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ARTICLE

Spotlight on medical devices in the age of COVID-19
T he  g l oba l  pandem i c has crea ted  a  need  fo r m ed i ca l  devi ces i ncl ud i ng  d i agnost i c tests,  pe rsona l  p ro tect i ve  equ i pm en t,  and  ven t i l a to rs.  Wh i l e  these
m uch-needed  p roducts a re  sub j ect  to  regu l a to ry ove rsi gh t  by Hea l th  Canada ,  the  Canad i an  regu l a to r has announced  i n te ri m  m easures to  faci l i ta te
exped i ted  access to  them .

We h i gh l i gh t  som e o f  the  m easures Hea l th  Canada  has i n t roduced  th rough  the  federa l  M i n i ste r o f  Hea l th ’s In te ri m  Order o f  M arch  18 ,  2020  (the  IO) and
re l a ted  com m un i ca t i ons,  as we l l  as som e i m portan t  consi de ra t i ons tha t  m anu factu re rs,  i m porte rs and  d i st ri bu to rs shou l d  keep  i n  m i nd  i n  the  com i ng
m onths.

Exped i ted  Access:  T he  IO a l l ows fo r exped i ted  au tho ri za t i on  fo r the  i m porta t i on  o r sa l e  o f  m ed i ca l  devi ces used  i n  the  d i agnosi s,  t rea tm en t,
m i t i ga t i on ,  o r p reven t i on  o f  COVID-19 .  Speci f i ca l l y,  th i s m echan i sm  a l l ows the  M i n i ste r to  use  he r d i scre t i on  to  ba l ance  the  bene f i ts and  ri sks o f
COVID-19  re l a ted  devi ces and  to  fast-t rack au tho ri za t i ons where  appropri a te  to  m ee t the  u rgen t  pub l i c hea l th  need  resu l t i ng  f rom  the  pandem i c.
T he  IO p rovi des a  new app l i ca t i on  and  au tho ri za t i on  p rocess fo r COVID-19  m ed i ca l  devi ces tha t  a ) a re  no t  ye t  l i censed  i n  Canada  o r e l sewhere ;  b )
a re  au tho ri zed  by a  t rusted  fo re i gn  regu l a to ry au tho ri ty;  o r c) a re  cu rren t l y l i censed  under the  Med i ca l  Devi ces Regu l a t i ons fo r ano the r pu rpose .

App l i ca t i on  Approva l  Process: Wi th i n  the  ausp i ces o f  the  IO,  Hea l th  Canada  has p rovi ded  gu i dance  on  the  requ i red  con ten ts o f  an  app l i ca t i on  fo r
the  au tho ri za t i on  o f  i m porta t i on  o r sa l e  o f  COVID-19  m ed i ca l  devi ces.   Hea l th  Canada  has a l so  ou t l i ned  the  l abe l l i ng  requ i rem en ts fo r such
devi ces.  Wi th  respect  to  ven t i l a to rs,  Hea l th  Canada  has re fe rred  the  i ndustry to  the  US Federa l  Drug  Adm i n i st ra t i on ’s en fo rcem ent po l i cy to  assi st
wi th  i n fo rm i ng  app l i ca t i on  subm i ssi ons to  the  Canad i an  regu l a to r.

Re l axed  Regu l a to ry Requ i rem en ts:  COVID-19  m ed i ca l  devi ces fo r wh i ch  an  IO au tho ri za t i on  has been  i ssued  wi l l  a l so  be  exem pted  f rom  m ost  o f  the
regu l a to ry requ i rem en ts se t  ou t  i n  Part  1  o f  the  Med i ca l  Devi ces Regu l a t i ons.  T he  IO, however,  st i l l  m anda tes i nci den t  report i ng  and  requ i res
app l i can ts to  have  docum ented  p rocedures fo r d i st ri bu t i on  reco rd -keep i ng  and  reca l l s.  

Wh i l e  those  wi sh i ng  to  i m port  o r se l l  Cl ass I  m ed i ca l  devi ces wou l d  typ i ca l l y requ i re  a  M ed i ca l  Devi ce  Estab l i shm ent L i cence  (M DEL),  i t  wou l d  no
l onger be  requ i red  i f  Hea l th  Canada  i ssues an  IO au tho ri za t i on  because  o f  an  u rgen t  pub l i c hea l th  need  fo r the  i m porta t i on  o r sa l e  o f  the
devi ce .  No tab l y,  however,  fo r N95  resp i ra to rs and  o the r su rg i ca l ,  p rocedure  and  m ed i ca l  m asks –  wh i ch  a re  consi de red  Cl ass I  m ed i ca l  devi ces –  Hea l th
Canada  i s endeavouri ng  to  com p l e te  the  M DEL approva l  p rocess wi th i n  24  hours o f  rece i vi ng  a  com p l e ted  app l i ca t i on  f rom  a  com pany wi sh i ng  to
m anu factu re ,  i m port  o r d i st ri bu te  these  p roducts.  Hea l th  Canada  has a l so  recen t l y cl a ri f i ed  tha t  those  wi sh i ng  to  m anu factu re  Cl ass I  m ed i ca l  devi ces
vi a  3D p ri n t i ng  o r o the r unconven t i ona l  m eans fo r d i st ri bu t i on  o r sa l e  m ust  ho l d  e i the r an  IO au tho ri za t i on  o r a  va l i d  M DEL, sub j ect  to  ce rta i n
excep t i ons.

Wh i l e  the  recen t  regu l a to ry changes wi l l  assi st  i n  m ee t i ng  the  dem and  fo r COVID-19  m ed i ca l  devi ces,  i t  i s i m portan t  to  rem em ber,  desp i te  the  u rgen t
need  fo r such  devi ces,  regu l a to ry requ i rem en ts fo r approva l  m ust  be  ca re fu l l y observed  to  ensure  com p l i ance  and  to  m i t i ga te  the  ri sks associ a ted  wi th
any devi ce -re l a ted  i ssues down the  road .   M anu factu re rs,  i m porte rs and  d i st ri bu to rs shou l d  avo i d  se l l i ng  o r o the rwi se  t ransfe rri ng  p roducts tha t  m ay be
cl assi f i ed  as m ed i ca l  devi ces be fo re  the  necessary approva l s a re  i n  p l ace .   Com pan i es who  have  the  capaci ty to  m anu factu re  o r supp l y m ed i ca l
devi ces,  bu t  who  do  no t  have  experi ence  navi ga t i ng  the  com p l ex regu l a to ry schem e fo r such  devi ces,  m ay wi sh  to  pa rtne r wi th  com pan i es who  have  an
estab l i shed  h i sto ry i n  the  i ndustry and /o r engage  l ega l  counse l  to  ensure  com p l i ance .   I t  i s a l so  i m portan t  to  keep  ab reast  o f  new d i rect i ons and
gu i dance  f rom  Hea l th  Canada  i n  th i s rap i d l y-evo l vi ng  l andscape .

BLG has crea ted  a  COVID-19  Resource  Cen tre to  assi st  busi nesses on  a  va ri e ty o f  top i cs,  i ncl ud i ng  i nvestm en t m anagem ent,  l abour and  em p l oym ent,
con tractua l  ri sks,  pub l i c d i scl osu re  requ i rem en ts,  educa t i on  and  cri m i na l  l aw.
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