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COVID-19 medical devices and implications for Québec sellers and importers
In  l i gh t  o f  the  cu rren t  g l oba l  COVID-19  cri si s,  bo th  federa l  and  p rovi nci a l  governm ents have  i ssued  a  ca l l  to  m anu factu re rs across Canada  to
m anu factu re  m ed i ca l  equ i pm en t,  i ncl ud i ng  b rea th i ng  appara tus.  On  M arch  18 ,  2020 ,  the  M i n i ste r o f  Hea l th  i ssued  the  In te ri m Order Respect i ng  the
Importa t i on  and  Sa l e  o f  Med i ca l  Devi ces fo r Use  i n  Re l a t i on  to  COVID-19  (In te ri m  Order).  T he  In te ri m  Order exped i tes the  revi ew o f  app l i ca t i ons fo r
au tho ri za t i on  to  m anu factu re  a  m ed i ca l  devi ce  fo r use  i n  re l a t i on  to  COVID-19  m ed i ca l  devi ces,  as found  i n  sect i on  1 .  T he  exped i ted  revi ew i s
i n tended  to  respond  to  the  coun try’s cu rren t  needs by i ssu i ng  au tho ri za t i ons fo r m ed i ca l  devi ces re l a ted  to  the  COVID-19  cri si s,  wh i ch  wi l l  no t  be
sub j ect  to  the  regu l a t i ons under Part  I  o f  the  Med i ca l  Devi ce  Regu l a t i ons (M DR).

To  assi st  m anu factu re rs wi th  the i r app l i ca t i ons,  Hea l th  Canada  pub l i ci zed  the  App l i ca t i ons fo r med i ca l  devi ces under the  In te ri m Order fo r use  i n
re l a t i on  to  COVID-19  - Gu i dance  document.  T he  ta rge ted  COVID-19  m ed i ca l  devi ces a re :

new COVID-19  m ed i ca l  devi ces no t  ye t  l i censed  e i the r i n  Canada  o r o the r j u ri sd i ct i ons

a l ready exi st i ng  and  l i censed  m ed i ca l  devi ces tha t  can  now have  COVID-19-re l a ted  uses fo r exi st i ng  devi ces tha t  a re  e i the r l i censed  under the
M ed i ca l  Devi ce  Regu l a t i ons o r under the  In te ri m  Order

COVID-19  m ed i ca l  devi ces tha t  l eve rage  an  au tho ri za t i on  o f  a  devi ce  f rom  a  t rusted  fo re i gn  regu l a to ry au tho ri ty,  whereby the  M i n i ste r wou l d
m a i n ta i n  the  ab i l i ty to  request  add i t i ona l  i n fo rm at i on  on  a  case-by-case  basi s

T h i s bu l l e t i n  sum m ari zes the  In te ri m  Order’s i m p l i ca t i ons and  consi de ra t i ons i n  te rm s o f  ri sk m i t i ga t i on  fo r m anu factu re rs se l l i ng  and  i m port i ng  COVID-
19  m ed i ca l  devi ces i n  Québec.

Impact on manufacturers selling and distributing COVID-19 medical devices in Québec

On M arch  13 ,  2020 ,  the  Québec governm ent i ssued  i ts f i rst  o rde r decl a ri ng  a  sta te  o f  pub l i c hea l th  em ergency pu rsuan t  to  sect i on  118  o f  the  Québec
Pub l i c Hea l th  Act  (PHA).  By vi rtue  o f  th i s o rde r,  the  Mi n i stè re  de  l a  San té  e t  des Servi ces soci aux i s a l l owed  to  p roceed ,  wi thou t  fu rthe r de l ay,  to
pu rchase  ce rta i n  m ed i ca l  equ i pm en t and  si gn  necessary con tracts to  p ro tect  the  popu l a t i on  du ri ng  the  cu rren t  cri si s.  On  M arch  20 ,  2020 ,  the  Québec
governm ent a l so  m ade  a  ca l l  to  a l l  Québec com pan i es to  p roceed  wi th  m anu factu ri ng  COVID-19  m ed i ca l  devi ces and  equ i pm ent.

Takeaways for manufacturers wishing to sell and distribute COVID-19 medical devices in Québec

T he  l i ab i l i ty o f  m anu factu re rs who  se l l  and  d i st ri bu te  p roducts i n  Québec i s sub j ect  to  the  ru l es o f  the  Ci vi l  Code  o f  Québec (CCQ).  Wh i l e  the  cu rren t
san i ta ry cri si s has been  decl a red  on l y under the  PHA, i t  m ust  be  no ted  tha t  no  speci f i c add i t i ona l  p ro tect i on  seem s to  exi st  fo r m anu factu re rs
con tract i ng  wi th  the  governm ent under the  PHA.

As o f  the  da te  o f  th i s bu l l e t i n ,  the  Québec p rovi nci a l  governm ent has no t  ye t  decl a red  a  sta te  o f  em ergency by vi rtue  o f  the  Québec Ci vi l  Pro tect i on
Act  (CPA).  T here fo re ,  i t  i s i m portan t  to  keep  i n  m i nd  tha t  the  po ten t i a l  ava i l ab l e  p ro tect i on  under the  CPA (de ta i l ed  i n  the  sect i on  be l ow) i s no t
cu rren t l y app l i cab l e .

I t  i s worth  no t i ng  tha t  a  na t i ona l  em ergency decl a red  by vi rtue  o f  the  CPA cou l d  g i ve  ri se  to  ce rta i n  p ro tect i ons ava i l ab l e  to  m anu factu re rs who  a re
con tract i ng  wi th  and  under the  d i rect i on  o f  the  governm ent o r any o the r governm enta l  au tho ri ty,  nam e l y an  i m m un i ty and  a  ri gh t  to  i ndem n i f i ca t i on .
T he  CPA a l l ows the  governm ent to  g ran t  au tho ri za t i ons and  exem pt i ons as p rovi ded  under the  sta te  o f  em ergency,  th rough  sect i on  93  CPA. T he  pe rsons
or m anu factu re rs tha t  a re  i nvi ted  to  pa rt i ci pa te  by vi rtue  o f  sect i on  93  CPA can  bene f i t  f rom  i m m un i ty,  to  the  excl usi on  o f  i n ten t i ona l  fau l t  o r g ross
neg l i gence ,  by vi rtue  o f  sect i on  125  CPA. T he  CPA tri gge rs the  ob l i ga t i on  on  the  pa rt  o f  the  governm ent,  o r the  au tho ri ty i ssu i ng  the  g ran t ,  to
i ndem n i fy the  m anu factu re r requested  to  act  under the  CPA. Aga i n ,  i n  case  o f  i n ten t i ona l  fau l t  o r g ross neg l i gence ,  the  governm ent o r the  assi gned
au tho ri ty i s no t  bound  to  take  up  the  de fence  o f  the  m anu factu re r.

As no  add i t i ona l  p ro tect i on  i s ava i l ab l e  under the  PHA, m anu factu re rs seeki ng  to  se l l  and  d i st ri bu te  COVID-19  m ed i ca l  devi ces shou l d  consi de r
m i t i ga t i ng  the i r ri sks by l ooki ng  a t  the  CPA l anguage ,  wi th  regards to  the  i m m un i ty and  ri gh t  to  i ndem n i ty,  when  con tract i ng  wi th  a  governm enta l  agen t
i n  the  cu rren t  con text .  None the l ess,  m anu factu re rs shou l d  rem em ber tha t  the  CCQ p rovi si ons rem a i n  app l i cab l e  and  tha t  the  CPA i s no t  cu rren t l y
t ri gge red ,  and ,  thus,  the re  i s no  add i t i ona l  p ro tect i on  guaran teed  by l eg i sl a t i on .  I t  i s a l so  i m portan t  to  no te  tha t  the  Courts have  no t  ye t  i n te rp re ted  the
app l i cab l e  CPA p rovi si ons regard i ng  i m m un i ty and  i ndem n i ty fo r m anu factu re rs con tract i ng  wi th  the  Québec governm ent du ri ng  a  pandem i c,  war o r any
o the r m a j o r d i saste r.
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