
Merele GmbH 
Alt.Lonkwitz 102 
12247 Berlin 
Germany 

Field sofety notice 

Merete GmbH 

Alt-Lankwitz 102 
D-1224 7 Berl in 

Date : November 18, 2016 
Tel. : + 49 (0)30 77 99 80- 0 
Fax: + 49 (0)30 76 68 03- 6 1 

Product: Meta T oe '"' Ready T oUse Kit (FP90 1 OSS) - oll LOTs 
E-Ma il: service@merete.de 
Web: www. merete-medica l.com 

Dear valued User, 

Our post-market surveillance dota revealed that the obsorbable Meta T oe '"' EndoSorb !M screw moy fracture 

during implantotion in narrow medullary cavities. The screw is not self-cutting or self-tapping within corticol 

bone ond is only intended to be inserted into concellous bone. Frocture risk is increased during insertion into 

norrow medullory covities. Therefore, ensure o sufficient medullory covity while using the nomed implont. 

Merete will supply o top for the treolment of potients with norrow medullory cavities os soon os possible free 

of chorge. Until then pleose refroin from treoting potients with norrow medullory covities. 

Potential problem: The implont moy frocture in norrow medullory covities if inserted into hord, corticol bone. 

Clinicol consequences: ln cose of frocture the in-situ frogment of the implont needs to be removed . 

Additionolly, an alternative treatment needs to be opplied which results in an increosed surgery time. 

The risks for the surgeon ond olreody implonted devices ore unchonged. 

Further meosures : 

1) Confirm the receipt of this notice by filling in the attoched ocknowledgment ond return it to Merete 

until November 25, 2016. 

2) Do not hesitote to contoct the listed contoct person or your soles representotive with ony further 

questions. 

3) Only treot potients with norrow medullory covities upon receipt of corresponding top. 

Contoct Person: Dipl.-lng. Susonne Kohl, skohl@merete.de, Tel. : + 49(0)30 77 99 80 122 

Thonk you for your understonding. 

Handelsregister Geschöftsluhrer: 
AG Berlin.ChorloHenburg Alexie Anapliotis (Vors.) 
HRB 1 7 4869 B Susanne Kahl 
USt .. ldNr.: DE304227939 Hartmut Grasnicl 
St.-Nr : 29/088/60619 Uwe Ruchniewicz 

Commerzbank AG 
I BAN: DE4 7 1004 0000 0100 4027 00 
BIC: COBADEFFXXX 

Deutsche Bonk AG 
IBAN: DE73 1007 0000 0134 6907 00 
BIC DEUTDEBBXXX 

Certilied ISO 13485 



Merete GmbH 
Aft.Lon~wotz I 02 
12247 Berlin 
Germony 

@merete~ 

Acknowledgement of Field saftey Notice 

Piease fill in the following poge and send it back to Merete GmbH. 

Merete GmbH 

Alt-Lenkwitz 1 02 
D-1224 7 Berl in 

Tel.: + 49 (0)30 77 99 80 - 0 
Fax: + 49 (0)30 76 68 03 - 61 
E -Mo il : service@merete .de 
Web: www.merete-medical .com 

D 1/ We confirm the receipt of the field sofety notice reloted to Meta T oe Ready T oUse Kit (FP90 1 05S) 

issued November 18, 2016. 1/ We reod the field safety notice and forwarded it to the relevant persons if 

necessary. 

Institution 

Name 

Position 

Location, Date, Signeture 

Piease return this Ietter to: 

Merete GmbH 

Susanne Kahl 

Alt-Lankwitz 1 02 

121 05 Berlin 

Email : skahl@ merete.de 

Fox: + 49 30 77 99 80 177 

Hondelsregoster Geschäftsführer: 
AG Berlin·Chorlottenburg Alexie Anopliotis (Vors .) 
HRB 17 4869 B Susonne Kahl 
USt.- ldNr. : DE304227939 Hartmut Grosnick 
St .. Nr : 29/088/ 60619 Uwe Ruchniewicz 

Commerzbank AG 
IBAN: DE47 1004 0000 0100 4027 00 
BIC: COBADEFFXXX 

Deutsche BonlAG 
IBAN: DE73 1007 0000 0 134 6907 00 
BIC DEUTDEBBXXX 

Certified ISO 13485 




