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●  I n n o v a t io n - d r iv en  r eg u la t o r y  en v ir o n m en t  an d  ec o n o m ic  d o w n t u r n  in  t h e  p as t  y ear  h av e  u r g ed  lif e

s c ien c e  c o m p an ies  t o  b e  m o r e  r es ilien t  an d  f lex ib le  t o  c u r r en t  r eg u la t o r y  an d  m ar k e t  c h an g es .

●  T h e  Ch in es e  g o v er n m en t  h as  c u lt iv a t ed  an  in n o v a t io n - d r iv en  r eg u la t o r y  en v ir o n m en t  an d  p r o v id e

u n p r ec ed en t ed  m ar k e t  in c en t iv es  f o r  o r p h an  d r u g s  an d  p ed ia t r ic  d r u g s .

●  T h e  leg is la t iv e  d ev e lo p m en t  in  2 0 2 2  ad d r es s ed  v ar io u s  em er g in g  is s u es  in  t h e  in d u s t r y,  in c lu d in g  c e ll

an d  g en e  t h e r ap y  r eg u la t io n ,  c r o s s - r eg io n  o r  c r o s s - b o r d er  r eg u la t io n ,  e - c o m m er c e  r eg u la t io n .
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T h e  Ch in es e  g o v er n m en t  h as  b een  d eep en in g  it s  r e f o r m  o v er  t h e  p as t  y ear  in  o r d er  t o  f o s t e r ev o lv in g

r eg u la t o r y  f r am ew o r k .  Deep er  r e f o r m s  c o u p led  w it h  a  c h illed  m ar k e t  m ean s  lif e  s c ien c e  c o m p an ies

s h o u ld  p r io r it ize  t h e ir  as s e t s  an d  r e - p o s it io n  t h e ir  b u s in es s  s t r a t eg ies  in  o r d er  t o  s u r v iv e  an d  g r o w

s t r o n g er.

T h e  leg is la t iv e  d ev e lo p m en t s  in  2 0 2 2  c o n t in u ed  t o  r e in f o r c e  an d  f o s t e r  t h e  s p ir it  an d  r eg u la t o r y

f r am ew o r k  la id  b y  t h e  P RC Dr u g  Ad m in is t r a t io n  Law  ( DAL)  (中华人民共和国药品管理法 ) ,  t h e  P RC Vac c in e

Ad m in is t r a t io n  Law  ( VAL)  (中华人民共和国疫苗管理法 ) ,  t h e  P RC Med ic a l Dev ic e  Reg u la t io n  ( MDR)  (医疗

器械监督管理条例 )  an d  t h e  Reg u la t io n s  f o r  t h e  S u p er v is io n  an d  Ad m in is t r a t io n  o f   ( CS AR)  (化妆品监督管

理条例 )  b e t w een  2 0 1 9  t o  2 0 2 1  t o  c u lt iv a t e  an  in n o v a t io n - d r iv en  en v ir o n m en t  an d  c o m p lian c e  c u lt u r e  f o r

t h e  lif e  s c ien c e  s ec t o r.

I

What doe s  not kill me  make s  me  s tronge r

I n n o v a t io n - d r iv en  r eg u la t o r y  en v ir o n m en t  an d  ec o n o m ic  d o w n t u r n  in  t h e  p as t  y ear  h av e  u r g ed  lif e

s c ien c e  c o m p an ies  t o  b e  m o r e  r es ilien t  an d  f lex ib le  t o  c u r r en t  r eg u la t o r y  an d  m ar k e t  c h an g es .  P a t ien t -

c en t e r ed  m ar k e t  p lay er s  w h o  d if f e r en t ia t e  t h em s e lv es  w it h  in n o v a t io n  an d  t r u ly  ad d r es s  u n m et  c lin ic a l

n eed  m ay  s u r v iv e  an d  t h r iv e .

C ult iv at ing  an inno v at io n- driv e n re g ulat o ry

e nv iro nme nt

I n  ea r ly - 2 0 2 2 ,  t h e  Ch in es e  g o v er n m en t  an n o u n c ed  it s  “1 4 t h  F iv e- Year  P lan  f o r  t h e  P h ar m ac eu t ic a l

I n d u s t r y  ( 2 0 2 1 - 2 0 2 5 ) ”  in  F eb r u ar y,  w h ic h  s e t  t h e  t o n e  t o  c a ll f o r  in n o v a t io n - d r iv en  d ev e lo p m en t  an d

b r eak t h r o u g h  t ec h n o lo g ies  f o r  in n o v a t iv e  p h ar m ac eu t ic a l p r o d u c t s  an d  h ig h - en d  m ed ic a l d ev ic es .

I n  t h e  s am e m o n t h ,  t h e  Cen t e r  f o r  Dr u g  Ev a lu a t io n  ( CDE)  o f  t h e  Nat io n a l Med ic a l P r o d u c t s

Ad m in is t r a t io n  o f  Ch in a  ( NMPA)  r e leas ed  a  w o r k in g  p r o c ed u r e  t o  ac c e le r a t e  t h e  NDA r ev iew  f o r

in n o v a t iv e  d r u g s .  F o llo w in g  t h e  Tech n i ca l  Gu i d e l i n es  o n  Cl i n i ca l  Va l u e- Ori en t ed  T ri a l s  f o r

On co l o g y  Dru g s  in  2 0 2 1 ,  t h e  CDE f u r t h er  p u b lis h ed  t h e  f o llo w in g  d r a f t  t ec h n ic a l r ev iew  g u id e lin es  t o

r e it e r a t e  it s  r ev iew  f o c u s ed  o n  t h e  p a t ien t - c en t e r ed  an d  v a lu e- b as ed  d r u g  d ev e lo p m en t  ap p r o ac h  in  2 0 2 2 :

●  Dr af t  T ec h n ic a l Gu id e lin es  f o r  P a t ien t - c en t e r ed  Clin ic a l S t u d y  Des ig n ;

● Dr af t  T ec h n ic a l Gu id e lin es  f o r  P a t ien t - c en t e r ed  Clin ic a l S t u d y  Co n d u c t io n ;
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● Dr af t  T ec h n ic a l Gu id e lin es  o n  P a t ien t - c en t e r ed  Ben ef it - Ris k  As s es s m en t  f o r  Clin ic a l T r ia ls ;  an d

● Dr af t  T ec h n ic a l Gu id e lin es  o n  Ben ef it - Ris k  As s es s m en t  f o r  I n n o v a t io n  Dr u g s .

T h es e  d r a f t s  h av e  b een  c o n c e iv ed  as  b ear is h  n ew s  f o r  m e- t o o  an d  f as t  f o llo w er  p r o d u c t s  an d  b u llis h

n ew s  f o r  m e- b e t t e r,  b es t - in - c las s  an d  f ir s t - in - c las s  p r o d u c t s .  Co u p led  w it h  t h e  c h illed  m ar k e t  in  2 0 2 2

an d  t h e  in c r eas in g ly  c r o w d ed  p ip e lin es ,  t h is  r eg u la t o r y  ev o lu t io n  p u s h es  p h ar m ac eu t ic a l c o m p an ies  t o  t h e

n ex t  lev e l o f  in n o v a t io n .  Co m p an ies  t h a t  c an  b r in g  w o r ld - c las s  p r o d u c t s  an d  p lay  a  b ig g er  r o le  in  t h e

in t e r n a t io n a l m ar k e t  m ay  s u r v iv e  an d  s t an d  o u t .

U npre c e de nt e d M ark e t  I nc e nt iv e s  fo r O rphan D rug s  and P e diat ric

D rug s

I n  May  2 0 2 2 ,  t h e  Ch in es e  g o v er n m en t  u n v e iled  t h e  lo n g - aw ait ed  d r a f t  o f  t h e  DAL I m p lem en t in g

Reg u la t io n ,  w h ic h  am o n g  o t h er s  an d  f o r  t h e  f ir s t  t im e ,  g r an t s  o r p h an  d r u g s  u p  t o  s ev en  y ear s ’ m ar k e t

ex c lu s iv it y  an d  p ed ia t r ic  d r u g s  u p  t o  a  1 2 - m o n t h  m ar k e t  ex c lu s iv it y.  Or p h an  d r u g s  an d  p ed ia t r ic  d r u g s

m ay  en jo y  s u c h  m ar k e t  ex c lu s iv it y  r ig h t s  ev en  w h en  t h ey  a r e  n o t  p a t en t - p r o t ec t ed .

T h e  in c r eas in g ly  c r o w d ed  p ip e lin es  an d  c o m p et in g  en v ir o n m en t  m ak e  p h ar m a c o m p an ies  s w if t  in  t h e ir

in t en t io n s  t o  n ic h e  m ar k e t s  s o  as  t o  d if f e r en t ia t e  t h em s e lv es .  T h is  u n p r ec ed en t ed  in it ia t iv e  p r o p o s ed  b y

t h e  Ch in es e  g o v er n m en t  u n d er  t h e  DAL I m p lem en t in g  Reg u la t io n ,  if  e f f ec t iv e  as  it  is ,w ill g r ea t ly

en c o u r ag e  t h e  d ev e lo p m en t  o f  o r p h an  d r u g s  an d  p ed ia t r ic  d r u g s .   

I I

Wading into de e p wate rs

T h e  Ch in es e  r eg u la t o r y  au t h o r it y  u n v e iled  a  c o n s id er ab le  n u m b er  o f  im p lem en t in g  r u les  in  2 0 2 2  t o  d eep en

it s  r e f o r m  in  t h e  lif e  s c ien c e  an d  h ea lt h c ar e  s ec t o r  an d  f o s t e r  t h e  ev o lv in g  r eg u la t o r y  f r am ew o r k  f o r m ed

d u r in g  2 0 1 9  t o  2 0 2 1 .  T h e  leg is la t iv e  d ev e lo p m en t  in  2 0 2 2  ad d r es s ed  v ar io u s  em er g in g  is s u es  in  t h e

in d u s t r y,  in c lu d in g  c e ll an d  g en e  t h e r ap y  r eg u la t io n ,  c r o s s - r eg io n  o r  c r o s s - b o r d er  r eg u la t io n ,  e -

c o m m er c e  r eg u la t io n ,  e t c .

Evolving Re gulat ory Frame work  in t he  Pharma

Se ct or
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Evolving Re gulat ory Frame work  in t he  Pharma Se ct or.  2 0 2 2  h as  b een  a  f r u it f u l y ear  f o r  c e ll an d  g en e

t h er ap y  r eg u la t io n .  NMPA h as  p r o p o s ed  an d / o r  f in a lized  s ev er a l p o lic ies  an d  g u id e lin es  in  t h is  a r ea ,

in c lu d in g :

● Dr u g  GMP  -  New  Ap p en d ix  f o r  Ce ll T h er ap y ;

● Qu alit y  Man ag em en t  Gu id e lin es  f o r  Man u f ac t u r in g  o f  Ce ll T h er ap ies ;

● T ec h n ic a l Gu id e lin es  o n  P h ar m ac eu t ic a l Res ear c h  an d  Ev a lu a t io n  o f  I m m u n e  Cell T h er ap ies ;

● T ec h n ic a l Gu id e lin es  o n  P h ar m ac eu t ic a l Res ear c h  an d  Ev a lu a t io n  o f  I n - v it r o  Gen e  Ed it in g  S y s t em s ;

● T ec h n ic a l Gu id e lin es  o n  P h ar m ac eu t ic a l Res ear c h  an d  Ev a lu a t io n  o f  I n - v iv o  Gen e  T h er ap ies ;  an d

● T ec h n ic a l Gu id e lin es  o n  Clin ic a l T r ia l Des ig n  Co n c er n in g  Gen e  T h er ap y  f o r  T r ea t in g  Hem o p h ilia .

T h es e  g u id e lin es  an d  d r a f t s  s h o w  t h e  Ch in es e  g o v er n m en t ’s  in t en t io n  t o  p r o m o t e  t h e  d ev e lo p m en t  o f  c e ll

an d  g en e  t h e r ap ies  as  en c o u r ag ed  b y  “1 4 t h  F iv e- Year  P lan  f o r  Bio - ec o n o m y  Dev e lo p m en t ”  is s u ed  b y  t h e

P RC Nat io n a l Dev e lo p m en t  an d  Ref o r m  Co m m is s io n  in  May  2 0 2 2 .

Ne w Era f or Onl ine  Sale s  of  Me dicine s.  Af t e r  y ear s  o f  d is c u s s io n s ,  in  S ep t em b er  2 0 2 2 ,  NMPA f in a lly

r e leas ed  t h e  M ea su res f o r  Ov ersi g h t  o f  t h e  Sa l e  o f  P h a rma ceu t i ca l s  On l i n e (药品网络销售监督管理办法 ) ,

w h ic h  b ec am e e f f ec t iv e  as  o f  Dec .  1 ,  2 0 2 2 .  T h er e  h as  b een  a  lo n g - s t an d in g  d eb a t e  o n  t h e  r es t r ic t io n  o f

o n lin e  s a les  o f  p r es c r ip t io n  d r u g s .  T h e  M ea su res f o r  Ov ersi g h t  o f  t h e  Sa l e  o f  P h a rma ceu t i ca l s

On l i n e  f in a lly  g iv e  a  g r een  lig h t ,  u p o n  t h e  c o n d it io n  t h a t  p r es c r ip t io n  d r u g s  a r e  v is ib le  an d  ac c es s ib le  t o

c o n s u m er s  o n ly  a f t e r  t h e  p r es en t a t io n  o f  p r es c r ip t io n  b y  c o n s u m er s .  T h is  d if f e r s  f r o m  t h e  c u r r en t

p r ac t ic es  t h a t  c o n s u m er s  m ay  v iew  p r es c r ip t io n  d r u g s  f r ee ly  an d  o n ly  n eed  t o  p r es en t  t h e  p r es c r ip t io n

u p o n  p ay m en t .

T h is  n ew  r eq u ir em en t  ec h o es  t h e  s o - c a lled  “m o s t  s t r in g en t ”  t e lem ed ic in e  r u le  is s u ed  in  2 0 2 2 ,  w h ic h

p r o h ib it s  t h e  p r o v is io n  o f  Rx  d r u g s  t o  c o n s u m er s  b ef o r e  p r es c r ip t io n ,  an d  t h e  p r es c r ip t io n s  m u s t  b e

is s u ed  p er s o n a lly  b y  p h y s ic ian s  in s t ead  o f  g en er a t ed  au t o m at ic a lly  b y  AI  t o o ls .

Bre ak t hrough Cros s - Borde r Cont ract  Manuf act uring in Gre at e r Bay Are a. I n  J u n e  2 0 2 2 ,  t h e  Ch in es e

g o v er n m en t ,  a s  a  p ilo t  p r o g r am ,  a llo w ed  c r o s s - b o r d er  m an u f ac t u r in g  a r r an g em en t  in  t h e  Gu an g d o n g -

Ho n g  Ko n g - Mac ao  Gr ea t e r  Bay  Ar ea .  Dr u g  o r  d ev ic e  m ar k e t  au t h o r iza t io n  h o ld er s  ( MAH)  in  Ho n g  Ko n g

an d  Mac au  w er e  p er m it t ed  t o  en g ag e  in  Co n t r ac t  Man u f ac t u r in g  Or g an iza t io n s  ( CMOs )  in  n in e  c it ie s  in

t h e  Gu an g d o n g  Gr ea t e r  Bay  Ar ea  in c lu d in g  Gu an g zh o u ,  S h en zh en  an d  Zh u h a i t o  p r o v id e  CMO s er v ic es  f o r

e lig ib le  d r u g s  an d  d ev ic es .

I t  h as  b een  NMPA’s  lo n g  s t an d in g  p o s it io n  t h a t  MAHs  m ay  n o t  o u t s o u r c e  m an u f ac t u r in g  ac t iv it ie s  f o r

f in is h ed  d r u g  an d  d ev ic e  p r o d u c t s  c r o s s - b o r d er.  T h is  m ean s ,  t r ad it io n a lly,  d r u g  an d  d ev ic e  p r o d u c t s

m ar k e t ed  b y  d o m es t ic  MAHs  in  Ch in a  m u s t  b e  lo c a lly  m an u f ac t u r ed ;  an d  t h o s e  m ar k e t ed  b y  f o r e ig n

MAHs  in  Ch in a  m u s t  b e  m an u f ac t u r ed  o v er s eas .  Of f s h o r e  c o m p an ies  ( in c lu d in g  Ho n g  Ko n g  an d  Mac ao

c o m p an ies )  m ay  n o t  h o ld  m ar k e t  au t h o r iza t io n  ( “ MA”)  in  Ch in a  f o r  d r u g  an d  d ev ic e  p r o d u c t s  t h a t  a r e

lo c a lly  m an u f ac t u r ed  in  Ch in a .
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T h is  P ilo t  p r o g r am  p r o v id es  Ho n g  Ko n g  an d  Mac ao  MAHs  o p p o r t u n it ies  t o  lev er ag e  m an u f ac t u r in g

f ac ilit ie s  an d  m an p o w er  w it h in  t h e  Gr ea t e r  Bay  Ar ea .  T h o u g h  c u r r en t ly,  o n ly  a  lim it ed  n u m b er  o f

p h ar m ac eu t ic a l an d  d ev ic e  p r o d u c t s  a r e  e lig ib le  in  t h is  p r o g r am ,  w h ic h  m ay  h e lp  Ch in es e  r eg u la t o r  g a in

ex p er ien c e  in  c r o s s - b o r d er  r eg u la t io n  an d  m ay  p av e  t h e  w ay  f o r  f u t u r e  o p en in g .  

Cros s - Re gion Work ing Me chanis m Among Local  MPAs.  T h e  r o llin g  o u t  o f  MAH s y s t em  f o r  d r u g  an d

d ev ic e  p r o d u c t s  in  r ec en t  y ear s  h av e  b o o s t ed  CMO an d  CDMO b u s in es s es  in  Ch in a . I n c r eas in g ly  b io t ec h

an d  m ed t ec h  c o m p an ies  h av e  r es o r t ed  t o  CMO an d  CDMO s er v ic es ,  w h ile  o f t en  t im e  MAHs  an d

CMO/ CDMO m ay  n o t  b e  lo c a t ed  w it h in  t h e  s am e p r o v in c e .  T h is  c r ea t es  t h e  in c r eas in g  n eed  f o r  c r o s s -

r eg io n  m an u f ac t u r in g  a r r an g em en t  an d  r eg u la t io n .

T y p ic a lly,  d r u g  an d  d ev ic e  m an u f ac t u r in g  ac t iv it ie s  a r e  p r im ar ily  r eg u la t ed  b y  lo c a l Med ic a l P r o d u c t s

Ad m in is t r a t io n s  ( MPAs ) .  T h a t  is  t o  s ay,  MAHs  an d  CMO/ CDMOs  m u s t  b e  p r im ar ily  r eg u la t ed  b y  t h e ir

r es p ec t iv e  lo c a l MPAs  in  t h e  p r o v in c e  w h en  t h ey  a r e  lo c a t ed .  Wh en  MAH en g ag es  a  CMO/ CDMO t h a t  is

lo c a t ed  in  a  d if f e r en t  p r o v in c e  w it h in  Ch in a ,  it  m ay  c a ll f o r  jo in t - r eg u la t io n  b y  MAH’s  s u p er v is in g  MPA

an d  CMO/ CDMO’s  s u p er v is in g  MPA.

T o  ad d r es s  t h e  in c r eas in g  n eed  f o r  s u c h  jo in t - r eg u la t io n ,  t h e  NMPA en c o u r ag es  lo c a l MPAs  t o  ac c e le r a t e

an d  s t r en g t h en  t h e ir  c r o s s - r eg io n  w o r k in g  m ec h an is m ,  w h ic h  en ab les  t h em  t o  t im ely  ex c h an g e

in f o r m at io n  an d  c o o r d in a t e  o n  jo in t  ac t io n s  o n  a  r eg u la r  b as is .  F o r  ex am p le ,  lo c a l MPAs  m ay  t ak e  jo in t -

ac t io n s  f o r  o n - s it e  in s p ec t io n s  r eq u ir ed  e it h e r  b e f o r e  o r  a f t e r  m ar k e t  ap p r o v a l,  ex c h an g e  in f o r m at io n  an d

p r o v id e  s u p p o r t  o n  p r o d u c t  q u a lit y  s am p lin g  an d  AE m o n it o r in g ,  an d  t ak e  jo in t  en f o r c em en t  ac t io n s

ag a in s t  v io la t io n s .  T h e  NMPA ex p ec t s  t h a t  t h is  c r o s s - r eg io n  jo in t  w o r k in g  m ec h an is m  am o n g  lo c a l MPAs

w o u ld  c r ea t e  s eam les s  s u p er v is io n  o v er  MAH an d  it s  CMO/ CDMOs  c r o s s - r eg io n s .

St re ngt he ne d Re gulat ion f or Vaccine s .  F o llo w in g  t h e  r e leas e  o f  t h e  “m o s t  s t r in g en t ”  VAL,  t h e  NMPA

f in a lized  o n e  k ey  VAL im p lem en t in g  r u les : t h e  P ro v i si o n s f o r  t h e  A d mi n i st ra t i o n  o f  t h e  M a n u f a c t u ri n g

a n d  Di st r i b u t i o n  o f  Va cc i n es  ( VMDR)  (疫苗生产流通管理规定 )  in  J u ly  2 0 2 2 .  Am o n g  o t h er s ,  VMDR

● s e t s  a  h ig h  en t r y  t h r es h o ld  b y  s t r ic t ly  c o n t r o llin g  t h e  n u m b er  o f  v ac c in e  m an u f ac t u r e r s  in  Ch in a ;

● r eq u ir es  v ac c in e  MAHs  t o  h av e  m an u f ac t u r in g  c ap ab ilit y,  w h ic h  m ean s  t h a t  v ac c in e  c o m p an ies  o n ly

h av in g  R& D c ap ab ilit ie s  m ay  n o t  b ec o m e a  v ac c in e  MAH;

● o n ly  a llo w s  v ac c in e  MAHs  t o  o u t s o u r c e  m an u f ac t u r in g  ac t iv it ie s  in  v er y  lim it ed  c ir c u m s t an c es  ( f o r

ex am p le ,  o n  t h e  g o v er n m en t ’s  d em an d  f o r  p u b lic  n eed s  o r  f o r  m u lt iv a len t  v ac c in es ) ;  an d

● f o r  im p o r t ed  v ac c in e  p r o d u c t s  m ar k e t ed  b y  a  f o r e ig n  MAH in  Ch in a ,  r eq u ir in g  f o r e ig n  MAHs  t o  o n ly

en g ag e  an  ad eq u a t e  g en er a l lo c a l d is t r ib u t o r  f o r  o n e  im p o r t ed  p r o d u c t .

Evolving Re gulat ory Frame work  in t he  Me dt e ch

Se ct or
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Ne w Rule s  on De vice  Manuf act uring and Dis t ribut ion.  F o llo w in g  t h e  r e leas e  o f  t h e  MDR in  2 0 2 1 ,  t h e

NMPA is s u ed  t h e  t w o  m ajo r  MDR im p lem en t in g  r u les  in  2 0 2 2 : t h e  M ea su res f o r  t h e  Ov ersi g h t  o f  t h e

P ro d u c t i o n  o f  M ed i ca l  Dev i ces  ( MDMR)  (医疗器械生产监督管理办法 )  an d  t h e  M ea su res f o r  Ov ersi g h t  o f

t h e  Dea l i n g  i n  M ed i ca l  Dev i ces  ( MDDR)  (医疗器械经营监督管理办法 ) .  MDMR an d  MDDR r e in f o r c e  t h e

MAH s y s t em  lau n c h ed  b y  MDR,  an d  f u r t h er  s t r eam lin e  t h e  d ev ic e  r eg u la t o r y  ap p r o v a l p r o c ed u r e .  F o r

ex am p le ,

● MDMR n o w  a llo w s  CMOs  t o  ap p ly  f o r  a  Dev ic e  Man u f ac t u r in g  P er m it  in  r e lian c e  o n  MAH’s  d ev ic e

r eg is t r a t io n  lic en s e  in s t ead  o f  h o ld in g  a  p r o d u c t  r eg is t r a t io n  lic en s e  b y  it s e lf .  MDMR n o  lo n g er  r es t r ic t s

MAHs  f r o m  o n ly  en g ag in g  o n e  CMO a t  a  t im e .  Gen er a lly,  MAHs  h av e  f r eed o m  t o  en g ag e  m u lt ip le  CMOs

f o r  o n e  p r o d u c t  t o  t h e  ex t en t  c o m m er c ia lly  d es ir ab le .

● MDDR ex em p t s  c e r t a in  lo w - r is k  c las s  I I  m ed ic a l d ev ic es  f r o m  Dev ic e  Dis t r ib u t io n  No t if ic a t io n  w it h

t h e  s u p er v is in g  r eg u la t o r y  au t h o r it y.  F u r t h er,  MDDR s im p lif ies  s u b m is s io n  d o s s ie r s  r eq u ir ed  f o r  a

Dev ic e  Dis t r ib u t io n  P er m it  o r  a  Dev ic e  Dis t r ib u t io n  No t if ic a t io n ,  an d  s h o r t en s  t h e  ap p lic a t io n  r ev iew

t im elin e  f r o m  3 0  w o r k in g  d ay s  t o  2 0  w o r k in g  d ay s .

Ne w De vice  GCP.   T h e  NMPA r e leas ed  t h e  n ew  Med ic a l Dev ic e  GCP  in  Mar c h  2 0 2 2 ,  w h ic h  b ec am e

ef f ec t iv e  o n  May  1 ,  2 0 2 2 .  I n  lin e  w it h  t h e  s p ir it  o f  t h e  MDR,  t h e  n ew  Med ic a l Dev ic e  GCP  em p h as ized

t h e  r eg u la t o r y  o b lig a t io n s  an d  r es p o n s ib ilit ie s  t h a t  s h o u ld  b e  as s u m ed  b y  a  d ev ic e  s p o n s o r.  Med ic a l

Dev ic e  GCP  r eq u ir es  d ev ic e  s p o n s o r s  t o  es t ab lis h  an  ap p r o p r ia t e  q u a lit y  m an ag em en t  s y s t em  t h a t  c an

ap p r o p r ia t e ly  c o v er  t h e  w h o le  p r o c es s  o f  c lin ic a l t r ia ls  s p o n s o r ed  b y  t h em .  T h is  ec h o es  t h e

r es p o n s ib ilit ie s  as s u m ed  b y  MAHs  u n d er  t h e  MDR t h r o u g h o u t  t h e  en t ir e  d ev ic e  lif e  c y c le  f r o m

d ev e lo p m en t  t o  c o m m er c ia liza t io n .

Updat e d Ris k - Bas e d Re gulat ory Approach.  NMPA c o n s o lid a t ed  an d  s t r en g t h en ed  it s  r is k - b as ed

r eg u la t o r y  f r am ew o r k  t o  r eg u la t e  m ed t ec h  c o m p an ies  in  2 0 2 2 .  S p ec if ic a lly,  NMPA g r o u p ed  d ev ic e

c o m p an ies  in t o  f o u r  g r ad es  b as ed  o n  t h e ir  r is k  lev e l as  f o llo w s :
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Evolving PR C Cos me tics  R e gulatory
Frame work

Wit h  t h e  u n v e ilin g  o f  CS AR in  2 0 2 1 ,  t h e  c o s m et ic  r eg u la t io n  en t e r ed  in t o  a  n ew  er a .  A s e r ies  o f

im p lem en t in g  r u les  c o m e in t o  e f f ec t  in  2 0 2 2  t o  im p lem en t  an d  s u p p lem en t  CS AR.

Firs t  Cos me t ics  Onl ine  Sale s  Rule s.  E- c o m m er c e  f o r  c o s m et ic  p r o d u c t s  h as  ex p er ien c ed  ex p o n en t ia l

g r o w t h  in  r ec en t  y ear s ,  w h ic h  c a lled  f o r  s y s t em at ic a l r eg u la t io n  t o  g u id e  o n lin e  s a les  ac t iv it ie s .  I n

Au g u s t  2 0 2 2 ,  t h e  NMPA p u b lis h ed  t h e  d r a f t  M ea su res f o r  t h e  R eg u l a t i o n  o f  On l i n e  Dea l i n g  o f

Co smet i cs   (化妆品网络经营监督管理办法 )  t o  s p ec if ic a lly  r eg u la t e  c o s m et ic - r e la t ed  e - c o m m er c e  ac t iv it ie s .

I n  p ar t ic u la r,  t h e  d r a f t  h ig h lig h t s  c o s m et ic  c o m p an ies ’ o b lig a t io n  t o  f u lly,  t r u t h f u lly,  ac c u r a t e ly  an d

c lea r ly  d is c lo s e  in f o r m at io n  o n  t h e  lab e ls  o f  c o s m et ic  p r o d u c t s ,  an d  o b lig a t es  c o s m et ic  c o m p an ies  t o

t im ely  t ak e  c o r r ec t iv e  ac t io n s  t o  c o n t r o l an d  m it ig a t e  r is k .

Firs t  Cos me t ics  GMP.   NMPA r e leas ed  t h e  Co smet i c  Go o d  M a n u f a c t u ri n g  P ra c t i ce ( Co s m et ic  GMP )  (化

妆品生产质量管理规范 )  in  J an u ar y  2 0 2 2 ,  w h ic h  b ec am e e f f ec t iv e  o n  J u ly  1 ,  2 0 2 2 .  T h is  w as  t h e  f ir s t

Co s m et ic  GMP  in  Ch in a  t h a t  p r o v id es  c o m p r eh en s iv e  g u id an c e  o n  t h e  c o s m et ic  m an u f ac t u r in g

p r o c es s .  I n  p ar t ic u la r,  t o  ad d r es s  t h e  p r ev a ilin g  c o n t r ac t u a l m an u f ac t u r in g  in  t h e  c o s m et ic  in d u s t r y,  t h e

Co s m et ic  GMP  h as  a  c h ap t e r  s p ec if ic a lly  f o r  c o n t r ac t  m an u f ac t u r in g ,  w h ic h  c la r if ies  t h e  r es p o n s ib ilit ie s

b e t w een  MAHs  an d  CMOs  in  t e r m s  o f  p r o d u c t  q u a lit y  an d  s a f e t y.  MAHs  n eed  t o  es t ab lis h  an  ap p r o p r ia t e

q u a lit y  m an ag em en t  s y s t em  w it h  ad eq u a t e  p er s o n n e l an d  f ac ilit ie s  t h a t  c an  c o m p et en t ly  s u p er v is e  CMO’s
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ac t iv it ie s  an d  p r o d u c t  r e leas es .

Firs t  Cos me t ic AE Rule s.  T h e  NMPA,  f o r  t h e  f ir s t  t im e ,  is s u ed  t h e   M ea su res f o r  t h e  M o n i t o ri n g  o f

Co smet i c  A d v erse  E f f ec t s  ( Cos me t ic AE Me as ure s)  (化妆品不良反应监测管理办法 )  in  F eb r u ar y  2 0 2 2 ,

w h ic h  b ec am e e f f ec t iv e  o n  Oc t .  1 ,  2 0 2 2 .  T h is  w as  a  m ajo r  leg is la t iv e  m iles t o n e  f o r  c o s m et ic  ad v er s e

ef f ec t s  ( AE)  r eg u la t io n .

I t  s p ec if ies  an d  s t an d ar d izes  t h e  p r o c ed u r es  f o r  AE m o n it o r in g ,  r ep o r t in g ,  ev a lu a t io n  an d  in v es t ig a t io n .

I t  em p h as izes  c o s m et ic  MAHs ’ p r im ar y  r es p o n s ib ilit y  f o r  t h e  q u a lit y  an d  s a f e t y  o f  t h e ir  c o s m et ic

p r o d u c t s  t h r o u g h o u t  t h e  w h o le  lif e  c y c le ,  an d  r eg u la t o r y  o b lig a t io n s  t o  p r o ac t iv e ly  m o n it o r,  c o llec t ,

ev a lu a t e  AEs  an d  t ak e  t im ely  r is k  c o n t r o l m eas u r es  ag a in s t  AEs .

MAHs  m u s t  in v es t ig a t e  t h e  r o o t  c au s e  o f  AEs  w it h  c o n s id er a t io n  t o  t h e  p o t en t ia l r is k  a r is in g  f r o m  r aw

m at er ia ls ,  p r o d u c t  f o r m u la t io n ,  m an u f ac t u r in g  p r o c es s ,  q u a lit y  m an ag em en t ,  s t o r ag e  an d  t r an s p o r t a t io n .

T h e  Co s m et ic  AE Meas u r es  u r g e  c o s m et ic  c o m p an ies  t o  t ak e  in t o  ac c o u n t  AE m o n it o r in g  an d  ev a lu a t io n

as  an  im p o r t a t io n  p ar t  o f  t h e ir  p r o d u c t  q u a lit y  an d  r is k  m an ag em en t  s y s t em  t h r o u g h o u t  t h e  w h o le

p r o d u c t  lif e  c y c le .

I I I

B ios afe ty and HGR  re gulation: be  pre pare d for routine  ins pe ctions  as  the  ne w normal

Af t e r  t h e  im p lem en t a t io n  o f  t h e  P R C R eg u l a t i o n s f o r  t h e  A d mi n i st ra t i o n  o f  Hu ma n  Gen e t i c

R eso u rces  ( HGR Reg u la t io n s )  (中华人民共和国人类遗传资源管理条例 )  in  2 0 1 9  an d  t h e  P R C B i o - Sa f e t y

L a w  (中华人民共和国生物安全法 )  in  2 0 2 0 ,  t h e  P RC Min is t r y  o f  S c ien c e  an d  T ec h n o lo g y  ( MOS T )  u n v e iled

t h e  lo n g - ex p ec t ed  Dra f t  I mp l emen t a t i o n  R u l es f o r  t h e  HGR Reg u la t io n s  (Dr af t  HGR I m p lem en t in g  Ru les)

(什粁遝伦赊準箧琌杧侑室旃绌刟 )  f o r  p u b lic  c o m m en t s  in  Mar c h  2 0 2 2 .  

No t ab ly,  h a lf  o f  t h e  Dr af t  HGR I m p lem en t in g  Ru les  in t r o d u c es  a  m u lt i- lev e l,  r is k - b as ed  an d  s y s t em at ic a l

ap p r o ac h  t o  s u p er v is in g  an d  in s p ec t in g  ac t iv it ie s  in v o lv in g  Ch in es e  h u m an  g en e t ic  r es o u r c es  ( HGRs )  an d

e lab o r a t in g  o n  t h e  w o r k in g  p r o c ed u r es  t h e r e in .

I f  t h e  Dr af t  HGR I m p lem en t in g  Ru les  b ec o m e e f f ec t iv e  in  it s  c u r r en t  f o r m ,  it  is  ex p ec t ed  t h a t  lo c a l

c o u n t e r p ar t s  o f  MOS T  w ill p lay  an  im p o r t an t  r o le  in  HGR en f o r c em en t  an d  w ill c o n d u c t  m u lt i- lev e l

o v er a r c h in g  HGR in s p ec t io n s  o n  c o m p an ies  lo c a t ed  w it h in  t h e ir  ju r is d ic t io n ,  in c lu d in g :

● an n u a l r eg u la r  in s p ec t io n s ;

● p r io r it ized  in s p ec t io n s  o n  h ig h  r is k  c o m p an ies  ( s u c h  as  c o m p an ies  b e in g  p en a lized  f o r  HGR v io la t io n s

in  t h e  p as t  t h r ee  y ear s ,  c o m p an ies  t h a t  f a iled  t o  t ak e  t im ely  c o r r ec t iv e  ac t io n s  an d  c o m p an ies  w it h  p o o r

c r ed en t ia ls ) ;

● r an d o m ized  s am p lin g  in s p ec t io n s ;  an d
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● f o r - c au s e  in s p ec t io n s .

Co m p an ies  w it h  g o o d  c r ed en t ia l an d  p er f o r m an c e  w o u ld  r ec e iv e  les s  HGR in s p ec t io n s .  Lif e  s c ien c e

c o m p an ies  s h o u ld  b e  p r ep ar ed  f o r  f r eq u en t  r o u t in e  HGR in s p ec t io n s  in  t h e  f u t u r e ,  in c lu d in g  t ak in g

c o r r ec t iv e  ac t io n  t o  ad d r es s  h is t o r y  c o m p lian c e  is s u es  ( if  an y )  an d  b u ild in g  u p  o r  im p r o v in g  HGR

p o lic ies  an d  s y s t em s  t o  en s u r e  HGR c o m p lian c e  o n  an  o n g o in g  b as is .

Ot h er  n o t ab le  h ig h lig h t s  o f  t h e  Dr af t  HGR I m p lem en t in g  Ru les in c lu d e :

1 .  I t  “n ar r o w ed ”  t h e  s c o p e  o f  HGR in f o r m at io n  b y  em p h as iz in g  o n  h u m an  g en e  an d  g en o m e d a t a .

2 .  I t  c la r if ies  t h e  “ac t u a l c o n t r o l”  t es t  f o r  a  f o r e ig n  p ar t y  u n d er  t h e  HGR Reg u la t io n s ,  p u r s u an t  t o  w h ic h

VI E w o u ld  b e  d eem ed  as  a  f o r e ig n  p ar t y  f r o m  an  HGR r eg u la t io n  p er s p ec t iv e ,  a s  VI E t y p ic a lly  is  an

en t it y  ac t u a lly  c o n t r o lled  b y  a  f o r e ig n  p ar t y  t h r o u g h  VI E c o n t r ac t u a l a r r an g em en t .

3 .  I t  c la r if ies  t h e  c ir c u m s t an c es  t h a t  w o u ld  t r ig g er  s ec u r it y  r ev iew  f o r  HGR in f o r m at io n  ex p o r t ,

in c lu d in g  ex p o r t in g  ex o m e o r  g en o m e s eq u en c in g  in f o r m at io n  o f  o v er  5 0 0  s u b jec t s ,  an d  ex p o r t in g  HGR

in f o r m at io n  o f  im p o r t an t  g en e t ic  f am ilies  o r  f r o m  s p ec if ic  r eg io n s .

4 .  Mo r e  r eg is t r a t io n a l t r ia ls  w o u ld  b e  e lig ib le  f o r  a  s im p lif ied  n o t if ic a t io n  p r o c ed u r e  w it h  MOS T.

5 .  HGR c o llec t io n  ap p r o v a ls  w o u ld  n o  lo n g er  b e  r eq u ir ed  f o r  r eg is t r a t io n a l t r ia ls  t h a t  d o  n o t  in v o lv e

HGRs  f r o m  an  im p o r t an t  g en e t ic  f am ily  o r  s p ec if ic  r eg io n s .

6 .  No n - m at e r ia l c h an g es  o f  a  c lin ic a l t r ia l w o u ld  en jo y  a  s im p lif ied  ap p r o v a l o r  n o t if ic a t io n  p r o c ed u r e .

******

I n  2 0 2 3 ,  w it h  t h e  r em o v al o f  p an d em ic  c o n t r o l m eas u r es  an d  r e - o p en in g  u p  t o  t h e  w o r ld ,  w e  ex p ec t  t h e

r ec o v er y  o f  t h e  m ar k e t  an d  c lo s e r  c r o s s - b o r d er  c o llab o r a t io n s .  Ch in es e  lif e  s c ien c e  c o m p an ies  a r e

t h r illed  t o  s h o w  t h e ir  in n o v a t io n  an d  r es ilien c e  t o  em b r ac e  a  b e t t e r  2 0 2 3 .  Wit h  m o r e  leg is la t iv e

d ev e lo p m en t s  t o  en r ic h  an d  f o s t e r  t h e  r eg u la t o r y  f r am ew o r k  in  t h e  lif e  s c ien c e  s ec t o r,  lif e  s c ien c e

c o m p an ies  lea r n  t o ad ap t  t o  t h e  n ew  er a  o f  t h e in n o v a t io n - d r iv en  an d  c o m p lian t r eg u la t o r y  en v ir o n m en t .
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