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J o in  a  bou t ique  consu l tancy  company  a t  the  hear t  o f  the
med ica l  dev i ce  and  pharmaceut i ca l  i ndus t r y ,  known  fo r  i t s
i nnova t i ve  and  pe rsona l  approach .  The  key  p i l l a r s  o f  the
company :  exper t i se ,  dynamism and  reac t i v i t y .  The
emp loyees  a t  th i s  company  work  w i th  pharmaceut i ca l  and
med ica l  dev i ce  manu fac tu re r s  on  a  range  o f  d i f f e ren t
top i cs :  f r om Regu la to ry  s t ra tegy ,  Comp l i ance ,  QMS
imp lementa t i on  and  management ,  MDR/ IVDR  as  we l l  a s
de l i ve r i ng  and  deve lop ing  t ra in ing .

Loves  hav ing  a  va r i e t y  o f  ac t i v i t i e s  i n  you r  da i l y  work?
Has  a  p rob lem-so l v i ng  approach  to  r egu la to ry  cha l l enges
and  an  “espr i t  d ’ equ ipe”?
Ready  to  s tep  up  and  manage/deve lop  a  sma l l  t eam?

Ca l l i ng  a l l  s en io r  QA/RA  p ro fess i ona l s !  A re  you  someone  who :

Then  we  have  a  r ea l l y  un ique  oppor tun i t y  f o r  you !

Th i s  i s  a  g rea t  oppor tun i t y  f o r  e i the r  a  sen io r  r egu la to ry
a f fa i r s  spec ia l i s t ,  s ea rch ing  f o r  the i r  f i r s t  oppor tun i t y  i n
management ,  o r  an  es tab l i shed  manager  i n te res ted  i n
l ead ing  a  sma l l ,  n imb le  t eam .  I f  you  l ove  co l l abo ra t i ve
env i ronments  and  work ing  c l ose l y  on  p ro j ec t s  and  p roduc ts
wh i l s t  deve lop ing  and  suppor t i ng  o the rs ,  t h i s  r o l e  i s  f o r
you !

This  i s  not  a  f ree lance  pos i t i on ;  so  you ’ l l  en j oy  a l l  t he
norma l  bene f i t s  and  secur i t y  o f  be ing  pe rmanent l y
emp loyed ,  w i th  a  l o t  more  va r i e t y  than  work ing  f o r  j u s t  one
manufac tu re r !

THE ROLE

THE COMPANY



I n  th i s  r o l e  you  w i l l  cove r  the  A -Z  o f  r egu la to ry/qua l i t y
ac t i v i t i e s ,  ac ross  a  range  o f  d i f f e ren t  med ica l  dev i ces .

THE RESPONSIBILITIES

THE REQUIREMENTS
5+  yea rs  exper i ence  i n  r egu la to ry  a f f a i r s ,  qua l i t y  OR  c l i n i ca l
Exper i ence  w i th  med ica l  dev i ces  o r  IVD
F luen t  Eng l i sh  and  F rench

P lease  send  your  CV  to  E l ena  a t  e l ena@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?

Crea t ing  regu la to ry  s t ra teg ies  f o r  US  and  EU  marke ts ,  au tho r ing  submiss i ons
fo r  those  key  marke ts  and  ma in ta in ing  con tac t  w i th  the  US  FDA  and/o r
Not i f i ed  bod ies  as  r equ i red
Suppor t i ng  “hands  on”  regu la to ry  p ro j ec t s  f o r  cus tomers  on  ac t i v i t i e s
spann ing  the  fu l l  l i f ecyc le  o f  a  med ica l  dev i ce :  CE  mark ing ,  New  p roduc t
in t roduc t i ons ,  r egu la to ry  s t ra tegy ,  PMS ,  and  more
QMS imp lementa t i on  and  improvements  accord ing  to  ISO  13485
Car ry ing  ou t  and  suppor t i ng  aud i t s :  I n te rna l ,  supp l i e r ,  3 rd  pa r t y  e tc .
Gu id ing  new  p roduc t  deve lopment  p ro j ec t  t eams  f rom a  regu la to ry
perspec t i ve ,  p rov id ing  i npu t  on  des ign  con t ro l s
Suppor t i ng  w i th  MDR/ IVDR  s t ra tegy  and  imp lementa t i on
Suppor t i ng  the  company ’ s  g rowth  th rough  ne twork ing  and  bus iness
deve lopment  ac t i v i t i e s


