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3D printing during COVID-19
COVID-19  has l ed  to  extrao rd i na ry dem and  fo r m ed i ca l  equ i pm en t and  supp l i es.  Gl oba l  supp l y cha i n  i n te rrup t i ons m eans the  need  fo r ce rta i n  m ed i ca l
devi ces,  i ncl ud i ng  pe rsona l  p ro tect i ve  equ i pm en t (PPE),  ou tpaces the  ava i l ab l e  supp l y.  To  respond  to  th i s dem and , o rgan i za t i ons a re  usi ng  3D p ri n t i ng
and  o the r i nnova t i ve  m anu factu ri ng  p rocesses to  p roduce  u rgen t l y requ i red  m ed i ca l  devi ces,  i ncl ud i ng  PPE and  ven t i l a to r pa rts.  3D p ri n t i ng  i s an
add i t i ve  m anu factu ri ng  approach  where  successi ve  l aye rs o f  raw m ate ri a l  a re  p ri n ted  and  p i l ed  un t i l  a  so l i d  3D ob j ect  i s fo rm ed .

As pa rt  o f  Hea l th  Canada ’s response  to  the  pandem i c,  the  regu l a to r has re l eased  gu i dance  on  3D p ri n t i ng and  m anu factu ri ng  PPE. Be l ow we  h i gh l i gh t
the  Canad i an  regu l a to r’s approach ,  as we l l  as i m portan t  consi de ra t i ons fo r m anu factu re rs,  i m porte rs and  d i st ri bu to rs o f  COVID-19  re l a ted  m ed i ca l
devi ces.

Cl ass I med i ca l  devi ces:  T he  m a j o ri ty o f  PPE, i ncl ud i ng  face  sh i e l ds,  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,  a re  consi de red
Cl ass I  m ed i ca l  devi ces.  Hea l th  Canada  has cl a ri f i ed  tha t  anyone  wi sh i ng  to  m anu factu re  o r d i st ri bu te  a  Cl ass I  m ed i ca l  devi ce  m ade  by 3D p ri n t i ng  o r
o the r i nnova t i ve  m eans,  m ust  e i the r ho l d  an  au tho ri za t i on  under the  In te ri m  Order (IO) respect i ng  the  i m porta t i on  and  sa l e  o f  m ed i ca l  devi ces fo r use
i n  re l a t i on  to  COVID-19  o r a  va l i d  M ed i ca l  Devi ce  Estab l i shm ent L i cense  (M DEL),  sub j ect  to  ce rta i n  excep t i ons.   

T he  IO a l l ows fo r exped i ted  au tho ri za t i on  fo r i m port i ng  o r se l l i ng  m ed i ca l  devi ces used  i n  d i agnosi ng ,  t rea t i ng ,  m i t i ga t i ng ,  o r p reven t i ng  COVID-19 .
Speci f i ca l l y,  th i s m echan i sm  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.  Are  no t  ye t  l i censed  i n  Canada  o r e l sewhere ;

b.  Are  au tho ri zed  by a  t rusted  fo re i gn  regu l a to ry au tho ri ty;  o r

c.  Are  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 .

Hea l th  Canada  has com m i t ted  to  revi ewi ng  a l l  app l i ca t i ons under the  IO as qu i ckl y as possi b l e .  T he  regu l a to r i s a l so  fast  t racki ng  M DEL app l i ca t i ons
fo r o rgan i za t i ons wi sh i ng  to  m anu factu re ,  i m port ,  o r d i st ri bu te  Cl ass I  m ed i ca l  devi ces.

Cl ass II med i ca l  devi ces and  above:  3D p ri n t i ng  and  o the r i nnova t i ve  m anu factu ri ng  techn i ques m ay evo l ve  to  i ncl ude  COVID-19  re l a ted  m ed i ca l
devi ces consi de red  Cl ass I I  and  above ,  such  as m ed i ca l  exam  g l oves,  oxygen  m asks,  and  o the r m ed i ca l  devi ce  accessori es,  com ponen ts,  and  pa rts.
Hea l th  Canada  has com m i t ted  to  exped i t i ng  au tho ri za t i ons re l a t i ng  to  these  p roducts under the  IO and  to  fast  t racki ng  M DEL app l i ca t i ons.

Rel axed  standards i n  u rgen t  manu factu ri ng  scenari os:  Im provi sed  p roduct i on  m ay occur i f  the  dem and  fo r PPE, i ncl ud i ng  face  sh i e l ds,  ou tpaces supp l y.
I f  u rgen t  p roduct i on  o f  PPE i s requ i red ,  IOs and  M DELs wi l l  st i l l  be  requ i red .  Hea l th  Canada  wi l l ,  however,  re l ax regu l a to ry standards and  on l y requ i re
tha t  ce rta i n  m i n i m um  speci f i ca t i ons be  i nco rpo ra ted  i n to  the  desi gn  and  ve ri f i ca t i on  o f  PPE to  m a i n ta i n  the i r sa fe ty.

Hea l th  Canada  i s a l so  encourag i ng  stakeho l de rs to  re fe rence  the  U.S.  Federa l  Drug  Adm i n i st ra t i on ’s (U.S.  FDA) gu i dance  to  assi st  wi th  i n fo rm i ng  the i r
app l i ca t i on  subm i ssi ons to  the  Canad i an  regu l a to r.  Recen t l y,  the  U.S.  FDA re l eased  gu i dance  on  3D p ri n t i ng  m ed i ca l  devi ces du ri ng  COVID-19 .

In  th i s gu i dance ,  the  U.S.  regu l a to r acknowl edges tha t  3D p ri n t i ng  m ay i ncrease  access to  u rgen t l y needed  devi ces.  T he  U.S.  FDA a l so  cau t i ons tha t
som e devi ces a re  m ore  am enab l e  to  p ri n t i ng  than  o the rs,  and  tha t  techn i ca l  ba rri e rs wi l l  need  to  be  ove rcom e. Gi ven  the  fast-chang i ng  regu l a to ry
l andscape  fo r m ed i ca l  devi ces,  supp l y cha i n  stakeho l de rs m ust  observe  regu l a to ry com p l i ance  and  consi de r m i t i ga t i ng  as aga i nst  l i ab i l i ty ri sks tha t  m ay
m ate ri a l i ze  a t  the  end  o f  th i s pandem i c.

For assi stance  i n  the  m yri ad  consi de ra t i ons i nvo l ved  i n  3D p ri n t i ng  and  m anu factu ri ng  PPE, ou r team  l i sted  be l ow i s ready and  ava i l ab l e  to  assi st .  BLG
has a l so  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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