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Manual No. 13 – Performance Study Module 
 

On 26 May 2022, Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 

2017 on in vitro diagnostic medical devices and repealing Directive 98/79/EC and Commission Decision 

2010/227/EU (hereinafter referred to as the “IVDR”) and the related Act No. 375/2022 Coll., on Medical 

Devices and In Vitro Diagnostic Medical Devices (hereinafter referred to as the “Act on MD and IVD”) 

governing the area of in vitro diagnostic medical devices took effect. With regard to the postponed 

EUDAMED database go-live date to no earlier than Q4 2023, in its transitory provisions, the Act on MD 

and IVD reflects the use of the RZPRO medical device registry for agendas that are to be covered by the 

EUDAMED database in the future. 

This document describes the module for the submission of performance study (hereinafter referred to 

as the “performance study” or “SFE”) notifications. Pursuant to the IVDR, PERFORMANCE STUDY / SFEs 

are to be notified via EUDAMED. The Act on MD and IVD contains transitory provisions according to 

which the RZPRO registry is to be used for the submission of applications for performance studies, their 

notifications and record-keeping, notification of substantial changes and reporting of serious adverse 

events arising in the course of performance studies until the full performance study module is available.  

As of the IVDR effective date, performance study reporting shall be conducted in compliance with the 

IVDR. The particulars of a performance study application are governed by Art. 66(1) of the IVDR and 

related Annex XIII (sections 2 and 3) and Annex XIV. The particulars of notifications of performance 

studies or substantial changes thereto are governed by the respective articles of the IVDR.  

 

To gain access to the performance study / SFE module, it is necessary to register the operation of a 

“clinical investigation sponsor”. The process is described in Manual No. 1.  

 

If you wish to perform any action associated with a performance study, please proceed as explained 

below: 
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1. Log in to RZPRO Registry 

 

1) In your web browser, open the following site: www.rzpro.cz. 

 

2) Approximately in the middle of the page, you can see a link called “Access to RZPRO for experts 

and notifiers”. Click the title with your mouse. 

 

 

 

3) The following page will come up and prompt you to log into your user account. Enter your 

username (typically composed of the first six letters of your surname and the first letter of your 

first name) and password, i.e., the data you have received in the RZPRO access e-mail.  

 

 

 

 

 

4) When you complete the required data, click on the “Send” button. At that moment, check your 

mobile phone/e-mail, where a one-time password will be sent. The validity of the one-time 

password is limited. Should it expire, please click the “Back” button. 

 

 

 

  

http://www.rzpro.cz/
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5) The following page will come up: 

 

 

The word “SMS” in the green field may be also replaced with the word “e-mail” – it depends on which login 

option has been set up. 
 

6) In a moment, a one-time password will arrive on your mobile phone/e-mail. Please enter the 

code in the “One-time password” field and click the “Send” option.  

7) A page showing an upper bar will be displayed. On this page, click on the “RZPRO” green field. 
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1) The page displayed in the picture below will appear (the English version is unavailable). On 

this page, click the “Studie funkční způsobilosti”(performance study)” green field (it will be 

displayed only in case of a previously confirmed notification of operation of a “clinical 

investigation sponsor” or upon receipt of a power of attorney via JSU from the person for 

whom the notification of operation of a “clinical investigation sponsor” has been confirmed. 

 

 

 

2.  Performance Study Module 

 

When you enter the Performance Study module (hereinafter referred to as the “PERFORMANCE STUDY 

/ SFE module”) as per the instructions, the homepage with a menu of options and a dashboard will 

come up, showing a recapitulation of the active status of handling of applications, reports, and 

delivered decisions. The dashboard is not displayed when you run the module for the first time and 

there is no application in the system. 
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2.1. PERFORMANCE STUDY / SFE Module Main Menu 
 

2.1.1. Options menu window 

 

 

Navigation: 
 

• Edited applications – displays a list of all not yet submitted applications of the 

respective sponsor, with the option to search and display the application detail. When 

you click on the application detail, the option allowing you to apply will come up. 

• Submitted applications – displays a list of all submitted applications of the respective 
sponsor, with the option to search and display the application detail, to run the options 
to process the application in terms of the Code of Administrative Procedure (application 
withdrawal, appeal, etc.). 

 

• List of authorised PERFORMANCE STUDY / SFE – displays a list of all authorised 
performance studies of the respective person with the option to search and display the 
PERFORMANCE STUDY / SFE detail. 

 

• Issued decisions – displays a list of all decisions issued by administrative authorities 
regarding the submitted applications of the concerned sponsor with the option to search. 
The list of decisions is common for several modules at the same time. 

Action: 

• New PERFORMANCE STUDY / SFE – generates a form for the completion of an 
application for the authorisation of an PERFORMANCE STUDY / SFE conduct and its 
submission. 
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2.1.2. Homepage dashboard  

 

 

The dashboard is split into the following overviews: 

• Active applications – displays the number of active pending applications for performance 
studies at various stages of the administrative procedure. If you click on the application 
count field, the filtered list of the sponsor´s applications will be displayed. 

• Active decisions – displays an overview of the number of decisions by types and action 
status, which have been issued by the Institute and have not become final as yet. If you 
click on the Count field, a filtered list of entities for detailed display will come up. 
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2.2. New Application for the Conduct of a Performance Study  

To submit a new application for the authorisation of a PERFORMANCE STUDY / SFE conduct, please click the 
“New SFE” button on the homepage of the “Performance study / SFE” module. 

 

 
 

The form for the submission of a new application for the authorisation of a performance study conduct will 
come up. 
 

 

 

Upon opening the form for the submission of a new PERFORMANCE STUDY / SFE, the RZPRO registry 
allows for the following actions: 
 

• Save – saves the content of the completed form and the saving is confirmed by a 
message in the info bar under the navigation icons. It is possible to save also forms that 
have not been fully completed and you still work on them. 

• Delete – irreversibly deletes the currently opened application form. Forms may be 
deleted only if in the “Editing” status. 

• Check – saves the content of the form and checks the completeness of the mandatory 
fields and included attachments. The result of the check is displayed in an information 
message. 
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• File – this option will apply for processing to the Institute. Before the submission, the form 
completeness check is performed and, if errors are detected, the submission is not 
completed, and the user is invited to eliminate the errors. The application Status changes 
to “Submitted”.  

 

2.2.1. Application before submission to the State Institute for Drug Control 
An application that has not yet been submitted to the State Institute for Drug Control (hereinafter 

referred to as the “Institute”) is in the edited status and does not have any allocated file number. The 

list of not yet submitted applications is available from the navigation field on the homepage of the 

“Performance Study” module. 
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2.2.2            Submission of a new functional performance study 
 

If you have completed all of the mandatory fields (highlighted in yellow) and uploaded all of the 

mandatory attachments, the application may be submitted to the Institute by pressing the “File” button. 

When you press the “File” button and confirm the submission of the application (see pictures below), 

the application is forwarded to the Institute and may no longer be edited. Editing an application after 

its submission is possible only if a request for amendment of the application issued by the Institute is 

delivered. 
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- -  

 

2.3. Submitted Applications for Performance Studies 

 

2.3.1. Searching and filtering submitted applications 
 

On the PERFORMANCE STUDY / SFE module homepage, click on the “Submitted applications” button. 
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A search using a filter can be done by completing one or more filter fields and pressing the “Search” 
button, which will retrieve the filtered submitted applications. 
 

 

Overview of statuses: 
 

• EDITING – a file number has been allocated – the application contained shortcomings based on which the 
Institute invited you to amend the application and you have already opened the application detail; you can 
amend/supplement the application in the editing status. 

• SUBMITTED – the application or requested application amendment has been submitted to the Institute 
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• VALIDATED – the application is at the validation stage until verified application issuance is notified. 

• UNDER PROCESSED – the Institute´s officer assesses the application/requested application amendment 

in the assessment stage 
 

• PROCESSED – the application or requested application amendment has been assessed and the outcome 
forwarded for signature 

• ACCEPTED – the application contains all of the particulars required by law and the Institute has issued 
a decision on PERFORMANCE STUDY / SFE conduct authorisation. 

• CALL FOR COMPLETION – you have received a request to amend the application, which has to be 
responded to within the timeline established by the resolution which forms part of the request for 
amendment. 

• TERMINATED – the Institute has issued a resolution to stop the administrative procedure concerning 
your application. 

• REJECTED – the Institute has issued a decision to decline the submitted application. 

• APPLICATION WITHDRAWN– you have withdrawn your application. Based on this action, the Institute 
will issue a resolution to stop the procedure. When the resolution is issued, the application status will 
change to “Terminated”. 

 

 
2.3.1.2. Submitted application detail 

 

To display the detail of any submitted application, which has been generated, saved, and submitted, 
click on the “Close-up” button in the list of submitted applications. 
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The filled-in application in the pdf format will be generated by clicking on the “Copy of the application” 
button. 

 

 

 

2.3.1.3. PERFORMANCE STUDY / SFE registration number 

For an authorised PERFORMANCE STUDY / SFE, a unique identifier (registration number) will be 

generated – these are displayed in the list of authorised PERFORMANCE STUDY / SFEs. 
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2.4 Actions in Response to the Institute´s Reaction to the Submitted 
Application 

Based on the Institute´s reaction, it is possible to perform the following actions in the Detail of a 

submitted application: 

 

• Withdraw application – based on an application withdrawal, the Institute stops the administrative 

procedure and no longer considers the submitted application. 

• File an appeal – the application submitter files an appeal from the decision issued by the Institute. The 

filed appeal must comply with the Code of Administrative Procedure. 

• Abandonment of appeal – the submitter abandons their right to appeal, which makes the decision 

final upon that moment; if the conduct of the performance study is authorised, the study may be 

commenced on the day following the date of the decision becoming final.  

• Append an application – allows to amend/edit an application based on the Institute´s request for 

amendment.  

 

 

2.4.1. Withdrawal of a submitted application 
 

The submitted application may be withdrawn by pressing the “Withdraw application” button. This 

generates a Notice within which it is necessary to tick the declaration confirming that you are 

withdrawing the application. Thereafter, click the “Withdraw application” button (the picture below 

refers to). A withdrawn application may no longer be edited and based on the withdrawal; the Institute 

shall issue a resolution to stop the administrative procedure. This action is irreversible, and should the 

applicant thereafter wish to conduct the respective performance study, they will have to apply with 

the Institute for the PERFORMANCE STUDY / SFE authorisation again.  
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2.4.2. Appeal from the Institute´s decision 

It is possible to file an appeal from a decision by pressing the “File an appeal” button. This brings up a 

form to enter the text on the appeal rationale and it is mandatory to attach the document containing 

the submitter´s appeal (click on the “Select” button). The appeal may be submitted by pressing 

the “File” button. Appeals are heard by the Ministry of Health of the Czech Republic.  

 

 
 

 

 

 

 

 

 

 

 

 

2.4.3. Abandonment of appeal 

 

In case the applicant needs the decision issued by the administrative authority to become final earlier 

than upon the expiry of the timeline for appeals from the respective decision, they may abandon their 

right to appeal from the decision. The right to appeal may be abandoned by clicking the “Abandonment 

of appeal” button and subsequent confirmation by pressing the “Ano” (Yes) button. 
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2.4.4. Amendment of a previously submitted application 

The active applications on the homepage contain also requests for amendment (“Call for completion” 

status). Click on the active numeral in the “Count” column. 

 

This will bring you to your submitted applications for which a request for amendment is available. 

Click on the “Detail” section for an application which is in the “Append an application” status – i.e., 

click the “Close-up” button for an application with SÚKL´s file no. sukls….., which is specified in the 

request for amendment that you have received in your data mailbox or via a postal delivery service. 

The detail of the application will then come up. 

If you wish to display the document that you have received in your mailbox or via a postal delivery 

service, i.e., the request for amendment of the application – click on the “Decision” tab. The 

“Decision” tab cannot be used to amend the application.  

To amend the application as requested, it is necessary to go back to the application (i.e., the “Detail” 

tab.).  

To amend the application as requested by the request for amendment, click on the “Append 

application” option. This will bring up the same form as that for the submission of a new 

PERFORMANCE STUDY / SFE, with defaulted data from your previous submission of the concerned 

PERFORMANCE STUDY / SFE, which may be amended, or it is possible to enclose new attachments.  
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The application may be amended in stages; always click on the “Save” button to save your changes. As 

soon as you amend all the particulars of the requested amendment, click on the “File” button to submit 

the amended application to the Institute. To make sure that the application has been submitted, 

please check that the application status has been changed from “Editing” to “Submitted”. 
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2.5  Management of Authorised PERFORMANCE STUDY / SFEs  
 

2.5.1. List of authorised PERFORMANCE STUDIES / SFEs 
 

If you wish to display the list of authorised applications for performance studies, use the “List of 
authorised SFE” option. 

 
 

 

 

 

This will bring up a list with the option to apply filters, just as described in chapter “2.3.1. Searching 

and filtering submitted applications”. The description of individual fields of the search filter is 

available from the RZPRO user manual. 
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For more detailed information on the performance study, the possibility to submit a report on 

PERFORMANCE STUDY / SFE initiation, submitting an annual report, etc., and the conduct of other 

actions (application for change to PERFORMANCE STUDY / SFE, application to continue a PERFORMANCE 

STUDY / SFE previously suspended by the sponsor or the Institute), click on the “Close-up” of the 

concerned PERFORMANCE STUDY / SFE in the list of authorised PERFORMANCE STUDIES / SFEs. This 

will bring up the PERFORMANCE STUDY / SFE detail with individual tabs containing detailed information 

on the PERFORMANCE STUDY / SFE and a panel with buttons for the submission of individual reports 

and applications that may be filed for the authorised PERFORMANCE STUDY / SFE. 
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2.6.  Actions conducted in Respect of an Authorised PERFORMANCE STUDY / SFE 
 

The actions that may be conducted for authorised PERFORMANCE STUDIES / SFEs (reports, application 

for change of PERFORMANCE STUDY / SFE) may be carried out in the RZPRO only after you click on the 

“Close-up” of the concerned PERFORMANCE STUDY / SFE in the “List of authorised PERFORMANCE 

STUDY / SFE“! 
 

When you click the button for individual reports, it is then possible to go back by clicking on the 

“performance study detail”. 

 

The following actions may be carried out under the detail of an authorised PERFORMANCE STUDY / SFE: 
 

• Application for the PERFORMANCE STUDY / SFE change – may be submitted also 
before the start of the PERFORMANCE STUDY / SFE. 

 

• Information about the PERFORMANCE STUDY / SFE starting – once the 

PERFORMANCE STUDY / SFE initiation report has been submitted, this option is no 

longer available, and editing the original report is no longer possible. 
 

• Annual report – the button for its submission will be displayed only after the 
“Information about the PERFORMANCE STUDY / SFE starting” report is submitted. 

 

• Serious adverse event (SAE) report – serves for SAE reporting; the list of SAEs 

reported via RZPRO is available from the “Serious adverse event” tab. 
 

• PERFORMANCE STUDY / SFE suspension – the button for the notification of a 

PERFORMANCE STUDY / SFE suspension will be displayed only after the “Information 

about the PERFORMANCE STUDY / SFE starting” report is submitted. 

 

• PERFORMANCE STUDY / SFE termination – when the report on performance study 

termination is submitted, the only options available is a SAE report submission and 

final report submission. 
 

• Final report – the button for the submission of the final report will be displayed only 

when the PERFORMANCE STUDY / SFE termination report is submitted. 
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2.6.1.  Performance study initiation 

 

To report a PERFORMANCE STUDY / SFE initiation, click on “Information about the SFE starting” in the 

detail of the authorised PERFORMANCE STUDY / SFE. This will bring up a form where it is necessary to 

enter the date of performance study initiation and where attachments may be enclosed (optional). If 

you click on the “Send” button, the report will be displayed to the Institute. The PERFORMANCE STUDY 

/ SFE initiation report may only be submitted once. A submitted report may no longer be edited. 
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2.6.2. Application for the performance study (SFE) change 

 

If the sponsor wishes to perform a change to an authorised performance study, they are obliged to 

report the change to the Institute in compliance with Article 71 of the IVDR and MDCG 2022-6 Guidance 

on significant changes regarding the transitional provision under Article 110(3) of the IVDR. 
 

In the performance study detail, click on the “Application for the SFE change” option. This will 

automatically generate and save a new application of the “Application for the PERFORMANCE STUDY / 

SFE change” type in the “Editing” status and fields from the latest effective PERFORMANCE STUDY / 

SFE authorised version will default in the application. The application must be edited as follows: complete 

the “Justification” field and enclose the necessary attachments (attachments “Proposal of changes in 

PERFORMANCE STUDY / SFE documentation” and “Written approval of the ethics committee with 

changes of PERFORMANCE STUDY / SFE documentation” are mandatory); thereafter, save the 

application (use the “Save” button). If the application is complete, it may be submitted to the 

Institute for approval of the change to the performance study (use the “File” button). After the 

submission, the status of the application will change to “Submitted” and the application may be 

displayed in the list of applications. The subsequent options available are the same as those 

described in chapter 2. 2. 2. “Submission of a new performance study”. 

In case you have generated the application for a PERFORMANCE STUDY / SFE change by mistake, it may 
be removed by clicking on the “Delete” button, unless it has been submitted. 

 
 

2.6.3. Different file numbers of applications for performance study (PERFORMANCE STUDY / SFE) 

authorisation of changes and applications for continuation 
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In case of submission of an application for the authorisation of changes to the PERFORMANCE STUDY / 

SFE and PERFORMANCE STUDY / SFE continuation, separate file numbers are generated. In case of 

submission of an application for PERFORMANCE STUDY / SFE authorisation or PERFORMANCE STUDY / 

SFE continuation, a new file number is generated in the procedures. In the sphere of performance 

studies, it is necessary to distinguish individual procedures from each other and for each, a separate 

file must be kept.  

In the beginning, there is always the PERFORMANCE STUDY / SFE authorisation procedure, which is 

concluded by a decision. During the conduct of an authorised PERFORMANCE STUDY / SFE, however, a 

need to change it may arise. The Institute must be notified of any such change, and the change must be 

approved by the Institute.  

Each change hence represents a new matter which is to be addressed by a separate file and under a 

unique file number. The initiation document that triggers the establishment of a new file is in this case 

the notification of the change to the performance study.  

 

2.6.4. Serious adverse event (SAE) reporting 

 

The sponsor is obliged to inform the Institute about arising SAEs immediately as they arise, in compliance 
with Article 76 of the IVDR. 

 

To report an arising SAE or a modification thereof, click on the “Serious adverse event (SAE) report” 

button in the detail of the authorised PERFORMANCE STUDY / SFE. It is mandatory to provide a text 

description of the SAE and to upload the SAE report form as an attachment.  
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2.6.5. Annual report 

 

To submit the annual report, click on the “Annual report” button in the detail of the authorised 
PERFORMANCE STUDY / SFE. This button is not available until the PERFORMANCE STUDY / SFE initiation 
report is submitted; see section 2.6.1. “Performance study initiation”. 
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2.6.6.  Performance study suspension 

 

To report a performance study suspension, click on the “SFE suspension” button. To resume a 

suspended PERFORMANCE STUDY / SFE, please proceed as explained under section 2.7. 1 

“Continuation of a performance study suspended by the Institute or sponsor”. 
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2.6.7. Performance study termination 

 

To report the termination of a performance study, click on the “SFE termination” button. 

 

 

 

 

2.6.8. Performance study final report  

 

To submit the final report, click on the “SFE report” button. 
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2.6.9. List of all reports 

 

If you wish to display the list of reports for individual PERFORMANCE STUDIES / SFEs, click on the “SFE 

reports” button. The list is designed to display a listing of individual reports from all authorised 

functional performance studies. 

 

You can search the list using filters and sort the list in ascending/descending order by individual 

columns. The report detail may be opened by clicking on the row of the required report.  
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2.7. Suspension of an Authorised Performance Study by the Institute  

The Institute may temporarily suspend a performance study previously authorised thereby.  

You will be informed about the suspension of an ongoing performance study using the delivery of a 
resolution issued by the Institute. 

 

2.7.1. Continuation of a performance study suspended by the Institute or sponsor 

 

In case of a suspended investigation, it is possible to apply for PERFORMANCE STUDY / SFE 

continuation when the reasons for the suspension no longer exist, requesting a resolution authorising 

the continuation of the PERFORMANCE STUDY / SFE from the Institute. If it is necessary to update the 

documentation, it is also necessary to apply for a change to the PERFORMANCE STUDY / SFE (section 

2.6.2. refers). It is necessary to first submit the application for continuation and only then the 

application for change to the PERFORMANCE STUDY / SFE.  

 

 

2.8. Discontinuation of an authorised Performance Study by the Institute (ex officio) 

 

The Institute may stop an ongoing performance study the conduct of which it has authorised.  

The decision on the discontinuation of the performance study by the Institute will be displayed on the 

dashboard, which is provided on the PERFORMANCE STUDY / SFE module homepage, or it will be 

available from the “Issued decisions” list on the homepage or in the detail of the concerned 

PERFORMANCE STUDY / SFE. 
 

It is possible to file an appeal from the Institute´s decision on the discontinuation of an authorised 

performance study via the RZPRO (section 2. 4. 2. “Appeal from the Institute’s decision” refers). 

 

Once the decision on the discontinuation of the performance study becomes final, the decision is 
permanent, and it is no longer possible to submit an application for PERFORMANCE STUDY / SFE 
continuation. 
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Should you encounter any unclarities regarding the procedures to be followed in the Performance Study 
Module, please contact SÚKL at: 
email: SZP_RZPRO_dotazy@sukl.cz  
tel. +420 272 185 933  
 
Should you encounter technical problems when filing your application, please contact ÚZIS:  
Tel.: +420 222 269 999 – general UZIS helpline  
helpdesk.registry@uzis.cz  
 
Generals questions should be addressed to SÚKL at: +420 272 185 333 

 

mailto:helpdesk.registry@uzis.cz

