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J o in  a  we l l  e s tab l i shed ,  s ta r t -up  company  des ign ing ,  deve lop ing  and  p roduc ing  a
C lass  I I I  ac t i ve  imp lan tab le  med ica l  dev i ce  tha t  changes  the  l i ves  o f  pa t i en t s .  

I f  you  a re  l ook ing  f o r  a  r o l e  w i th  a  l a rge  team to  manage ,  th i s  pos i t i on  i s  no t
fo r  you .  Bu t  i f  you  want  t o  deve lop  your  own  team th i s  r o l e  w i l l  be  pe r fec t !  Th i s

ro l e  i s  a l l  about  be ing  hands  on  w i th  the  p roduc t  and  work ing  i n  a  t i gh t  kn i t
t eam w i th  one  v i s i on ,  su r rounded  by  o the r  sen io r  exper t s  i n  the i r  f i e l d .

You  can  be  su re  tha t  no  two  days  w i l l  be  the  same !  You ’ l l  en j oy  a  w ide  va r i e t y
o f  r espons ib i l i t i e s  cove r ing  va r i ous  e l ements  o f  Regu la to ry  and  Qua l i t y

management ,  f a s t  mov ing  dec i s i ons  and  the  chance  to  be  the  ma in  po in t  o f
con tac t  f o r  FDA  and  Not i f i ed  Body  commun ica t i ons .  

 THE COMPANY 



Repor t i ng  d i rec t l y  t o  the  CEO ,  you  have  the  respons ib i l i t y  t o  deve lop  and  imp lement  qua l i t y
p lan  and  regu la to ry  s t ra teg ies  a l i gned  w i th  bus iness  s t ra tegy .  You  a re  i n s t rumenta l  i n
tu rn ing  a  t echno log i ca l  marve l  i n to  a  med ica l  r evo lu t i on  i n  t r ea tment  o f  hea r t  f a i l u re  and
one  o f  the  g rea tes t  success  s to r i e s  and  o f  the  med ica l  dev i ce  i ndus t r y  o f  the  21s t  cen tu ry .  

Manage  regu la to ry  submiss i ons  and  i n te rac t i ons :
a s  pa r t  o f  upcoming  c l i n i ca l  t r i a l s  i n  the  US  ( FDA  submiss i ons ,  Q -Sub ,  B reak th rough
Des igna t i on ,  E FS/ IDE )  and  Eu rope  (na t i ona l  competen t  au thor i t i e s ,  no t i f i ed  body ,
Eu ropean  Commiss i on  exper t  pane l )  
u l t imate l y  a s  pa r t  o f  marke t  approva l ,  w i th  the  goa l  t o  secure  FDA  marke t  approva l
(PMA)  and  CE  Mark  (under  MDR)  

Deve lop  an  ag i l e ,  e f f i c i en t ,  r obus t ,  and  p rocess -d r i ven  qua l i t y  s ys tem tha t  cove rs
company ' s  ac t i v i t i e s  (des ign ,  manu fac tu r i ng ,  c l i n i ca l )  and  comp ly  w i th  US/European
regu la to ry  r equ i rements  and  app l i cab le  s tandards  

Dr i ve  the  deve lopment ,  imp lementa t i on  and  mon i to r i ng  o f  qua l i t y  s ys tem po l i c i e s ,
p rocesses ,  p rocedures  ac ross  the  company  
Imp lement  the  p roper  the  qua l i t y  management  s ys tem so f tware  su i t e  
C rea te ,  imp lement  and  manage  a  qua l i t y  /  r egu la to ry  t ra in ing  p rog ram fo r  emp loyees  
Secure  and  ma in ta in  ISO  13485  ce r t i f i ca t i on  

Pa r tne r  w i th  o the r  depar tments  (R&D ,  Manu fac tu r i ng ,  C l i n i ca l  A f fa i r s ,  Marke t ing )  t o
meet  e f f i c i en t l y  use r  and  regu la to ry  r equ i rements ,  i n  pa r t i cu la r :

Deve lop  and  ma in ta in  a  robus t  r i sk  management  s ys tem ,  th roughout  the  p roduc t  l i f e
cyc le  
Work  c l ose l y  w i th  R&D as  pa r t  o f  the  des ign  con t ro l  s y s tem ,  t o  p repare  the
prec l i n i ca l  va l i da t i on  p l an ,  r i sk  management  and  regu la to ry  s tandards  comp l i ance
lead ing  to  comp i l a t i on  o f  t echn ica l  doss i e r s  t o  suppor t  r egu la to ry  submiss i ons .  
Rev i ew  and  p rov ide  i npu ts  t o  c l i n i ca l  s tud ies ,  ensu re  e th i ca l  comp l i ance  and  manage
t ransparency  repor t i ng  ( e . g .  Sunsh ine  ac t )  
Ensu re  tha t  t ra in ing ,  t echn ica l  ( l abe l i ng ,  I FU ,  e tc . ) ,  and  marke t ing  mate r i a l s
commun ica ted  ex te rna l l y  a re  comp l i an t  w i th  regu la t i ons  

I n  pa r t i cu la r ,  you r  r espons ib i l i t i e s  cove r :  

ACTIVITIES

Expand  and  manage  the  qua l i t y  and  regu la to ry  i n te rna l  t eam and  ex te rna l  consu l tan t s  

These  respons ib i l i t i e s  cou ld  be  ex tended  to  c l i n i ca l  a f f a i r s /opera t i ons
depend ing  on  the  cand ida te ’ s  p ro f i l e .  



Min imum 15  yea rs  o f  exper i ence  i n  Eu ropean  /  i n te rna t i ona l  r egu la to ry  and  qua l i t y
func t i ons  re l a ted  to  C lass  I I I  med ica l  dev i ces ,  ( p re fe rab l y  ac t i ve  imp lan tab le  dev i ces )
and  i nc lud ing  superv i so ry  o r  management  exper i ence  ove rsee ing  h igh l y  sk i l l ed
personne l .  
E xpe r i ence  o f  i n te rac t i ng  w i th  no t i f i ed  bod ies ,  Eu ropean  competen t  au thor i t i e s  (B fArm ,
ANSM in  pa r t i cu la r ) ,  and  FDA .  Hands -on  exper i ence  w i th  EFS  and  b reak th rough
des igna t i on  p rocess  wou ld  be  a  s t rong  asse t .  
P ro f i c i ency  i n  i n te rp re t i ng  Eu ropean ,  FDA  (and  o the r  ma jo r  i n te rna t i ona l  r egu la to ry
bod ies )  r egu la t i ons  as  they  app l y  t o  the  company .  
E xper i ence  acqu i red  i dea l l y  i n  bo th  l a rge  mu l t i na t i ona l  med ica l  dev i ce  compan ies  and  i n
sma l l  o rgan i za t i ons  o r  s ta r t -up  f i rms ;  good  ove ra l l  v i s i on  o f  how  to  deve lop  QMS and
regu la to ry  s t ra tegy  and  b r i ng ing  a  company  th rough  p re -c l i n i ca l ,  c l i n i ca l  and
commerc ia l  s tage .  
Work ing  know ledge  and  opera t i ona l  exper i ence  w i th  app l i cab le  s tandards ,  i nc lud ing  ISO
13485 ,  ISO  14971 ,  I SO  14708 ,  ISO  14155 ,  ISO  10993 ,  EN  45502  and  MDD /  A IMDD as
we l l  a s  21  CFR  pa r t  820 .  
P rev i ous  exper i ence  i n  commerc ia l  s tage  (marke t  su rve i l l ance ) ;  QA  management  a t  a
p roduc t i on  s i t e  wou ld  be  a  p lus .  
S t rong  wr i t t en  and  ve rba l  commun ica t i on  and  i n te rpe rsona l  sk i l l s  i n  Eng l i sh  and
pre fe rab l y  one  o the r  l anguage .  
F l ex ib i l i t y  t o  work  i n  a  s ta r t -up  f as t -paced  env i ronment ,  r equ i r i ng  e f f i c i en t  use  o f
resources  a re  requ i red  f o r  success  i n  th i s  pos i t i on .  Hands -on  approach  wh i l e  be ing
capab le  o f  s t ra teg i c  p l ann ing  and  o rgan i sa t i on .  

You  w i l l  work  w i th  p roduc ts  r esu l t i ng  f rom ove r  10  yea rs  o f  R&D l ed  by  wor ld -c l ass
sc i en t i s t s  and  eng inee rs  and  about  50  emp loyees  o f  about  10  d i f f e ren t  na t i ona l i t i e s .  
The  company  i s  f unded  by  l ead ing  i n te rna t i ona l  i n ves to r s  and  has  rece i ved  the  f i r s t  d i r ec t
equ i t y  i nves tment  o f  the  Eu ropean  commiss i on .  

WHY THIS COMPANY? 

REQUIREMENTS FOR THIS ROLE:

The  success fu l  cand ida te  w i l l  be  h igh l y  mot i va ted ,
ha rd -work ing ,  au tonomous ,  t eam o r i en ted ,  and  d r i ven
by  a  pos i t i ve  and  en t repreneur i a l  a t t i t ude .  They  w i l l
demons t ra te  s t rong  l eadersh ip  capab i l i t i e s .  



INTERESTED TO
EXPLORE THIS
FURTHER?
PLEASE SEND YOUR CV TO
MONIA@ELEMED.EU TO
ARRANGE A
CONFIDENTIAL CAREER
DISCUSSION.  


