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1 Introduction 
 
Rovers® Cell Sampling Devices for professional and home use are based on "thin-hair technology". Cell 
material collected with Rovers® Cell Sampling Devices can be processed with conventional as well as 
liquid based cytology (LBC) and also be used for bacteriological testing, virus testing (e.g. for Sexually 
Transmitted Diseases or HPV) and DNA analysis. 
 
Cell collection with Rovers® Cell Sampling Devices is quick, simple, painless and reliable. 
 
In accordance with the European Medical Device Regulation (MDR) 2017/745, the Rovers® Cell Sampling 
Devices (Non-Sterile) are Class I Medical Devices with a low risk profile. 
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2 Abbreviations 
 

DNA Deoxyribonucleic acid 

EEC European Economic Community 

EN  European Norm 

EU European Union 

GMDN Global Medical Device Nomenclature 

HPV  Human PapillomaVirus 

hrHPV high-risk Human PapillomaVirus 

IFU Instructions For Use 

ISO International Organization for Standardization 

LBC Liquid based cytology  

RMD Rovers Medical Devices B.V. 

UMDNS Universal Medical Device Nomenclature System 
Table 1: Abbreviations 

 

3 Background Information 
 

3.1 Manufacturer Profile / Identification 

 
Rovers Medical Devices B.V. (RMD) designs, develops and manufactures and worldwide markets medical 
devices (cancer screening devices) for cytological analysis, bacteriological-, HPV-, viral- and DNA testing. 
 
The company was founded in 1982. 
 

 
 
Our main product line is Rovers® Cell Sampling Devices. The "thin-hair technology" used for this product 
has been developed by RMD. 
Cell material collected with our sampling devices can be processed with conventional as well as liquid 
based cytology (LBC) and also be used for bacteriological testing, virus testing (e.g. for Sexually 
Transmitted Diseases or HPV) and DNA analysis. 
Our Rovers® products are being used in more than 60 countries all over the world. For the development of 
new products we work together with medical specialists in gynaecology, cytology, pathology etc. 
  



 
 

5/14 

 

3.2 Company Address 

 
 

 
Rovers Medical Devices B.V. (RMD)  
Lekstraat 10 
5347 KV, Oss 
The Netherlands  
 

 
 
 

3.3 Website 

 
http://www.roversmedicaldevices.com/ 
 

3.4 Contact person 

 
H. Vissers - Quality Assurance / Regulatory Affairs Manager / PRRC 
T: +31 412 648870 
Email: hvissers@roversmedicaldevices.com 
 

  

http://www.roversmedicaldevices.com/
mailto:hvissers@roversmedicaldevices.com
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4 Rovers® Cervex-Brush® 
 
 

 

 
“BECAUSE THE HAIRS ARE FLEXIBLE, THE MUCOSAL SURFACE IS WELL 
SAMPLED BUT NOT DAMAGED, THUS REDUCING THE NUMBER OF 
UNSATISFACTORY SMEARS.” 

Prof. G.P. Vooys 

 
 
The Cervex-Brush® enables simultaneous collection of ectocervical, endocervical and transformation-zone 
cells with a single device. The brush is made up of well-defined semi-circular soft, flexible hairs for the 
optimal sample collection. The Cervex-Brush® can be used for HPV testing, conventional cytology and 
liquid-based cytology. The hydrophobic material of the brush facilitates the release of the cell material into 
the fluid or on to a glass slide. 
 

Benefits 

− Sweeps the portio and reaches well beyond the transformation-zone into the cervical canal for a 

rich cell yield. 

− Significantly reduces the number of inadequate smears. 

− Avoids bleeding and pain which are normally associated with rigid spatulas and less considerate 

endocervical devices. 

− The Rovers® Cervex-Brush® can be used for liquid-based as well as conventional cytology. 

The hydrophobic material of the brush facilitates the release of the cell material into the fluid. 

− Optional detachable brush head can be supplied depending on the LBC method used. 
 

4.1 Market Presentation 

 

Product Name:  Article Number 

Rovers® Cervex-Brush® (NON-STERILE) 380100324 

Table 2 : Article # Rovers® Cervex-Brush® 

 

Product Name:  UDI 

Basic-UDI-DI 871918924638010032446 

UDI-DI 08719189246049 

Primary packaging 08719189246025 

Secondary packaging 08719189246032 

Tertiary packaging 18719189246039 

 

4.2 EU Device Classification  

 
In accordance with the European Medical Device Regulation (MDR) 2017/745, the Rovers® Cervex-
Brush® (NON-STERILE) is a Class I Medical Device. 
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4.3 Quality Certificates 

 
Copies of quality certificates can be downloaded via: 
https://www.roversmedicaldevices.com/quality-certificates/ 
 
 

FOR 

CERTIFICATES  

 

 

 

 
 

4.4 GMDN 

 
Term: Cytology scraper, single-use  
 
GMDN Code: 42537  
 
Definition: a wooden, plastic, or metal instrument used to collect a scraping of cells from tissue for the 
purposes of a diagnostic examination. This is a single-use device.  
 

4.5 UMDNS 

 

UMDNS Code:  
15-018, Cell Sampling Devices 
 

4.6 The Rovers® Cervex-Brush® in research studies 

 
https://www.roversmedicaldevices.com/cell-sampling-devices/cervex-brush/ 
 

4.7 Download Link Product Brochure 

 
https://www.roversmedicaldevices.com/wp-content/uploads/2021/07/CBM012102_FOLDER-CERVEX-
BRUSH.pdf 
 

4.8 Intended Use 

 
The Rovers® Cervex-Brush® is a single-use cell sampler intended to collect simultaneous cell material 
from the cervical os, ectocervical and endo cervical in women. 
 

4.9 Intended User 

 
They are for use by healthcare professionals (qualified medical personnel). 
 

  

https://www.roversmedicaldevices.com/quality-certificates/
https://www.roversmedicaldevices.com/cell-sampling-devices/cervex-brush/
https://www.roversmedicaldevices.com/wp-content/uploads/2021/07/CBM012102_FOLDER-CERVEX-BRUSH.pdf
https://www.roversmedicaldevices.com/wp-content/uploads/2021/07/CBM012102_FOLDER-CERVEX-BRUSH.pdf
https://www.roversmedicaldevices.com/quality-certificates/
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4.10 Intended Place of Use / Use Environment 

 
Clinical setting. 
 

4.11 Precautions (Contra-indications) 

 
The Rovers® Cervex-Brush® should not be used on patients after the first 10 weeks of pregnancy. 
 

4.12 Restrictions 

 
To be used only by qualified medical personnel. 
 

4.13 Warnings 

 

  Do not re-use. 

   Do not use if package is damaged. 

  Caution, consult instructions for use.



Intended for single use only. 
Reuse causes contamination and misdiagnosis. 
To be used only by qualified medical personnel. 
 

4.14 Special Care, storage and transport conditions 

 
The primary packaged products are all protected for transport and storage by a secondary and tertiary 
carton box. The expiry period is three years after date of production, provided that the products are stored 
under ambient storage conditions and protected from sunlight. 
 
The white cardboard boxes (Secondary Packaging) are packaged according a predefined stacking pattern 
in a brown cardboard box (Tertiary Packaging, also called the shipping container) on a wooden pallet. 
Hereafter the shipping container is secured with ratchet straps and foil wrapped and ready for transport.  
For smaller amounts the quantity of packaging and protection materials will be adjusted accordingly. 
 

4.15 Material Information Rovers® Cervex-Brush® 

 
The blue coloured handle is made of Polypropylene, the white coloured brush is made of Polyethylene.  
 

Part description Material 

Brush Polyethylene / White Colorant 

Handle  Polypropylene / Blue Colorant 

Plastic Bag (Primary packaging) Polyethylene 

 
Product Drawing:  
The Rovers® Cervex-Brush® consists of a blue handle and a white brush. 

(A) Total length:  199  mm 
(B) Diameter handle: 4,5  mm 
(C) Width brush:  18,75 mm 
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Total Length Rovers® Cervex Brush®: 
By design the total length of the Rovers® Cervex Brush® is determined by the individual dimensions of the 
handle and the brush. During manufacturing the appearance of the handle, brush and assembled product 
is monitored. 
 
Product Weight: 

− 2 g  
(The provided product weight is indicative and has not been determined as an in-process and/or release 
control parameter). 
 

4.16 Primary Packaging Information 

 
Type Transparent / white colored bag 

PCS of product 25 

Dimensions (cm) 30.5 x 23,5 

 
Information as available on the primary packaging: 
 

 

A

B

C
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4.17 Secondary Packaging Particulars 

 
Type Carton box (White) 

PCS of product 20 bags + 1 instructions For Use 

Dimensions (cm) 30 x 21 x 14 

 
Information as available on the label: 
 

 
 
 

4.18 Tertiary Packaging Particulars 

 
Type Brown coloured carton box 

PCS of product 176 boxes 

Dimensions (cm) 110 x 110 x 175 

 
For smaller amounts the quantity of packaging and protection materials will be adjusted accordingly. 
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5 Instructions For Use 
 
The following languages are available: English, German, French, Spanish, Italian, Dutch, Danish, Portuguese, Greek, Turkish, Japanese, Swedish, Chinese, Russian, 
Polish, Lithuanian, Estonian, Norwegian, Bulgarian, Croatian, Czech, Finnish, Hebrew, Hungarian, Latvian, Romanian, Slovakian and Slovenian. 
 
Instructions For Use information as supplied with every Secondary Packaging:  
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