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ARTICLE

3D printing in the time of COVID-19: A triad of legal perspectives

Introduction

In  the  con text  o f  the  COVID-19  pandem i c,  3D p ri n t i ng  has en te red  the  spo t l i gh t  as o rgan i za t i ons re l y on  add i t i ve  m anu factu ri ng  p rocesses to  deve l op
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) and  ven t i l a to rs to  f i l l  a  gap  i n  dem and . T h i s a rt i cl e  p rovi des a  t ri ad  o f  l i ab i l i ty
pe rspect i ves on  3D p ri n t i ng  techno l ogy.

Intellectual property rights

Al though  3D p ri n t i ng  techno l ogy i s st i l l  em erg i ng ,  the  f i rst  pa ten ts on  3D p ri n t i ng  were  f i l ed  decades ago .  Pa ten ts g ran t  the  ri gh t  to  excl ude  o the rs f rom
m aki ng ,  construct i ng ,  usi ng  and  se l l i ng  a  pa ten ted  i nven t i on  i n  Canada .  Accord i ng l y,  pa ten t  i n f ri ngem ent m ay a ri se  wi th  respect  to  bo th  the  p ri n t i ng
p rocess and  the  p ri n ted  p roduct  i tse l f .  Pa ten t  i n f ri ngem ent a l so  extends to  those  who  i nduce  o the rs to  i n f ri nge .  T he  p ri n t i ng  p rocess ra i ses i n te rest i ng
quest i ons su rround i ng  who  m ay be  l i ab l e  fo r i n f ri ngem ent (e .g .  a  com pany d i st ri bu t i ng  CAD i nstruct i ons,  a  pe rson  p ri n t i ng  the  p roduct ,  com pan i es
o ffe ri ng  3D p ri n t i ng  se rvi ces,  e tc. ).  As pa rt  o f  the  governm ent ’s response  to  COVID-19 ,  Parl i am en t enacted  the  COVID-19  Emergency Response  Act.  I t
con ta i ns am endm ents to  the  Paten t  Act , wh i ch  e ffect i ve l y i n t roduce  a  new com pu l so ry l i censi ng  reg i m e  du ri ng  the  COVID-19  pub l i c hea l th  em ergency.
Pursuan t  to  the  Paten t  Act am endm ents,  i n  response  to  an  app l i ca t i on  by the  M i n i ste r o f  Hea l th ,  the  Com m i ssi oner o f  Pa ten ts wi l l  au tho ri ze  the
Governm ent o f  Canada ,  and  any pe rson  speci f i ed  i n  the  app l i ca t i on ,  to  m ake ,  construct ,  use  and  se l l  a  pa ten ted  i nven t i on  to  the  exten t  necessary to
respond  to  the  pub l i c hea l th  em ergency.  Fu rthe r i n fo rm at i on  on  the  COVID-19  Emergency Response  Act  and  IP ri gh ts i s ava i l ab l e on l i ne .

Wh i l e  pa ten ts cover funct i ona l  i nven t i ons,  i ndustri a l  desi gns p ro tect  the  l ook (shape ,  con f i gu ra t i on ,  pa t te rn  and /o r o rnam ent) o f  a  f i n i shed  a rt i cl e .
M aki ng ,  i m port i ng ,  se l l i ng ,  ren t i ng  o r o ffe ri ng  a  p ri n ted  p roduct  tha t  l ooks substan t i a l l y si m i l a r to  a  reg i ste red  i ndustri a l  desi gn  m ay const i tu te
i n f ri ngem ent.

T here  has a l so  been  a  g rea t  dea l  o f  com m enta ry on  the  app l i ca t i on  o f  copyri gh t  to  3D p ri n t i ng .  Copyri gh t  cove rs o ri g i na l  works and  m ay cover desi gn
f i l es used  to  p rog ram  p ri n te rs,  such  as Com pute r-A i ded  Desi gn  (CAD) f i l es.  Copyri gh t  m ay a l so  app l y to  the  p ri n ted  a rt i cl es them se l ves.  One  exam p l e  o f
a  copyri gh t  i n f ri ngem ent de fence  tha t  cou l d  a ri se  i s when  an  a l l eged  i n f ri nge r p ri n ts a  use fu l  a rt i cl e  tha t  the  copyri gh t  owner p ri n ted  m ore  than  50
t i m es.

T radem arks i ncl ude ,  am ong  o the r th i ngs,  words and  th ree -d i m ensi ona l  shapes wh i ch  d i st i ngu i sh  one  pe rson ’s goods o r se rvi ces f rom  those  o f  o the rs.
Pri n t i ng  usi ng  a  p roduct  d i sp l ayi ng  som eone  e l se ’s t radem ark m ay a l so  const i tu te  t radem ark i n f ri ngem ent.

Product liabili ty

T he  nove l  m e thod  o f  m anu factu ri ng  3D p roducts b ri ngs a l ong  add i t i ona l  consi de ra t i ons su rround i ng  the  l i ab i l i ty o f  those  i nvo l ved  i n  i ts m anu factu ri ng .
In  th i s nove l  m ode l ,  i t  rem a i ns to  be  seen  who  i s consi de red  to  be  a  m anu factu re r.  Wi l l  i t  be  the  en t i ty who  wro te  the  code ,  o r the  en t i ty who  p ressed
pri n t ,  o r bo th?  T he  case  l aw has no t  dea l t  wi th  th i s conundrum  as o f  ye t ,  bu t  as these  techno l og i es i ncrease  i n  p reva l ence ,  the  i ssue  i s l i ke l y to  be
cl a ri f i ed  th rough  sta tu te  o r the  j u ri sp rudence .  Absen t  such  cl a ri ty,  en te rp ri ses i nvo l ved  i n  the  m anu factu ri ng  o f  3D p ri n t i ng  p roducts m ay best  d i scharge
the i r du ty o f  ca re  to :

M anu factu re  p roducts f ree  o f  de fects i n  the  o rd i na ry use  o f  such  p roducts;

Warn  o f  dangers i nhe ren t  i n  the  use  o f  the  p roduct  tha t  such  en t i ty knows o r ough t  to  know; and

Desi gn  the  p roduct  to  avo i d  sa fe ty ri sks and  m ake  the  p roduct  reasonab l y sa fe  fo r i ts i n tended  pu rpose .

In  the  con text  o f  3D m ed i ca l  devi ces,  the  Canad i an  governm ent has been  consi de ri ng  regu l a to ry responses si nce  as ea rl y as 2016 .  Beg i nn i ng  wi th  the
Canad i an  Sena te  adop t i ng  an  Order o f  Re fe rence  au tho ri zi ng  the  Stand i ng  Com m i t tee  on  Soci a l  A ffa i rs,  Sci ence  and  Techno l ogy to  exam i ne  and
report  on  i nnova ted  techno l og i es i n  hea l th  ca re ,  to  re l easi ng  a  d ra f t  gu i dance  docum ent i n  2018  on  3D p ri n ted  i m p l an tab l e  m ed i ca l  devi ces,  the
Canad i an  governm ent has recogn i zed  the  i m portance  o f  addressi ng  the  em erg i ng  techno l ogy i n  th i s space .

As pa rt  o f  Hea l th  Canada ’s response  to  the  COVID-19  pandem i c,  the  regu l a to r re l eased  speci f i c gu i dance  on  3D p ri n t i ng  and  m anu factu ri ng  o f  PPE.
T he  regu l a to r 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  PPE though  3D p ri n t i ng  o r o the r i nnova t i ve  m eans m ust  ho l d  e i the r an
au tho ri za t i on  under the  In te ri m  Order 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  (the  IO) o r have  a  va l i d
M ed i ca l  Devi ce  Estab l i shm ent L i cense ,  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 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 .  We p revi ousl y h i gh l i gh ted  som e o f  the  m easures Hea l th  Canada  has
i n troduced  under the  IO as we l l  as som e 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  3D p ri n ted  devi ces.  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  on  3D p ri n t i ng  m ed i ca l  devi ces du ri ng  COVID-
19 .

Labe l l i ng  and  m arke t i ng  a l so  requ i res cl ose  consi de ra t i on .  A revi ew o f  top  o f  m i nd  consi de ra t i ons on  l abe l l i ng  and  advert i si ng  i n  the  con text  o f  COVID-
19  can  be  found  on  ou r websi te .

International trade

3D p ri n t i ng  m ay d i srup t  the  ru l es based  t rad i ng  system  desi gned  fo r econom i es tha t  t rade  i n  m anu factu red  goods and  no t  d i g i ta l  goods.  3D p ri n t i ng
a l l ows m anu factu re rs to  p roduce  goods l oca l l y i nstead  o f  i m port i ng  goods f rom  coun tri es wi th  m ore  e ff i ci en t  m anu factu ri ng  p rocesses.   As 3D p ri n t i ng
techno l ogy advances,  and  i ts use  i ncreases i n  m anu factu ri ng  secto rs,  i t  m ay d i sp l ace  i m ported  goods and  the  custom s revenue  genera ted  by the  du t i es
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app l i ed  to  those  goods.  Instead  o f  re l yi ng  on  a i r ca rgo  o r con ta i ne r sh i ps to  t ransport  tang i b l e  goods,  a  se l l e r i n  the  export i ng  coun try sends 3D p ri n t i ng
code  ove r the  i n te rne t  to  a  pu rchaser i n  an  i m port i ng  coun try.

T he  adven t  o f  3D p ri n t i ng  i l l ust ra tes the  gaps i n  the  worl d  t rad i ng  system , i n  pa rt i cu l a r,  the  taxa t i on  o f  d i g i ta l  p roducts and  the  app l i ca t i on  o f  ru l es o f
o ri g i n  to  d i g i ta l  p roducts.  New trade  ag reem ents such  as the  Com prehensi ve  and  Progressi ve  T rans-Paci f i c Partne rsh i p  and  the  Un i ted  Sta tes-Canada-
M exi co  Agreem ent i ncl ude  d i g i ta l  t rade  chap te rs.  T hese  chap te rs,  however,  p redom i nan t l y address the  d i g i t i za t i on  o f  custom s p rocesses,  p ri vacy,  and
da ta  l oca l i za t i on ;  they do  no t  address t rade  i n  d i g i ta l  se rvi ces,  l i ke  3D p ri n t i ng .  I f  d i g i ta l  p roducts a re  du t i ab l e  i n  the  fu tu re ,  ru l es o f  o ri g i n  and  the
re l a ted  ta ri f f  sh i f t  ru l es,  wh i ch  de te rm i ne  wha t  goods rece i ve  du ty-f ree  t rea tm en t under reg i ona l  t rade  ag reem ents,  m ust  ad j ust  to  accoun t  fo r the
export i ng  coun try where  source  code  i s crea ted  and  the  i m port i ng  coun try where  the  f i na l  p roduct  was p ri n ted .

In  Decem ber 2019 ,  the  m em bers o f  the  Worl d  T rade  Organ i za t i on  ag reed  to  extend  a  m ora to ri um  on  custom s du t i es to  “e l ectron i c t ransm i ssi on ”,  wh i ch
i ncl udes t ransfe rs o f  d i g i ta l  p roducts l i ke  so f tware  to  vi deogam es. T h i s m ora to ri um  i s i n  p l ace  un t i l  June  2020  and  con t i nues to  fue l  a  f l ou ri sh i ng  d i g i ta l
econom y. Som e m em ber coun tri es,  nam e l y Ind i a ,  Indonesi a  and  Sou th  Afri ca ,  hope  to  end  the  m ora to ri um  and  beg i n  to  tax d i g i ta l  se rvi ces to  rep l ace
l ost  custom s revenues.  As 3D p ri n t i ng  con t i nues to  deve l op  and  rep l ace  t rad i t i ona l  t rade  f l ows,  th i s a rgum ent m ay ga i n  t ract i on  wi th  m ore  m em bers.

Conclusion

T he  g l oba l  pandem i c supp l y i n te rrup t i ons have  crea ted  an  opportun i ty fo r 3D p ri n t i ng  techno l ogy to  f i l l  a  gap  i n  dem and . 3D p ri n t i ng  m anu factu re rs
and  d i st ri bu to rs a re  cau t i oned  to  ca re fu l l y consi de r i n te l l ectua l  p roperty,  p roduct  l i ab i l i ty and  t rade  consi de ra t i ons i n  m ovi ng  fo rward  wi th  p roduct i on
p l ans so  to  m i t i ga te  as aga i nst  regu l a to ry and  l i t i ga t i on  ri sks tha t  m ay crysta l l i ze  down the  road .
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