of an order, an obligation to pay, within a specified time limit but not shorter than seven days from the date of delivery of the order, an advance payment in a specified amount to cover the estimated costs of justified activities. If the advance payment is not made within the time limit, the application for a general opinion will be deemed to have been withdrawn in its entirety. In such a case, the fee of PLN 350,000.00 paid by the investor for examining the application for a general opinion is not refundable. The order shall not be subject for re-examination.
[bookmark: _Toc218506040]Informing the public 
The President of the PAA shall publish on the PAA’s website:
· a notice of receipt of the application for a general opinion;
· information that a general opinion has been issued,
· the text of the general opinion – at the website: https://www.gov.pl/web/paa/wydane-ogolne-opinieprezesa-paa.
[bookmark: _GoBack]If the investor plans to communicate the findings of the meeting with the President of the PAA on the general opinion as part of their own external communication, a draft of such communication should be forwarded through the investor's contact person/point to the PAA’s spokesperson at the email address: rzecznik@paa.gov.pl for verification.
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[bookmark: _Toc178687568][bookmark: _Toc218506041][bookmark: _Hlk177745121]Attachment. Recommended minimum scope of information to be provided by the investor in the application for a general opinion on the technical solutions of a nuclear facility:
1. Introduction and general information about the nuclear facility:
1.1. information on its investor
1.2. information on a reference nuclear facility undergoing licensing by a nuclear regulatory body of another country or a reference nuclear facility under construction, commissioning or operation.
2. The nuclear facility’s general description:
2.1. technical standards and regulations applied to the facility’s design,
2.2. the facility's basic technical features.
3. The nuclear facility’s general design aspects:
3.1. the nuclear facility’s safety objectives and design principles,
3.2. compliance of the nuclear facility's design with the requirements of the Regulation of the Council of Ministers of 31 August 2012 on nuclear safety and radiation protection requirements which must be fulfilled by a nuclear facility design (Journal of Laws of 2012 item 1048),
3.3. the nuclear facility’s protection against internal and external threats.
4. A general description of the nuclear facility’s systems, structures and components:
4.1. nuclear reactor,
4.2. reactor cooling circuit and related systems,
4.3. safety systems,
4.4. protection systems.
5. General information regarding the conducted safety analyses.


image1.jpg
PANSTWOWA A
AGENC]JA
ATOMISTYHKI





image2.jpeg
PANSTWOWA A
AGENC]JA
ATOMISTYHKI





