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As a result of amendments to the Medical Devices Act, there will soon be 
major changes in performance of notification obligations connected with 
marketing of medical devices. These changes will be particularly 
important for manufacturers, distributors and importers of medical 
devices.  

The Act of 11 September 2015 Amending the Medical Devices Act and Other Acts 
enters into force on 20 February 2016, except for changes in the regulations 

imposing sanctions for failure to provide notification of changes in data covered by 

an application for placement on the market or notification of putting into service of 
a device, which will enter into force one month later, on 20 March 2016. 

Main changes introduced by amending act  

 Foreign-language instructions of use only with consent of health 
service provider 

Under the amendment, providing a given medical device for the first time with 

English-language instructions for use and labelling in English requires prior written 
consent of the health service provider. In practice, consent of the manager of the 
medical facility will probably be sufficient. 

 Custom-made medical devices 

Medical devices made in accordance with the doctor’s written prescription—known 

as “custom-made devices”—for which an application for placement on the market 
was filed with the regulator (the president of the Office for Registration of 
Medicinal Products, Medical Devices and Biocidal Products) will not be subject to 
the obligation of notification of putting the device into service by the given doctor.  

 Notification of in vitro diagnostic devices 

Medical diagnostic laboratories which have produced in vitro diagnostic devices, as 
well as entities using such devices to provide medical diagnostic services, will be 
required to notify the regulator of the planned first use of the given device to 
perform medical diagnostic services at least 14 days before such use. When 
making such notification, it should be borne in mind that the documentation 

enclosed with the filing differs slightly from the standard notification submitted to 
the regulator for placement of a medical device on the market in Poland (see 
below). 

 Documentation enclosed with applications and notifications 

In the case of applications for placement on the market filed by manufacturers or 
authorized representatives: 

a) It will not be required to enclose information on whether the device is a 

custom-made device, because such devices will have their own 
separate set of enclosed documentation (see below). 

b) In the case of foreign manufacturers, it will be mandatory to enclose a 
document from the relevant commercial register, issued within 3 months 
prior to the filing, together with a sworn translation.  
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With respect to applications for placement on the market of custom-made devices, 

or of in vitro diagnostic devices filed by the medical diagnostic laboratories which 
produced the devices or by entities using in vitro diagnostic devices to perform 
medical diagnostic services: 

a) It will not be necessary to submit a description of the device in English, the 
product code, and the patient’s data on the device labelling form (this 
applies only to custom-made devices). 

b) It will be mandatory to enclose a compliance declaration, copies of 
declarations of conformity issued by the notified units which took part in the 
conformity assessment, and proof of payment of the application fee. 

With respect to notifications on putting medical devices into service made by 
distributors and importers of devices located in Poland: 

a) It will not be required to enclose proof of payment of the fee for the 
notification and a transcript from the National Court Register or the 

business register or a copy of a document confirming the notifier’s identity 
and residence address. 

b) If the notification is made by the importer, it will also be mandatory to 
enclose a copy of the compliance declaration of conformity, the declaration 
concerning the system or procedure pack (if the devices were assembled by 
a third party for purposes of placement on the market) or a declaration 
concerning sterilization of the system or procedure pack (if the devices 

underwent these activities for the purpose of placement on the market), as 
well as copies of declarations of conformities issued by notified units which 
took part in the conformity assessment. 

Notification to the regulator of changes in data 

The amendment clarifies which changes in data covered by a notification or 
application the regulator must be informed of. Thus, with respect to applications for 
placement on the market of a medical device, notification will be required for 
changes in:  

 Name/address of the applicant 
 Name/address of the manufacturer 
 Name/address of the authorized representative 
 Trade name of the device 
 Number of the notified unit which took part in the conformity assessment 

 Generic name of the device 
 The description of the device and its intended use 
 The class of the device or the classification rules applied. 

Notification of the foregoing changes, except for the last of these items, will also 
require enclosure of a copy of documents reflecting the change, e.g. labelling form, 
instruction for use and the like. 

In turn, with respect to notification of putting into service of a medical device, it will 
be mandatory to provide notice of changes in: 

 Name/address of the entity that made the notification 
 Name/address of the authorized representative 

Changes in fees 

The fee for an application for placement of a medical device on the market will be 

no higher than PLN 1,400, while an application to amend the data covered by an 
application for placement of a device on the market will be subject to a fee equal 
to half the fee established for the given application for placement of the medical 
device on the market. 
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Notifications of putting into service of medical devices filed by distributors 

(including service providers), as well as changes to data covered by such 
notifications, will not be subject to a fee. 
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