
REGULATORY AFFAIRS 

S E N I O R  

M A N A G E R

Z U G ,  S W I T Z E R L A N D



Are  you  exper i enced  w i th  EU  and/o r  US  submiss i ons  f o r
med ica l  dev i ces  and  want  t o  deve lop  your  ca ree r?  Come
and  j o i n  a  g row ing  company  l oca ted  i n  Zug !  Loca ted  i n
the  c l ass i c  na tu ra l  beau ty  o f  Sw i t ze r l and ,  t he  town  has
grea t  l i nks  t o  the  buz z ing  c i t y  o f  Zu r i ch  w i th  the  t ra in
s ta t i on  j u s t  200m and  moto rway  nearby .

As  regu la to ry  a f f a i r s  manager ,  you  w i l l  be  r i gh t  a t  the  cen t re  o f  where  a l l  t he
key  dec i s i ons  a re  made ,  and  where  the  deve lopment  t eams  s i t .  You  w i l l  be  j o i n ing
an  expand ing  regu la to ry  t eam and ,  w i th  th i s  company ’ s  f l a t  h i e ra rchy ,  you  w i l l
r epor t  d i r ec t l y  t o  the  VP  QARA .
 
I n  th i s  pos i t i on ,  you  w i l l  o ve r see  the  en t i r e  l i f ecyc le  f r om s ta r t  t o  f i n i sh  as  we l l
a s  deve lop  your  sk i l l s  i n  EU  and  US  submiss i on .  The  b road  po r t fo l i o  g i ves  you  the
oppor tun i t y  t o  work  w i th  ac t i ve  &  non-ac t i ve  med ica l  dev i ces ,  g i v i ng  you  the
chance  to  l ea rn  a  l o t !  

THE COMPANY 

THE OPPORTUNITY

 Th i s  company  i s  deve lop ing  and  manu fac tu r i ng  Sw iss -made  p roduc ts  tha t  a re
be ing  de l i ve red  d i rec t l y  t o  i n tens i ve  ca re  un i t s  i n  hosp i ta l s  and  have  suppor ted
the  t rea tment  o f  COVID-19  pa t i en t s .  Th i s  company  has  a  b road  po r t fo l i o  o f
dev i ces  and  accesso r i e s  bu t  they  con t inue  to  i nnova te  and  l ook  to  the  fu tu re  w i th
a  commi tment  t o  become  a  g l oba l - l eader  i n  the i r  f i e l d .

Do  you  l ove  co l l abo ra t i ve  work  env i ronments?  You ’ l l  have  the
chance  to  j o i n  a  mu l t i cu l tu ra l  company ,  where  l ea rn ing  f rom each
other ,  t eamwork  and  “hav ing  fun”  i s  a t  the  hear t  o f  the i r  cu l tu re .
The  company  has  regu la r  t eam “co f fee  and  l ea rn”  meet ings  where
you  can  take  charge  o f  you r  p ro fess i ona l  deve lopment  and  improve
in  o the r  a reas  o f  i n te res t  l ed  by  your  f e l l ow  co l l eagues .



As Regulatory  Af fa i rs  Manager  you ’ l l  have  the  fo l lowing  respons ib i l i t ies
Manage  your  own  po r t fo l i o  o f  p roduc ts  th rough  deve lopment  and  l i f ecyc le
management  p rocesses  g l oba l l y
Work  on  I nnova t i on  p ro j ec t s  as  the  regu la to ry  r ep resen ta t i ve ,  p rov id ing  i npu t
regard ing  r i sk  management ,  s tandards  and  gu idance  documents
Suppor t  key  ac t i v i t i e s  such  as  v i g i l ance
C lose l y  co l l abo ra te  i n  mu l t i -d i sc ip l i na ry  t eams  f rom Regu la to ry ,  Qua l i t y ,
Techn ica l ,  Marke t ing  &  R&D on  new  p roduc t  deve lopment  p ro j ec t s  and
in te rna t i ona l  p roduc t  l aunches

YOUR RESPONSIBILITIES:

As Regulatory  a f fa i rs  manager  you  should  have
4+  yea rs  exper i ence  Regu la to ry  A f fa i r s  i n  the  med ica l  dev i ce  i ndus t r y
Exper i ence  w i th  CE  mark ing  AND/OR  510(k )  submiss i ons
F luen t  speak ing ,  r ead ing  and  wr i t i ng  i n  Eng l i sh  and  German

YOUR QUALIFICATIONS:

Suppor t  key  re l a t i onsh ips  w i th  Eu ropean  Author i t i e s ,  no t i f i ed
bod ies  and  I n te rna t i ona l  competen t  au thor i t i e s
Be  respons ib l e  f o r  t echn ica l  documenta t i on  rev i ew ,  and  suppor t
the  c rea t i on  and  con t inuous  improvement  o f  r egu la to ry  r e l a ted
processes
Crea te  new  and  ma in ta in  ex i s t i ng  reg i s t ra t i ons  i n  EU  and  US ,
f o l l ow  the  changes  to  the  MDR and  suppor t  w i th  t es t i ng
ac t i v i t i e s  r e l a ted  to  the  s tandards  re l evan t  f o r  you r  p roduc t .  
Ac t  a s  PRRC  fo r  the  company



P lease  send  your  CV  to  K r i s t i na  a t
k r i s t i na@elemed .eu  to  a r range  a  con f i den t i a l

ca ree r  d i scuss i on .

INTERESTED TO EXPLORE
THIS FURTHER?

mailto:kristina@elemed.eu

