
 

 

 

 

 

 

 

 

Pa r is , Au gu s t  31, 2022. The  U.S. Food  and  Drug  Adm in istra tion  (FDA) has approved  Xenpozym e™ 
(olipudase  a lfa -rpcp) for the  trea tm en t of non-cen tra l nervous system  (non-CNS) m an ife sta tions 
of acid  sph ingom ye linase  deficiency (ASMD) in  adu lt and  pedia tric pa tien ts. 

Xenpozym e  is the  first the rapy ind ica ted  specifica lly for the  trea tm en t of ASMD, and  is cu rren tly 
the  on ly approved  trea tm en t for th is d isease . 

Bill Sibold 
Execu tive  Vice  Pre sident, Head , Specia lty Ca re  a t Sanofi 
“Sanofi teams have been dedica ted to bringing hope to pa tients living with ASMD and their 
families. This is a  devasta ting and extremely ra re disease tha t a ffects both children and adults. The 
approva l of Xenpozyme represents the culmina tion of bold work done in resea rch and 
development, and our unwavering commitment to this historica lly overlooked community.” 

ASMD, h istorica lly known as Niem ann-Pick d isease  types A, A/ B, and  B, is  an  extrem ely ra re , 
p rogressive  gene tic d isease  with  sign ifican t m orbid ity and  m orta lity. It ha s been  e stim a ted  tha t 
the re  a re  fewer than  120 pa tien ts d iagnosed  with  ASMD in  the  U.S. Approxim a te ly two-th irds of 
pa tien ts with  ASMD in  the  U.S. a re  pedia tric. Signs and  sym ptom s of ASMD can  pre sen t in  infancy, 
ch ildhood , or adulthood , and  m ay include  en larged  sp leen  or live r, d ifficu lty brea th ing , lung  
in fections, and  unusua l b ru ising  or b leeding , am ong  o the r d isease  m an ifesta tions. Un til now, 
m anagem en t of ASMD included  supportive  ca re  to  address the  im pact of ind ividua l sym ptom s 
and ca re fu l m onitoring  to  de tect poten tia l d isease  com plica tions. 

Da vid Guy 
Pa ren t to  Kaila , age  16, living  with  ASMD 
“As young pa rents, it was initia lly devasta ting to me and my wife when our daughter, Ka ila , 
received her diagnosis of ASMD. We faced so many unknowns when we first hea rd the diagnosis: 
wha t does this mean, how will this a ffect her, and most importantly wha t hope is there for a  
trea tment option? We were gra teful to find hope when we enrolled Ka ila  in the clinica l tria ls for 
olipudase a lfa .” 

In  the  U.S., Xenpozym e  rece ived  Breakth rough  The rapy designa tion , wh ich  exped ite s the  
deve lopm en t and  review of d rugs in tended  to  trea t se rious or life -threa tening  d iseases and  
conditions. The  FDA eva lua ted  Xenpozym e  unde r Priority Review, wh ich  is re se rved  for m ed icines 
tha t rep re sen t poten tia lly sign ifican t im provem en ts in  e fficacy or sa fe ty in  trea ting  se rious 
conditions. In  March  2022, Xenpozym e  was approved  in  Japan  under the  SAKIGAKE (or “p ionee r”) 
designa tion , m arking  the  first app roval for o lipudase  a lfa  anywhere  in  the  world . In  June  2022, 
the  European  Com m ission  (EC) approved  Xenpozym e  for u se  in  Europe . 



ASMD represen ts a  spectrum  of d isease , with  two types tha t m ay rep re sen t opposite  ends of a  
con tinuum  re fe rred  to  a s ASMD type  A and ASMD type  B. ASMD type  A/ B is an  in te rm ed ia te  form  
tha t includes va rying  degrees of cen tra l nervous system  (CNS) involvem en t. 

ASCEND a nd ASCEND-Peds clin ica l t r ia ls showed tha t  Xenpozyme improved lung funct ion  a nd 
reduced spleen  a nd liver volumes in  a dult s a nd children 

The  approval is  based  on  positive  da ta  from  the  ASCEND and  ASCEND-Peds clin ica l tria ls, in  wh ich  
Xenpozym e  showed  clin ica lly re levan t im provem en t in  lung  function  (a s m easured  by d iffusing  
capacity of the  lung  for ca rbon  m onoxide , or DLco) and  p la te le t coun t, and  reduction  of sp leen  
and live r volum es, with  a  dem onstra ted  safe ty p rofile . 

Melissa  Wa sserst e in 
MD, Ped ia tric Gene tic Med icine , Albe rt Einste in  College  of Medicine  and  the  Child ren’s 
Hospita l a t Montefiore  
“ASMD is an extremely ra re, progressive, and potentia lly fa ta l genetic disease tha t impacts children 
and adults a round the world. Until now, those living with ASMD have had no FDA-approved 
trea tment to combat this devasta ting condition. I’m proud of the work tha t has been done and 
look forward to witnessing the impact tha t this trea tment may have on those living with ASMD.” 

The  ASCEND tria l eva lua ted  the  e fficacy and safe ty of Xenpozym e; 31 adult pa tien ts with  ASMD 
type  A/ B or type  B were  random ized  to rece ive  Xenpozym e  or p lacebo for 52 weeks (p rim ary 
ana lysis). In  the  tria l, Xenpozym e  im proved  lung  function , a sse ssed  a s the  pe rcen t change  from  
base line  to  Week 52 in  p red icted  d iffusing  capacity of the  lung  for ca rbon m onoxide  (DLco), and  
reduced  sp leen  volum e, eva lua ted  as pe rcen t change  from  base line  in  m ultip le s of norm a l (MN). 

• Twelve  (12) pa tien ts trea ted  with  Xenpozym e  had  a  m ean  change  in  pe rcen t p red icted  
DLco from  base line  (49.1%) to  Week 52 (59.4%). Th is change  rep re sen ts a  23.9% re la tive  
im provem en t com pared  to  a  3% im provem en t in  DLco from  base line  in  the  17 pa tien ts 
from  the  p lacebo g roup  (48.5%) to  Week 52 (49.9%). The  d iffe rence  be tween  the  two a rm s 
(20.9%) was nom ina lly sta tistica lly significan t (p=0.0003). 

• Thirteen  (13) pa tien ts trea ted  with  Xenpozym e had  a  m ean  reduction  in  sp leen  volum e  by 
38.9% from  base line  (11.5 MN) to  Week 52 (7.2 MN) com pared  to  a  m ean  increase  by 0.5% 
for the  17 pa tien ts in  the  p lacebo g roup  from  base line  (11.2 MN) to  Week 52 (11.2 MN). 
The  d iffe rence  be tween the  two a rm s (39.4%) was nom inally sta tistica lly sign ifican t 
(p<0.0001). 

• Twelve  (12) pa tien ts trea ted  with  Xenpozym e  had  a  m ean  reduction  in  liver volum e  by 
26.5% from  base line  (1.4 MN) to  Week 52 (1.0 MN) com pared  to  a  m ean  decrease  of 1.8% 
for the  17 pa tien ts in  the  p lacebo g roup  from  base line  (1.6 MN) to  Week 52 (1.6 MN). The  
d iffe rence  be tween  the  two a rm s (24.7%) was nom ina lly sta tistica lly sign ifican t (p<0.0001). 

• Thirteen  (13) pa tien ts trea ted  with  Xenpozym e had  a  m ean  im provem en t in  p la te le t coun t 
by 18.3% from  base line  (109.3x109/ L) to  Week 52 (126.4x109/ L) com pared  to  increase  by 
2.7% for the  16 pa tien ts in  the  p lacebo g roup  from  base line  (115.6x109/ L) to  Week 52 
(120.2x109/ L). The  d iffe rence  be tween  the  two a rm s (15.6%) was nom ina lly sta tistica lly 
significan t (p=0.0280). 

• All ASCEND pa tien ts trea ted  with  Xenpozym e  showed  im provem en t in  key endpoin ts 
(DLco and  sp leen  and  live r volum e). 

• Most frequen tly reported  adve rse  d rug  reactions in  adu lts (incidence  ≥10%) were  
headache , cough , d ia rrhea , hypotension , and  ocu la r hype rem ia . 



The  single -a rm  ASCEND-Peds tria l stud ied  8 ped ia tric pa tien ts younger than  12 yea rs of age  with  
ASMD type  A/ B or type  B who a ll rece ived  Xenpozym e , with  a  p rim ary objective  of eva lua ting  the  
sa fe ty and  to le rab ility of Xenpozym e for 64 weeks. All pa tien ts com ple ted  the  study and  
con tinued  in  an  extension  tria l. The  ASCEND-Peds tria l a lso  exp lored  e fficacy endpoin ts of 
p rogressive  lung d isease , sp leen  and  live r en la rgem en t, and  p la te le t coun t. Afte r one  yea r of 
trea tm en t (52 weeks): 

• Three  (3) pa tien ts who were  ab le  to  perform  the  te st a t base line  trea ted  with  Xenpozym e  
had  a  m ean  re la tive  im provem en t of 45.9% in  pe rcen t p redicted  DLco from  base line  
(48.5%) to  Week 52 (70.9%) (child ren  ove r the  age  of five  were  a sse ssed  if they were  ab le  
to  pe rform  the  te st). 

• Eigh t (8) pa tien ts trea ted  with  Xenpozym e  had  m ean reduction  in  sp leen  volum e  by 46.7% 
from  base line  (18.3 MN) to  Week 52 (9.5 MN). 

• Eigh t (8) pa tien ts trea ted  with  Xenpozym e  had  a  m ean  reduction  in  live r volum e  by 38.1% 
from  base line  (2.5 MN) to  Week 52 (1.6 MN). 

• Seven  (7) pa tien ts trea ted  with  Xenpozym e  had  a  m ean  im provem en t in  p la te le t coun t by 
37.6% from  base line  (136.7x109/ L; n=8) to  Week 52 (184.5x109/ L). 

• Serious adve rse  reactions of anaphylactic reaction  were  reported  in  2 (25%) Xenpozym e-
trea ted  pedia tric pa tien ts.  

• Trea tm en t-re la ted  se rious adve rse  reactions, hypersensitivity reactions includ ing  
anaphylaxis, and  infusion  a ssocia ted  reactions occurred  with in  24 hours of infusion  and  
were  observed  in  a  h ighe r pe rcen tage  of ped ia tric pa tien ts than  in  adu lt pa tien ts. 

• Most frequen tly reported  adve rse  d rug  reactions in  ped ia tric pa tien ts (incidence  ≥20%) 
were  pyrexia , cough , d ia rrhea , rh in itis , abdom ina l pa in , vom iting , headache , urticaria , 
nausea , ra sh , a rth ra lg ia , p ru ritu s, fa tigue , and  pharyng itis. 

A scient ific innova t ion  for pa t ien t s living wit h  ASMD 

Xenpozym e , a  hydrolytic lysosom al sphingom ye lin -specific enzym e  rep lacem en t therapy, 
is    de signed  to  rep lace  de ficien t or de fective  acid  sphingom ye linase  (ASM), an  enzym e  tha t 
a llows for the  b reakdown of the  lip id  sph ingom ye lin . In  individua ls with  ASMD, the  de ficiency in  
the  ASM enzym e  leads to  sph ingom yelin  accum ula tion  in  va rious tissues. Xenpozym e  is not 
expected  to  cross the  b lood-bra in  ba rrie r or m odula te  CNS m anife sta tions of ASMD. Xenpozym e  
has not been  stud ied  in  pa tien ts with  ASMD type  A. 

Xenpozym e  is adm inste red  in travenously every two weeks, and  its  adm in istra tion  requ ire s a  dose  
e sca la tion  phase  followed  by a  m a in tenance  phase . 

Xenpozym e  is expected  to  be  ava ilab le  in  the  U.S. in  the  com ing weeks. The  U.S. list p rice , or 
wholesa le  acquisition  cost, of Xenpozym e  is $7,142.00 pe r via l. Actua l pa tien t ou t-of-pocke t costs 
m ay be  lower, as the  list p rice  does not re flect in su rance  cove rage , co-pay support for e lig ib le  
pa tien ts, o r financia l a ssistance  from  pa tien t support p rog ram s. 

Sanofi is  com m itted  to  he lp ing  e lig ib le  U.S. pa tien ts access the  support they need  and  to  he lp  
reduce  ba rrie rs th roughou t the ir trea tm en t jou rney. As pa rt of its  com m itm en t to  trea tm ent 
access and  a ffordab ility for innova tive  the rap ies, Sanofi p rovides d isease  educa tion , financia l and  
co-pay a ssistance  p rogram s, and  o the r support se rvices to  e lig ib le  pa tien ts. For m ore  
in form a tion , pa tien ts can  ca ll 1-800-745-4447 and  se lect Op tion  3, 
con tact In fo@CareConnectPSS.com , or visit www.Xenpozym e.com . 

mailto:Info@CareConnectPSS.com


U.S. INDICATIONS AND USAGE 

XENPOZYMETM (o lipudase  a lfa -rpcp ) is indica ted  for trea tm en t of non–cen tra l nervous system  
m anife sta tions of acid  sph ingom ye linase  de ficiency (ASMD) in  adu lt and  ped ia tric pa tien ts. 

 

IMPORTANT SAFETY INFORMATION 

WARNING: SEVERE HYPERSENSITIVITY REACTIONS 

Hyp e r se n s it ivit y Re a ct ion s  In clu d in g  An a p h yla xis  

Hyp e r se n s it ivit y r e a ct ion s, in clu d in g  se ve re  r e a ct ion s kn ow n  a s  a n a ph yla xis , m a y occu r  
d u r in g  a n d  a ft e r  XENPOZYME t r e a t m e n t . You  sh ou ld  se e k  im m e d ia t e  m e d ica l ca r e  if 
h yp e r se n s it ivit y r e a ct ion s (in clu d in g  a n a p h yla xis) occu r . If a  se ve re  h yp e rse n s it ivit y 
r e a ct ion  occu rs , you r  d oct o r  m a y d e cid e  t o  d iscon t in u e  XENPOZYME im m e d ia t e ly a n d  
p rovid e  a p p rop r ia t e  m e d ica l ca r e . Ap p rop r ia t e  m e d ica l su p p or t  m e a su re s  m a y b e  
a d m in is t e r e d , a n d  you  m a y r e qu ir e  close  ob se rva t ion  d u r in g  a n d  a ft e r  XENPOZYME 
a d m in is t ra t ion . 

 

WARNINGS AND PRECAUTIONS 

Hyp e r se n s it ivit y Re a ct ion s  In clu d in g  An a p h yla xis  

Your doctor m ay decide  to  g ive  you  an tih istam ine , an ti-fever, and/ or ste ro id  m edica tions be fore  
your infusions. 

• If a  severe hype rsensitivity reaction  (e .g ., anaphylaxis) occurs, your doctor shou ld  
d iscon tinue  XENPOZYME im m edia te ly and  in itia te  appropria te  m ed ica l trea tm en t. 

• If a  mild or modera te hype rsensitivity reaction  occurs, your doctor m ay ad just or 
tem pora rily withhold  your in fusion  ra te  or dose  of XENPOZYME. 

Hypersensitivity reactions, includ ing  anaphylaxis, have  been  reported  in  o lipudase  a lfa -
trea ted  pa tien ts. 

• Signs of hype rsensitivity reactions in  adults included  h ives, itchy skin , skin  redness, ra sh , 
swe lling  unde rnea th  the  skin , and  tende r bum ps under the  skin . 

• Hypersensitivity reactions in  ped ia tric pa tien ts included  h ives, itchy skin , ra sh , and 
loca lized  swelling . 

In fu s ion -Associa t e d  Re a ct ion s 

Your doctor m ay decide  to  g ive  you  an tih istam ine , an ti-fever, and/ or ste ro id  m edica tions be fore  
your infusions to  reduce  the  risk of in fusion-associa ted  reactions (IARs). However, IARs m ay still 
occur a fte r rece iving  these  m ed ica tions. 

• If severe IARs occur, your doctor shou ld  d iscontinue  XENPOZYME im m edia te ly and  in itia te  
appropria te  m ed ica l trea tm en t. 

• If a  mild or modera te IAR occurs, your doctor m ay adjust or tem pora rily withhold  your 
in fusion  ra te  or dose  of XENPOZYME. 



The  m ost frequen t IARs in : 

• adult pa tien ts were  headache , ra sh , vom iting , and  h ives; 
• pedia tric pa tien ts were  h ives, swe lling , headache , nausea , feve r, and  vom iting . 

An  acu te  phase  reaction  (APR), an  acu te  in flam m atory re sponse  accom panied  by e leva tions in  
in flam m atory p ro te in  concen tra tions from  b lood  te sts, was obse rved . 

• Most of the  APRs occurred  a t 48 hours post in fusion  during  the  dose  esca la tion  pe riod . 
• The  m ost com m on sym ptom s of APRs were  feve r, vom iting , and  d ia rrhea . 
• Your doctor can  m anage  APRs like  o the r IARs you  m ay expe rience . 

Ele va t e d  Tra n sa m in a se s  Le ve ls  

XENPOZYME m ay be  a ssocia ted  with  e leva ted  live r enzym es, known as transam inases, with in  24 
to  48 hours a fte r in fusion . 

• Eleva ted  transam inase  leve ls were  reported  in  pa tien ts du ring  the  XENPOZYME dose  
e sca la tion  phase  in  clin ica l tria ls. 

To  m anage  the  risk of e leva ted  transam inase  leve ls, your doctor should  check your live r enzym e  
leve ls with  a  b lood  te st: 

• with in  one  m on th  before  sta rting  XENPOZYME; 
• with in  72 hours before  any in fusion  du ring  the  dose  e sca la tion  phase , or be fore  your next 

schedu led  XENPOZYME in fusion  if you  m issed  a  dose . 

Based  on  the  leve ls of transam inases from  your b lood  te sts, your doctor m ay m ake  changes to  
your dose  or in fusion  schedu le . 

Upon reach ing  the  recom m ended  m a in tenance  dose , transam inase  te sting  is recom m ended to  
be  con tinued  a s pa rt of rou tine  clin ica l m anagem en t of ASMD. 

Risk  o f Fe t a l Ma lfo rm a t ion s  Du r in g  Dosa g e  In it ia t ion  o r  Esca la t ion  in  Pre g n a n cy 

XENPOZYME dosage  in itia tion  or e sca la tion , for a  fem a le  a t any tim e during  he r pregnancy, is  not 
recom m ended  a s it m ay increase  risk of de fects in  the  fe tus. The  decision  to  con tinue  or 
d iscon tinue  XENPOZYME m ain tenance  dosing , if you  a re  a  p regnan t fem a le , shou ld  be  
de te rm ined  by you and your doctor and  shou ld  conside r your need  for XENPOZYME, the  poten tia l 
d rug-re la ted  risks to  the  fe tus, and  the  poten tia l risks due  to  un trea ted  m a te rna l ASMD disease . 

If you  are  a  fem ale  of rep roductive  poten tia l, your doctor will ve rify your p regnancy sta tus before  
you  sta rt trea tm en t with  XENPOZYME. You  shou ld  use  e ffective  con tracep tion  du ring  
XENPOZYME trea tm en t and  for 14 days a fte r your la st dose  if XENPOZYME is d iscon tinued. 

 

ADVERSE REACTIONS 

• Most frequen tly reported  adve rse  d rug  reactions in  adu lts (incidence  ≥10%) were  
headache , cough , d ia rrhea , low b lood  p re ssu re , and  redness in  the  eye . 



• Most frequen tly reported  adve rse  d rug  reactions in  ped ia tric pa tien ts (incidence  ≥20%) 
were  feve r, cough , d ia rrhea , runny nose , abdom ina l pa in , vom iting , headache , h ives, 
nausea , ra sh , jo in t pa in , ra sh , fa tigue , and  sore  th roa t. 

Please  see  fu ll Pre scrib ing  Inform a tion , includ ing  Boxed WARNING, for Xenpozym e. 

 

About  Sa nofi   
We  a re  an  innova tive  g loba l hea lthca re  com pany, driven  by one  pu rpose : we  chase  the  m iracle s 
of science  to  im prove  people’s lives. Our team , across som e  100 coun trie s, is  dedica ted  to  
transform ing  the  p ractice  of m ed icine  by working  to  tu rn  the  im possib le  in to  the  possib le . We  
p rovide  poten tia lly life -chang ing  trea tm en t options and  life -saving  vaccine  p ro tection  to m illions 
of people  g loba lly, while  pu tting  susta inab ility and  socia l re sponsib ility a t the  cen te r of ou r 
am bitions.  
Sanofi is  listed  on  EURONEXT: SAN and  NASDAQ: SNY  

Media  Rela tions 
Sa n d r in e  Gu e n d ou l |  + 33 6 25 09 14 25 |  sandrine .guendoul@sanofi.com  
Sa lly Ba in  |  + 1 617 834 6026 |  sa lly.ba in@sanofi.com  
Ka t e  Con w a y |  + 1 508 364 4931|   ka te .conway@sanofi.com  

Investor Rela tions 
Eva  Sch a e fe r -Ja n se n  |  + 33 7 86 80 56 39 |  eva .schaefe r-jansen@sanofi.com  
Arn a u d  De lé p in e  |  + 33 6 73 69 36 93 |  a rnaud .de lepine@sanofi.com  
Core n t in e  Dr ia n cou r t  |  + 33 6 40 56 92 21 |  coren tine .d riancourt@sanofi.com    
Fe lix La u sch e r  |  + 1 908 612 7239 |  fe lix.lausche r@sanofi.com  
Pr iya  Na n du r i |  + 1 617 764 6418 |  p riya .nanduri@sanofi.com    
Na t h a lie  Ph a m  |  + 33 7 85 93 30 17 |  na tha lie .pham @sanofi.com  

 

Sa n ofi Fo rw a rd -Look in g  St a t e m e n t s  
Th is p re ss re lea se  con ta ins forward -looking  sta tem en ts as de fined  in  the  Priva te  Securitie s 
Litiga tion  Reform  Act of 1995, a s am ended. Forward-looking  sta tem ents a re  sta tem en ts tha t a re  
not h istorica l facts. These  sta tem en ts include  pro jections and  e stim a tes rega rd ing  the  m arke ting  
and  o the r poten tia l of the  product, o r rega rd ing  poten tia l fu tu re  revenues from  the  p roduct. 
Forward -looking  sta tem en ts a re  gene ra lly iden tified  by the  words "expects", "an ticipa te s", 
"be lieves", "in tends", "e stim a te s", "p lans" and  sim ila r expressions. Although  Sanofi' s 
m anagem en t be lieves tha t the  expecta tions re flected  in  such  forward -looking  sta tem en ts a re  
rea sonab le , investors a re  cau tioned  tha t forward -looking  inform a tion  and  sta tem en ts a re  subject 
to  va rious risks and  unce rta in tie s, m any of wh ich  a re  d ifficu lt to  p red ict and  gene ra lly beyond  the  
con trol of Sanofi, tha t cou ld  cause  actua lre su lts and  deve lopm en ts to  d iffe r m a te ria lly from  those  
expressed  in , or im plied  or p ro jected  by, the  forward-looking  inform a tion  and  sta tem en ts. These  
risks and  unce rta in ties include  am ong o the r th ings, unexpected  regu la tory actions or de lays, or 
gove rnm en t regu la tion  gene ra lly, tha t could  a ffect the  ava ilab ility or com m ercia l poten tia l of the  
p roduct, the  fact tha t product m ay not be  com m ercia lly successfu l, the  uncerta in tie s inhe rent in  
re search  and  deve lopm en t, includ ing  fu tu re  clin ica l da ta  andana lysis of existing  clin ica l da ta  
re la ting  to  the  p roduct, includ ing  post m arke ting , unexpected  sa fe ty, qua lity or m anufactu ring  
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issues, com pe tition  in  gene ra l, risks a ssocia ted  with  in te llectua l p rope rty and  any re la ted  fu tu re  
litiga tion  and  the  u ltim a te  ou tcom e  of such  litiga tion , and  vola tile  econom ic and  m arke t 
conditions, and  the  im pact tha t COVID-19 will have  on  us, ou r custom ers, supp lie rs, vendors, and  
o the r business pa rtne rs, and  the  financia l cond ition  of any one  of them , a s we ll a s on  ou r 
em ployees and  on  the  g loba l econom y as a  whole . Any m a teria l e ffect of COVID-19 on  any of the  
foregoing  cou ld  a lso  adve rse ly im pact u s. This situa tion  is chang ing  rap id ly and  add itiona l 
im pacts m ay a rise  of wh ich  we a re  not cu rren tly aware  and  m ay exace rba te  o the r p reviously 
iden tified  risks. The  risks and  unce rta in tie s a lso include  the  unce rta in tie s d iscussed  or iden tified  
in  the  public filings with  the  SEC and the  AMF m ade  by Sanofi, including  those  listed  unde r "Risk 
Factors" and  "Cau tionary Sta tem en t Regarding  Forward-Looking  Sta tem en ts" in  Sanofi' s annual 
report on  Form  20-F for the  yea r ended  Decem ber 31, 2021. Othe r than  a s requ ired  by app licable  
law, Sanofi does not unde rtake  any ob liga tion  to  upda te  or revise  any forward -looking  
in form a tion  or sta tem en ts. 

 


