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  formed	
  in	
  2010.	
  

•  Steering	
  CommiRee	
  composed	
  of	
  pa3ent	
  
and	
  physician	
  groups.	
  

•  Advisory	
  Board	
  comprised	
  of	
  physicians,	
  	
  
researchers,	
  pharmacists,	
  and	
  pa3ents.	
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STEERING COMMITTEE



“The	
  Four	
  Pillars”	
  

 
 
 

PRIORITIZING 
PATIENT ���
SAFETY 

 
 

LEVERAGING 
WHAT WE HAVE 

LEARNED  

 
 

PROMOTING 
PHARMACO-
VIGILANCE  

 
 

KEEPING ���
HEALTHCARE 
PROVIDERS 
RELEVANT  

ASBM’S GUIDING PRINCIPLES 
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October	
  2014:	
  Present	
  country-­‐specific	
  European	
  survey	
  results	
  to	
  Italian	
  Health	
  Ministry	
  in	
  Rome.	
  

November	
  2014:	
  Present	
  country-­‐specific	
  European	
  survey	
  results	
  to	
  Spanish	
  Health	
  Ministry	
  in	
  
Madrid.	
  

December	
  2014:	
  Present	
  Compara3ve	
  EU	
  country	
  data	
  at	
  DIA	
  Conference	
  in	
  Berlin;	
  Reveal	
  Canadian	
  
survey	
  results	
  at	
  Health	
  Canada	
  Biosimilars	
  Forum.	
  

February	
  2015:	
  Survey	
  of	
  400	
  U.S.	
  Physicians	
  on	
  issue	
  of	
  transparency	
  in	
  biosimilar	
  labeling.	
  

March	
  15,	
  2015:	
  	
  The	
  week	
  following	
  FDA	
  approval	
  of	
  first	
  biosimilar,	
  ASBM’s	
  Dr.	
  Gewanter	
  and	
  Dr.	
  
Schneider	
  led	
  a	
  five-­‐hour	
  con3nuing	
  educa3on	
  course	
  for	
  125	
  pharmacists.	
  	
  

April	
  13,	
  2015:	
  Dr.	
  Gewanter	
  and	
  Dr.	
  Schneider	
  par3cipated	
  in	
  60th	
  WHO	
  Consulta3on	
  on	
  
Interna3onal	
  Nonproprietary	
  Names.	
  

May	
  9,	
  2015:	
  Conducted	
  educa3onal	
  course	
  on	
  biosimilars	
  for	
  140	
  Pharmacists	
  who	
  work	
  for	
  a	
  
manufacturer	
  of	
  biologics	
  and	
  biosimilars.	
  	
  

	
  

	
  

Recent	
  ASBM	
  AcDvity	
  Recent	
  ASBM	
  AcDvity	
  



Biosimilars:	
  	
  
U.S.	
  Regulatory	
  Background	
  



Europe	
  Has	
  Led	
  the	
  Way	
  on	
  Biosimilars	
  

•  Biosimilar	
  pathway	
  established	
  2003.	
  

•  First	
  biosimilar	
  approved	
  in	
  2006.	
  

•  To	
  date	
  EMA	
  has	
  approved	
  19	
  biosimilars	
  
that	
  copy	
  eight	
  medicines.	
  	
  

•  Approximately	
  15-­‐	
  30%	
  Markdown.	
  

EU	
  Experience	
  
	
  
In	
  2004,	
  the	
  European	
  Union	
  (EU)	
  
became	
  the	
  first	
  jurisdicDon	
  in	
  the	
  
world	
  to	
  authorize	
  a	
  formal	
  
regulatory	
  pathway	
  for	
  
biosimilars.	
  The	
  statuary	
  and	
  
regulatory	
  provisions	
  have	
  been	
  
adopted	
  over	
  Dme	
  through	
  a	
  
public	
  and	
  scienDfic	
  process	
  and	
  
now	
  the	
  EU's	
  rigorous	
  guidelines,	
  
requirements,	
  and	
  experiences	
  
provide	
  an	
  instrucDve	
  reference	
  to	
  
the	
  United	
  States	
  and	
  other	
  
regions.	
  



Biosimilars:	
  How	
  to	
  Bring	
  Them	
  to	
  the	
  U.S.?	
  	
  

•  For	
  years,	
  lawmakers	
  on	
  Capitol	
  Hill	
  
had	
  discussed	
  how	
  and	
  when	
  to	
  bring	
  
biosimilars	
  to	
  the	
  U.S.	
  market.	
  

•  It	
  was	
  always	
  understood	
  that	
  
biologics	
  were	
  dis3nctly	
  different	
  
from	
  chemical	
  medicines,	
  and	
  that	
  
biosimilars	
  are	
  fundamentally	
  
different	
  from	
  generic	
  versions	
  of	
  
chemical	
  drugs.	
  

•  Biologics	
  are	
  not	
  covered	
  under	
  the	
  
1984	
  Hatch-­‐Waxman	
  Act	
  for	
  generic	
  
versions	
  of	
  conven3onal	
  drugs.	
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The	
  USA	
  is	
  Now	
  Beginning	
  to	
  Catch	
  Up	
  with	
  Europe…	
  



March	
  6:	
  First	
  Biosimilar	
  Approved	
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=$5;,2�VDIHO\�DQG�HIIHFWLYHO\�� 6HH�IXOO�SUHVFULELQJ�LQIRUPDWLRQ�IRU�
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=$5;,2���ILOJUDVWLP�VQG]��LQMHFWLRQ��IRU�VXEFXWDQHRXV�RU�LQWUDYHQRXV�
XVH�
,QLWLDO�8�6��$SSURYDO�������

���������������������������,1',&$7,216�$1'�86$*(����������������������������
=$5;,2�LV�D�OHXNRF\WH�JURZWK�IDFWRU�LQGLFDWHG�WR��

x  'HFUHDVH�WKH�LQFLGHQFH�RI�LQIHFWLRQÃ�DV�PDQLIHVWHG�E\�IHEULOH�QHXWURSHQLDÃ�LQ�
SDWLHQWV�ZLWK�QRQP\HORLG�PDOLJQDQFLHV�UHFHLYLQJ�P\HORVXSSUHVVLYH�DQWL��
FDQFHU�GUXJV�DVVRFLDWHG�ZLWK�D�VLJQLILFDQW�LQFLGHQFH�RI�VHYHUH�QHXWURSHQLD�
ZLWK�IHYHU�������

x  5HGXFH�WKH�WLPH�WR�QHXWURSKLO�UHFRYHU\�DQG�WKH�GXUDWLRQ�RI�IHYHU��IROORZLQJ�
LQGXFWLRQ�RU�FRQVROLGDWLRQ�FKHPRWKHUDS\�WUHDWPHQW�RI�SDWLHQWV� ZLWK�DFXWH�
P\HORLG�OHXNHPLD��$0/��������

x  5HGXFH�WKH�GXUDWLRQ�RI�QHXWURSHQLD�DQG�QHXWURSHQLD�UHODWHG�FOLQLFDO�
VHTXHODHÃ�H�J�Ã�IHEULOH�QHXWURSHQLD��LQ�SDWLHQWV�ZLWK�QRQP\HORLG�
PDOLJQDQFLHV�XQGHUJRLQJ�P\HORDEODWLYH�FKHPRWKHUDS\�IROORZHG�E\�ERQH�
PDUURZ�WUDQVSODQWDWLRQ� �%07��������

x  0RELOL]H�DXWRORJRXV� KHPDWRSRLHWLF�SURJHQLWRU�FHOOV�LQWR�WKH�SHULSKHUDO�
EORRG�IRU�FROOHFWLRQ�E\�OHXNDSKHUHVLV�������

x  5HGXFH�WKH�LQFLGHQFH�DQG�GXUDWLRQ�RI�VHTXHODH�RI�VHYHUH�QHXWURSHQLD�
�H�J�ÃIHYHUÃ�LQIHFWLRQVÃ�RURSKDU\QJHDO�XOFHUV��LQ�V\PSWRPDWLF�SDWLHQWV�ZLWK�
FRQJHQLWDO�QHXWURSHQLDÃ�F\FOLF�QHXWURSHQLDÃ�RU�LGLRSDWKLF�QHXWURSHQLD�������

�����������������������'26$*(�$1'�$'0,1,675$7,21�����������������������
x  3DWLHQWV�ZLWK�FDQFHU�UHFHLYLQJ�P\HORVXSSUHVVLYH�FKHPRWKHUDS\�RU�
LQGXFWLRQ�DQG�RU�FRQVROLGDWLRQ�FKHPRWKHUDS\�IRU�$0/�
o 5HFRPPHQGHG�VWDUWLQJ�GRVH�LV���PFJ�NJ�GD\�VXEFXWDQHRXV�LQMHFWLRQ��
VKRUW�LQWUDYHQRXV�LQIXVLRQ�����WR����PLQXWHV���RU�FRQWLQXRXV�LQWUDYHQRXV�
LQIXVLRQ�� 6HH�)XOO�3UHVFULELQJ�,QIRUPDWLRQ�IRU�UHFRPPHQGHG�GRVDJH�
DGMXVWPHQWV�DQG�WLPLQJ�RI�DGPLQLVWUDWLRQ�������

x  3DWLHQWV�ZLWK�FDQFHU�XQGHUJRLQJ�ERQH�PDUURZ�WUDQVSODQWDWLRQ�
o ���PFJ�NJ�GD\�JLYHQ�DV�DQ�LQWUDYHQRXV�LQIXVLRQ� QR�ORQJHU�WKDQ����
KRXUV�� 6HH�)XOO�3UHVFULELQJ� ,QIRUPDWLRQ� IRU� UHFRPPHQGHG�GRVDJH�
DGMXVWPHQWV�DQG�WLPLQJ�RI�DGPLQLVWUDWLRQ��������

x  3DWLHQWV�XQGHUJRLQJ�DXWRORJRXV�SHULSKHUDO�EORRG�SURJHQLWRU�FHOO�FROOHFWLRQ�
DQG�WKHUDS\�
o ���PFJ�NJ�GD\�VXEFXWDQHRXV�LQMHFWLRQ��������
o $GPLQLVWHU�IRU�DW�OHDVW���GD\V�EHIRUH�ILUVW�OHXNDSKHUHVLV�SURFHGXUH�DQG�
FRQWLQXH�XQWLO�ODVW�OHXNDSKHUHVLV�������

x 3DWLHQWV�ZLWK�FRQJHQLWDO�QHXWURSHQLD�
o 5HFRPPHQGHG�VWDUWLQJ�GRVH�LV���PFJ�NJ�VXEFXWDQHRXV�LQMHFWLRQ�WZLFH�
GDLO\�������

x 3DWLHQWV�ZLWK�F\FOLF�RU�LGLRSDWKLF�QHXWURSHQLD�
o 5HFRPPHQGHG�VWDUWLQJ�GRVH�LV���PFJ�NJ�VXEFXWDQHRXV�LQMHFWLRQ�GDLO\�
������

x  'LUHFW�DGPLQLVWUDWLRQ�RI�OHVV�WKDQ�����P/�LV�QRW�UHFRPPHQGHG�GXH�WR�
SRWHQWLDO�IRU�GRVLQJ�HUURUV�������

���������������������'26$*(�)2506�$1'�675(1*7+6����������������������
x  ,QMHFWLRQ������PFJ�����P/�LQ�D�VLQJOH�XVH�SUHILOOHG�V\ULQJH�ZLWK�%'�
8OWUD6DIH�3DVVLYH70�1HHGOH�*XDUG�����

x  ,QMHFWLRQ������PFJ�����P/�LQ�D�VLQJOH�XVH�SUHILOOHG�V\ULQJH�ZLWK�%'�
8OWUD6DIH�3DVVLYH70�1HHGOH�*XDUG�����

�������������������������������&2175$,1',&$7,216�������������������������������
3DWLHQWV�ZLWK�D�KLVWRU\�RI�VHULRXV�DOOHUJLF�UHDFWLRQV�WR�KXPDQ�JUDQXORF\WH�
FRORQ\�VWLPXODWLQJ�IDFWRUV�VXFK�DV�ILOJUDVWLP�RU�SHJILOJUDVWLP�SURGXFWV������

���������������������������:$51,1*6�$1'�35(&$87,216��������������������
x  )DWDO�VSOHQLF�UXSWXUH�� (YDOXDWH�SDWLHQWV�ZKR�UHSRUW�OHIW�XSSHU�DEGRPLQDO�RU�
VKRXOGHU�SDLQ�IRU�DQ�HQODUJHG�VSOHHQ�RU�VSOHQLF�UXSWXUH��������

x  $FXWH�UHVSLUDWRU\�GLVWUHVV�V\QGURPH��$5'6��� (YDOXDWH�SDWLHQWV�ZKR�
GHYHORS�IHYHU�DQG�OXQJ�LQILOWUDWHV�RU�UHVSLUDWRU\�GLVWUHVV�IRU�$5'6��
'LVFRQWLQXH�=$5;,2�LQ�SDWLHQWV�ZLWK�$5'6��������

x  6HULRXV�DOOHUJLF�UHDFWLRQV��LQFOXGLQJ�DQDSK\OD[LV�� 3HUPDQHQWO\�GLVFRQWLQXH�
=$5;,2�LQ�SDWLHQWV�ZLWK�VHULRXV�DOOHUJLF�UHDFWLRQV��������

x  )DWDO�VLFNOH�FHOO�FULVHV��+DYH�RFFXUUHG��������

������������������������������$'9(56(�5($&7,216�������������������������������
0RVW�FRPPRQ�DGYHUVH�UHDFWLRQV�LQ�SDWLHQWV��������

x  :LWK�QRQP\HORLG�PDOLJQDQFLHV�UHFHLYLQJ�P\HORVXSSUHVVLYH�DQWL�FDQFHU�
GUXJV�������GLIIHUHQFH�LQ�LQFLGHQFH�FRPSDUHG�WR�SODFHER��DUH�S\UH[LD��
SDLQ�� UDVK��FRXJK��DQG�G\VSQHD�

x  :LWK�$0/�������GLIIHUHQFH�LQ�LQFLGHQFH��DUH�SDLQ��HSLVWD[LV�DQG�UDVK�
x  :LWK�QRQP\HORLG�PDOLJQDQFLHV�XQGHUJRLQJ�P\HORDEODWLYH�FKHPRWKHUDS\�
IROORZHG�E\�%07� ������GLIIHUHQFH�LQ�LQFLGHQFH��LV�UDVK�

x  8QGHUJRLQJ�SHULSKHUDO�EORRG�SURJHQLWRU�FHOO�PRELOL]DWLRQ�DQG�FROOHFWLRQ� ���
���LQFLGHQFH��DUH�ERQH�SDLQ��S\UH[LD�DQG�KHDGDFKH��������

x  �6\PSWRPDWLF��ZLWK�VHYHUH�FKURQLF�QHXWURSHQLD��6&1�� ������GLIIHUHQFH�LQ�
LQFLGHQFH��DUH�SDLQ��DQHPLD��HSLVWD[LV��GLDUUKHD��K\SRHVWKHVLD��DQG�DORSHFLD�

7R�UHSRUW�6863(&7('�$'9(56(�5($&7,216��FRQWDFW�6DQGR]�
,QF��DW����������������RU�)'$�DW�������)'$������RU�
www.fda.gov/medwatch��

������������������������86(�,1�63(&,),&�3238/$7,216�����������������������
x  =$5;,2�VKRXOG�EH�XVHG�GXULQJ�SUHJQDQF\�RQO\�LI�WKH�SRWHQWLDO�EHQHILW�
MXVWLILHV�WKH�SRWHQWLDO�ULVN�WR�WKH�IHWXV��������

x  ,W�LV�QRW�NQRZQ�ZKHWKHU�ILOJUDVWLP�SURGXFWV�DUH�H[FUHWHG�LQ�KXPDQ�PLON��������

6HH����IRU�3$7,(17�&2816(/,1*�,1)250$7,21�DQG�)'$�
DSSURYHG�SDWLHQW�ODEHOLQJ��

5HYLVHG��>������@�

Reference ID: 3711895 

•  Zarxio	
  (filgrasDm-­‐sndz)



The	
  ACA	
  Creates	
  a	
  U.S.	
  Biosimilars	
  Approval	
  Pathway	
  

•  On	
  March	
  23,	
  2010,	
  President	
  
Obama	
  signed	
  into	
  law	
  the	
  
Pa3ent	
  Protec3on	
  and	
  Affordable	
  
Care	
  Act	
  that	
  included	
  a	
  pathway	
  
for	
  the	
  approval	
  of	
  biosimilars—	
  
also	
  referred	
  to	
  as	
  the	
  Biologics	
  
Price	
  Compe33on	
  and	
  Innova3on	
  
Act	
  (BPCIA).	
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H. R. 3590—686 

(3) TITLE XI.—Title XI of the Social Security Act (42 U.S.C. 

1301 et seq.) is amended— 

(A) in section 1128(h)(3)— 

(i) by inserting ‘‘subtitle 1 of’’ before ‘‘title XX’’; 

and 
(ii) by striking ‘‘such title’’ and inserting ‘‘such 

subtitle’’; and 

(B) in section 1128A(i)(1), by inserting ‘‘subtitle 1 of’’ 

before ‘‘title XX’’. 

Subtitle I—Sense of the Senate Regarding 

Medical Malpractice 

SEC. 6801. SENSE OF THE SENATE REGARDING MEDICAL MAL-

PRACTICE. 

It is the sense of the Senate that— 

(1) health care reform presents an opportunity to address 

issues related to medical malpractice and medical liability 

insurance; 
(2) States should be encouraged to develop and test alter-

natives to the existing civil litigation system as a way of 

improving patient safety, reducing medical errors, encouraging 

the efficient resolution of disputes, increasing the availability 

of prompt and fair resolution of disputes, and improving access 

to liability insurance, while preserving an individual’s right 

to seek redress in court; and 

(3) Congress should consider establishing a State dem-

onstration program to evaluate alternatives to the existing 

civil litigation system with respect to the resolution of medical 

malpractice claims. 

TITLE VII—IMPROVING ACCESS TO 

INNOVATIVE MEDICAL THERAPIES 

Subtitle A—Biologics Price Competition 

and Innovation 

SEC. 7001. SHORT TITLE. 

(a) IN GENERAL.—This subtitle may be cited as the ‘‘Biologics 

Price Competition and Innovation Act of 2009’’. 

(b) SENSE OF THE SENATE.—It is the sense of the Senate that 

a biosimilars pathway balancing innovation and consumer interests 

should be established. 

SEC. 7002. APPROVAL PATHWAY FOR BIOSIMILAR BIOLOGICAL PROD-

UCTS. 

(a) LICENSURE OF BIOLOGICAL PRODUCTS AS BIOSIMILAR OR 

INTERCHANGEABLE.—Section 351 of the Public Health Service Act 

(42 U.S.C. 262) is amended— 

(1) in subsection (a)(1)(A), by inserting ‘‘under this sub-

section or subsection (k)’’ after ‘‘biologics license’’; and 

(2) by adding at the end the following: 



Congress	
  Gave	
  Broad	
  Authority	
  to	
  the	
  FDA	
  to	
  Determine	
  
How	
  Biosimilars	
  Will	
  Be	
  Approved	
  

•  In	
  November	
  2010,	
  the	
  Food	
  and	
  Drug	
  
Administra3on	
  (FDA)	
  began	
  consul3ng	
  with	
  
pa3ent	
  groups,	
  physicians,	
  and	
  industry	
  
leaders	
  on	
  how	
  to	
  approve	
  the	
  first	
  copies	
  of	
  
biologics,	
  known	
  as	
  follow-­‐on	
  biologics	
  or	
  
biosimilars.	
  

•  ASBM	
  was	
  formed	
  in	
  late	
  2010	
  	
  
to	
  be	
  a	
  part	
  of	
  this	
  dialogue.	
  

•  ASBM	
  submiRed	
  its	
  first	
  formal	
  	
  
comments	
  December	
  30,	
  2010.	
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How	
  is	
  Biosimilarity	
  Defined	
  by	
  Law?	
  
“The	
  biological	
  product	
  is	
  highly	
  similar	
  to	
  the	
  reference	
  product,	
  notwithstanding	
  
minor	
  differences	
  in	
  clinically	
  inac3ve	
  components,”	
  and	
  “there	
  are	
  no	
  clinically	
  
meaningful	
  differences	
  between	
  the	
  biological	
  product	
  and	
  the	
  reference	
  product	
  in	
  
terms	
  of	
  the	
  safety,	
  purity,	
  and	
  potency	
  of	
  the	
  product.”	
  
	
  

-­‐”ScienDfic	
  ConsideraDons	
  in	
  DemonstraDng	
  Biosimilarity	
  
	
  to	
  a	
  Reference	
  Product”	
  (FDA	
  DraY	
  Guidance,	
  February	
  2012)	
  



How	
  is	
  Interchangeability	
  Defined?	
  

 

H. R. 3590—686 

(3) TITLE XI.—Title XI of the Social Security Act (42 U.S.C. 

1301 et seq.) is amended— 

(A) in section 1128(h)(3)— 

(i) by inserting ‘‘subtitle 1 of’’ before ‘‘title XX’’; 

and 
(ii) by striking ‘‘such title’’ and inserting ‘‘such 

subtitle’’; and 

(B) in section 1128A(i)(1), by inserting ‘‘subtitle 1 of’’ 

before ‘‘title XX’’. 

Subtitle I—Sense of the Senate Regarding 

Medical Malpractice 

SEC. 6801. SENSE OF THE SENATE REGARDING MEDICAL MAL-

PRACTICE. 

It is the sense of the Senate that— 

(1) health care reform presents an opportunity to address 

issues related to medical malpractice and medical liability 

insurance; 
(2) States should be encouraged to develop and test alter-

natives to the existing civil litigation system as a way of 

improving patient safety, reducing medical errors, encouraging 

the efficient resolution of disputes, increasing the availability 

of prompt and fair resolution of disputes, and improving access 

to liability insurance, while preserving an individual’s right 

to seek redress in court; and 

(3) Congress should consider establishing a State dem-

onstration program to evaluate alternatives to the existing 

civil litigation system with respect to the resolution of medical 

malpractice claims. 

TITLE VII—IMPROVING ACCESS TO 

INNOVATIVE MEDICAL THERAPIES 

Subtitle A—Biologics Price Competition 

and Innovation 

SEC. 7001. SHORT TITLE. 

(a) IN GENERAL.—This subtitle may be cited as the ‘‘Biologics 

Price Competition and Innovation Act of 2009’’. 

(b) SENSE OF THE SENATE.—It is the sense of the Senate that 

a biosimilars pathway balancing innovation and consumer interests 

should be established. 

SEC. 7002. APPROVAL PATHWAY FOR BIOSIMILAR BIOLOGICAL PROD-

UCTS. 

(a) LICENSURE OF BIOLOGICAL PRODUCTS AS BIOSIMILAR OR 

INTERCHANGEABLE.—Section 351 of the Public Health Service Act 

(42 U.S.C. 262) is amended— 

(1) in subsection (a)(1)(A), by inserting ‘‘under this sub-

section or subsection (k)’’ after ‘‘biologics license’’; and 

(2) by adding at the end the following: 

Biologics	
  Price	
  CompeDDon	
  and	
  InnovaDon	
  Act,	
  	
  
Sec3on	
  (351)(k)(4)	
  

•  Be	
  biosimilar	
  to	
  the	
  reference	
  product;	
  

•  Be	
  expected	
  to	
  produce	
  the	
  same	
  clinical	
  result	
  as	
  the	
  reference	
  product	
  in	
  any	
  given	
  pa3ent;	
  
and,	
  

•  If	
  the	
  product	
  will	
  be	
  administered	
  more	
  
	
  than	
  once	
  to	
  a	
  pa3ent,	
  the	
  risk	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  
(in	
  terms	
  of	
  safety	
  or	
  diminished	
  	
  
efficacy)	
  associated	
  with	
  switching	
  	
  
between	
  the	
  product	
  and	
  the	
  reference	
  	
  
product	
  cannot	
  be	
  greater	
  than	
  the	
  risk	
  	
  
of	
  repeated	
  use	
  of	
  the	
  reference	
  product.	
  



What	
  Does	
  the	
  Law	
  Say	
  About	
  Interchangeability	
  and	
  
SubsDtuDon?	
  
Biologics	
  Price	
  CompeDDon	
  and	
  InnovaDon	
  Act,	
  	
  
Sec3on	
  (351)(i)(3)	
  

	
  
“(3)	
  The	
  term	
  ‘interchangeable’	
  or	
  	
  
‘interchangeability,’	
  in	
  reference	
  to	
  a	
  	
  
biological	
  product	
  that	
  is	
  shown	
  to	
  meet	
  	
  
the	
  standards	
  described	
  in	
  subsec3on	
  (k)(4),	
  
means	
  that	
  the	
  biological	
  product	
  may	
  	
  
be	
  subsDtuted	
  for	
  the	
  reference	
  product	
  	
  
without	
  the	
  intervenDon	
  of	
  the	
  health	
  	
  
care	
  provider	
  who	
  prescribed	
  the	
  	
  
reference	
  product.	
  

 

H. R. 3590—686 

(3) TITLE XI.—Title XI of the Social Security Act (42 U.S.C. 

1301 et seq.) is amended— 

(A) in section 1128(h)(3)— 

(i) by inserting ‘‘subtitle 1 of’’ before ‘‘title XX’’; 

and 
(ii) by striking ‘‘such title’’ and inserting ‘‘such 

subtitle’’; and 

(B) in section 1128A(i)(1), by inserting ‘‘subtitle 1 of’’ 

before ‘‘title XX’’. 

Subtitle I—Sense of the Senate Regarding 

Medical Malpractice 

SEC. 6801. SENSE OF THE SENATE REGARDING MEDICAL MAL-

PRACTICE. 

It is the sense of the Senate that— 

(1) health care reform presents an opportunity to address 

issues related to medical malpractice and medical liability 

insurance; 
(2) States should be encouraged to develop and test alter-

natives to the existing civil litigation system as a way of 

improving patient safety, reducing medical errors, encouraging 

the efficient resolution of disputes, increasing the availability 

of prompt and fair resolution of disputes, and improving access 

to liability insurance, while preserving an individual’s right 

to seek redress in court; and 

(3) Congress should consider establishing a State dem-

onstration program to evaluate alternatives to the existing 

civil litigation system with respect to the resolution of medical 

malpractice claims. 

TITLE VII—IMPROVING ACCESS TO 

INNOVATIVE MEDICAL THERAPIES 

Subtitle A—Biologics Price Competition 

and Innovation 

SEC. 7001. SHORT TITLE. 

(a) IN GENERAL.—This subtitle may be cited as the ‘‘Biologics 

Price Competition and Innovation Act of 2009’’. 

(b) SENSE OF THE SENATE.—It is the sense of the Senate that 

a biosimilars pathway balancing innovation and consumer interests 

should be established. 

SEC. 7002. APPROVAL PATHWAY FOR BIOSIMILAR BIOLOGICAL PROD-

UCTS. 

(a) LICENSURE OF BIOLOGICAL PRODUCTS AS BIOSIMILAR OR 

INTERCHANGEABLE.—Section 351 of the Public Health Service Act 

(42 U.S.C. 262) is amended— 

(1) in subsection (a)(1)(A), by inserting ‘‘under this sub-

section or subsection (k)’’ after ‘‘biologics license’’; and 

(2) by adding at the end the following: 
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2012:	
  	
  

•  Scien3fic	
  Considera3ons	
  in	
  Demonstra3ng	
  Biosimilarity	
  to	
  a	
  Reference	
  Product.	
  

•  Quality	
  Considera3ons	
  in	
  Demonstra3ng	
  Biosimilarity	
  to	
  a	
  Reference	
  Product	
  Protein.	
  

•  Biosimilars:	
  Ques3ons	
  and	
  Answers	
  Regarding	
  BPCIA.	
  

	
  

2013:	
  

•  Formal	
  Mee3ngs	
  between	
  FDA	
  and	
  Biosimilar	
  Biologic	
  Product	
  Sponsors	
  or	
  Applicants.	
  

•  Draj	
  Guidance	
  for	
  Industry	
  on	
  Clinical	
  Pharmacology	
  Data	
  to	
  Support	
  a	
  Demonstra3on	
  
of	
  Biosimilarity	
  to	
  a	
  Reference	
  Product;	
  Availability.	
  

	
  

	
  



On	
  February	
  27,	
  2012,	
  the	
  Alliance	
  for	
  Safe	
  
Biologic	
  Medicines	
  and	
  Bloomberg	
  
Government	
  hosted	
  a	
  Biosimilars	
  Forum	
  on	
  
Capitol	
  Hill	
  to	
  discuss	
  the	
  FDA’s	
  draj	
  
guidance	
  documents	
  on	
  biosimilar	
  product	
  
development.	
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February	
  27,	
  2012:	
  	
  
ASBM	
  Hosts	
  Capitol	
  Hill	
  Biosimilars	
  Forum	
  

Panelists	
  included:	
  

•  Brian	
  Rye,	
  Health	
  Care	
  Financial	
  Analyst	
  with	
  Bloomberg	
  Government	
  	
  

•  Dr.	
  Richard	
  Dolinar,	
  Chairman	
  of	
  the	
  Alliance	
  for	
  Safe	
  Biologic	
  Medicines	
  

•  Dr.	
  David	
  Charles,	
  Chief	
  Medical	
  Officer,	
  Vanderbilt	
  Neuroscience	
  Ins3tute,	
  Chairman	
  of	
  the	
  Alliance	
  for	
  Pa3ent	
  Access,	
  and	
  ASBM	
  
member	
  partner	
  

•  Seth	
  Ginsberg,	
  Co-­‐Founder	
  and	
  President	
  of	
  the	
  Global	
  Health	
  Living	
  Founda3on,	
  and	
  ASBM	
  member	
  partner	
  

•  Andrew	
  Spiegel,	
  CEO	
  and	
  Co-­‐Founder	
  of	
  the	
  Colon	
  Cancer	
  Alliance,	
  and	
  ASBM	
  member	
  partner	
  

•  Martha	
  Raymond,	
  Pa3ent	
  Advocate,	
  Colon	
  Cancer	
  Alliance	
  

•  Jeffrey	
  P.	
  Kushan,	
  Partner,	
  Sidley-­‐Aus3n	
  LLP	
  



April	
  16,	
  2012:	
  	
  
ASBM	
  Submits	
  Comments	
  to	
  FDA	
  on	
  its	
  DraY	
  Guidance	
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“We	
  are	
  pleased	
  with	
  the	
  FDA	
  biosimilar	
  draj	
  guidance	
  but	
  it	
  	
  
leaves	
  a	
  lot	
  of	
  ques3ons	
  unanswered—par3cularly	
  when	
  it	
  	
  
comes	
  to	
  the	
  requirement	
  of	
  clinical	
  studies	
  
	
  and	
  pharmacovigilance.	
  	
  
	
  
There	
  can	
  be	
  no	
  grey	
  area	
  when	
  it	
  comes	
  to	
  	
  
pa3ent	
  safety.	
  Unwanted	
  immunogenicity	
  is	
  
the	
  preeminent	
  safety	
  challenge	
  associated	
  	
  
with	
  biological	
  therapeu3cs	
  and	
  can	
  result	
  in	
  	
  
unexpected	
  or	
  some3mes	
  severe	
  adverse	
  effects.”	
  	
  



May	
  11,	
  2012:	
  	
  
ASBM	
  and	
  Its	
  Members	
  TesDfy	
  at	
  FDA	
  Hearing	
  

19 

 •  ASBM	
  Chairman	
  Richard	
  Dolinar,	
  MD	
  
	
  	
  	
  	
  tes3fied.	
  

•  Of	
  the	
  33	
  organiza3ons	
  that	
  tes3fied	
  	
  
	
  	
  	
  	
  throughout	
  the	
  day,	
  10	
  were	
  ASBM	
  	
  
	
  	
  	
  	
  members.	
  

•  ASBM	
  represented	
  six	
  of	
  the	
  eight	
  pa3ent	
  	
  
	
  	
  	
  	
  groups	
  that	
  spoke	
  during	
  the	
  day.	
  

ASBM	
  members	
  who	
  tesDfied	
  included:	
  	
  
	
  	
  
•  Alliance	
  for	
  Pa3ent	
  Access	
  
•  Colon	
  Cancer	
  Alliance	
  
•  Global	
  Healthy	
  Living	
  Founda3on	
  
•  Re3reSafe	
  
•  HealthHIV	
  

•  Na3onal	
  Alliance	
  on	
  Mental	
  Illness	
  
•  Amgen,	
  Inc.	
  
•  Biotechnology	
  Industry	
  Organiza3on	
  
•  Genentech,	
  Inc.	
  



August	
  2012:	
  ASBM	
  Leaer	
  to	
  FDA	
  on	
  Biosimilar	
  Naming	
  

20 

FDA Commissioner Margaret Hamburg

“We	
  commend	
  the	
  FDA	
  for	
  its	
  longstanding	
  commitment	
  
to	
  pa3ent	
  safety	
  and	
  we	
  believe	
  that	
  ins3tu3ng	
  a	
  system	
  
of	
  unique	
  names	
  for	
  biologic	
  medicines	
  will	
  achieve	
  the	
  
common	
  goal	
  of	
  enhancing	
  access	
  to	
  life-­‐changing	
  
therapies	
  while	
  also	
  protec3ng	
  the	
  safety	
  of	
  pa3ents	
  we	
  
represent.”	
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FDA	
  Guidance	
  Slow	
  in	
  Coming	
  

•  Six	
  years	
  since	
  the	
  Biologics	
  Price	
  
Compe33on	
  and	
  Innova3on	
  Act	
  of	
  
2009	
  (BPCIA).	
  

•  No	
  guidance	
  yet	
  on	
  naming	
  and/or	
  
interchangeability.	
  

•  2014:	
  Rep.	
  Anna	
  Eshoo	
  (D-­‐Calif.	
  18th	
  
Cong.	
  Dist.)	
  has	
  sent	
  a	
  leRer	
  to	
  FDA	
  
asking	
  for	
  a	
  3meline	
  on	
  issuance	
  and	
  
finaliza3on	
  of	
  these	
  guidances.	
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Scheduled	
  FDA	
  Guidance	
  for	
  2015:	
  

•  Biosimilars:	
  Addi3onal	
  Ques3ons	
  and	
  Answers	
  Regarding	
  Implementa3on	
  
of	
  the	
  Biologics	
  Price	
  Compe33on	
  and	
  Innova3on	
  Act	
  of	
  2009	
  (BPCIA)	
  

•  Considera3ons	
  in	
  Demonstra3ng	
  Interchangeability	
  to	
  a	
  Reference	
  
Product	
  

•  Labeling	
  for	
  Biosimilar	
  Biological	
  Products	
  

•  Sta3s3cal	
  Approaches	
  to	
  Evalua3on	
  of	
  Analy3cal	
  Similarity	
  Data	
  to	
  
Support	
  a	
  Demonstra3on	
  of	
  Biosimilarity	
  

•  Naming?	
  	
  
	
  	
  

	
  



FDA	
  April	
  28th	
  Guidance	
  

•  The	
  U.S.	
  is	
  s3ll	
  in	
  the	
  process	
  of	
  developing	
  	
  
its	
  Biosimilar	
  Approval	
  Pathway.	
  

•  Nearly	
  iden3cal	
  to	
  February	
  2012	
  guidance.	
  

•  FDA	
  will	
  use	
  totality	
  of	
  evidence	
  submiRed.	
  

•  No	
  clinically	
  meaningful	
  differences	
  

in	
  terms	
  of	
  safety,	
  purity,	
  and	
  potency.	
  



•  Biosimilar	
  sponsors	
  should	
  conduct	
  	
  
animal	
  studies.	
  

•  Clinical	
  studies	
  when	
  needed.	
  

•  Robust	
  post-­‐marke3ng	
  safety	
  monitoring.	
  

•  Key	
  issues	
  remaining	
  to	
  be	
  clarified:	
  	
  

•  Naming	
  

•  Labeling	
  

FDA	
  April	
  28th	
  Guidance,	
  ConDnued	
  



Biosimilar	
  Naming	
  



26	
  

First	
  U.S.	
  Biosimilar	
  has	
  a	
  DisDnguishable	
  Name.	
  

•  Zarxio	
  (filgras3m-­‐sndz).	
  

•  Uses	
  DIFFERENTIATING	
  SUFFIX	
  
similar	
  to	
  the	
  WHO’s	
  own	
  Biological	
  
Qualifier	
  (BQ)	
  proposal.	
  	
  	
  

•  Suffix	
  3ed	
  to	
  name	
  of	
  manufacturer	
  
(en3ty	
  responsible	
  for	
  safety	
  and	
  
efficacy	
  of	
  product).	
  

•  FDA	
  has	
  not	
  yet	
  indicated	
  	
  
official	
  support	
  for	
  or	
  against	
  	
  
dis3nguishable	
  naming.	
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LQGXFWLRQ�DQG�RU�FRQVROLGDWLRQ�FKHPRWKHUDS\�IRU�$0/�
o 5HFRPPHQGHG�VWDUWLQJ�GRVH�LV���PFJ�NJ�GD\�VXEFXWDQHRXV�LQMHFWLRQ��
VKRUW�LQWUDYHQRXV�LQIXVLRQ�����WR����PLQXWHV���RU�FRQWLQXRXV�LQWUDYHQRXV�
LQIXVLRQ�� 6HH�)XOO�3UHVFULELQJ�,QIRUPDWLRQ�IRU�UHFRPPHQGHG�GRVDJH�
DGMXVWPHQWV�DQG�WLPLQJ�RI�DGPLQLVWUDWLRQ�������

x  3DWLHQWV�ZLWK�FDQFHU�XQGHUJRLQJ�ERQH�PDUURZ�WUDQVSODQWDWLRQ�
o ���PFJ�NJ�GD\�JLYHQ�DV�DQ�LQWUDYHQRXV�LQIXVLRQ� QR�ORQJHU�WKDQ����
KRXUV�� 6HH�)XOO�3UHVFULELQJ� ,QIRUPDWLRQ� IRU� UHFRPPHQGHG�GRVDJH�
DGMXVWPHQWV�DQG�WLPLQJ�RI�DGPLQLVWUDWLRQ��������

x  3DWLHQWV�XQGHUJRLQJ�DXWRORJRXV�SHULSKHUDO�EORRG�SURJHQLWRU�FHOO�FROOHFWLRQ�
DQG�WKHUDS\�
o ���PFJ�NJ�GD\�VXEFXWDQHRXV�LQMHFWLRQ��������
o $GPLQLVWHU�IRU�DW�OHDVW���GD\V�EHIRUH�ILUVW�OHXNDSKHUHVLV�SURFHGXUH�DQG�
FRQWLQXH�XQWLO�ODVW�OHXNDSKHUHVLV�������

x 3DWLHQWV�ZLWK�FRQJHQLWDO�QHXWURSHQLD�
o 5HFRPPHQGHG�VWDUWLQJ�GRVH�LV���PFJ�NJ�VXEFXWDQHRXV�LQMHFWLRQ�WZLFH�
GDLO\�������

x 3DWLHQWV�ZLWK�F\FOLF�RU�LGLRSDWKLF�QHXWURSHQLD�
o 5HFRPPHQGHG�VWDUWLQJ�GRVH�LV���PFJ�NJ�VXEFXWDQHRXV�LQMHFWLRQ�GDLO\�
������

x  'LUHFW�DGPLQLVWUDWLRQ�RI�OHVV�WKDQ�����P/�LV�QRW�UHFRPPHQGHG�GXH�WR�
SRWHQWLDO�IRU�GRVLQJ�HUURUV�������

���������������������'26$*(�)2506�$1'�675(1*7+6����������������������
x  ,QMHFWLRQ������PFJ�����P/�LQ�D�VLQJOH�XVH�SUHILOOHG�V\ULQJH�ZLWK�%'�
8OWUD6DIH�3DVVLYH70�1HHGOH�*XDUG�����

x  ,QMHFWLRQ������PFJ�����P/�LQ�D�VLQJOH�XVH�SUHILOOHG�V\ULQJH�ZLWK�%'�
8OWUD6DIH�3DVVLYH70�1HHGOH�*XDUG�����

�������������������������������&2175$,1',&$7,216�������������������������������
3DWLHQWV�ZLWK�D�KLVWRU\�RI�VHULRXV�DOOHUJLF�UHDFWLRQV�WR�KXPDQ�JUDQXORF\WH�
FRORQ\�VWLPXODWLQJ�IDFWRUV�VXFK�DV�ILOJUDVWLP�RU�SHJILOJUDVWLP�SURGXFWV������

���������������������������:$51,1*6�$1'�35(&$87,216��������������������
x  )DWDO�VSOHQLF�UXSWXUH�� (YDOXDWH�SDWLHQWV�ZKR�UHSRUW�OHIW�XSSHU�DEGRPLQDO�RU�
VKRXOGHU�SDLQ�IRU�DQ�HQODUJHG�VSOHHQ�RU�VSOHQLF�UXSWXUH��������

x  $FXWH�UHVSLUDWRU\�GLVWUHVV�V\QGURPH��$5'6��� (YDOXDWH�SDWLHQWV�ZKR�
GHYHORS�IHYHU�DQG�OXQJ�LQILOWUDWHV�RU�UHVSLUDWRU\�GLVWUHVV�IRU�$5'6��
'LVFRQWLQXH�=$5;,2�LQ�SDWLHQWV�ZLWK�$5'6��������

x  6HULRXV�DOOHUJLF�UHDFWLRQV��LQFOXGLQJ�DQDSK\OD[LV�� 3HUPDQHQWO\�GLVFRQWLQXH�
=$5;,2�LQ�SDWLHQWV�ZLWK�VHULRXV�DOOHUJLF�UHDFWLRQV��������

x  )DWDO�VLFNOH�FHOO�FULVHV��+DYH�RFFXUUHG��������

������������������������������$'9(56(�5($&7,216�������������������������������
0RVW�FRPPRQ�DGYHUVH�UHDFWLRQV�LQ�SDWLHQWV��������

x  :LWK�QRQP\HORLG�PDOLJQDQFLHV�UHFHLYLQJ�P\HORVXSSUHVVLYH�DQWL�FDQFHU�
GUXJV�������GLIIHUHQFH�LQ�LQFLGHQFH�FRPSDUHG�WR�SODFHER��DUH�S\UH[LD��
SDLQ�� UDVK��FRXJK��DQG�G\VSQHD�

x  :LWK�$0/�������GLIIHUHQFH�LQ�LQFLGHQFH��DUH�SDLQ��HSLVWD[LV�DQG�UDVK�
x  :LWK�QRQP\HORLG�PDOLJQDQFLHV�XQGHUJRLQJ�P\HORDEODWLYH�FKHPRWKHUDS\�
IROORZHG�E\�%07� ������GLIIHUHQFH�LQ�LQFLGHQFH��LV�UDVK�

x  8QGHUJRLQJ�SHULSKHUDO�EORRG�SURJHQLWRU�FHOO�PRELOL]DWLRQ�DQG�FROOHFWLRQ� ���
���LQFLGHQFH��DUH�ERQH�SDLQ��S\UH[LD�DQG�KHDGDFKH��������

x  �6\PSWRPDWLF��ZLWK�VHYHUH�FKURQLF�QHXWURSHQLD��6&1�� ������GLIIHUHQFH�LQ�
LQFLGHQFH��DUH�SDLQ��DQHPLD��HSLVWD[LV��GLDUUKHD��K\SRHVWKHVLD��DQG�DORSHFLD�

7R�UHSRUW�6863(&7('�$'9(56(�5($&7,216��FRQWDFW�6DQGR]�
,QF��DW����������������RU�)'$�DW�������)'$������RU�
www.fda.gov/medwatch��

������������������������86(�,1�63(&,),&�3238/$7,216�����������������������
x  =$5;,2�VKRXOG�EH�XVHG�GXULQJ�SUHJQDQF\�RQO\�LI�WKH�SRWHQWLDO�EHQHILW�
MXVWLILHV�WKH�SRWHQWLDO�ULVN�WR�WKH�IHWXV��������

x  ,W�LV�QRW�NQRZQ�ZKHWKHU�ILOJUDVWLP�SURGXFWV�DUH�H[FUHWHG�LQ�KXPDQ�PLON��������

6HH����IRU�3$7,(17�&2816(/,1*�,1)250$7,21�DQG�)'$�
DSSURYHG�SDWLHQW�ODEHOLQJ��

5HYLVHG��>������@�
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Benefits	
  of	
  DisDnguishable	
  Naming:	
  

CLEAR	
  PRODUCT	
  IDENTIFICATION	
  
Dis3nguishable	
  names	
  facilitate	
  CLEAR	
  COMMUNICATION	
  between	
  physician,	
  pa3ent	
  
and	
  pharmacist.	
  

•  Biosimilars	
  must	
  be	
  dis3nguishable	
  both	
  from	
  their	
  reference	
  product	
  and	
  from	
  
other	
  approved	
  biosimilars	
  referencing	
  the	
  same	
  originator	
  product.	
  
	
  

	
  
CLEAR	
  PRESCRIBING	
  &	
  DISPENSING	
  
Biosimilars	
  are	
  not	
  interchangeable	
  with	
  the	
  reference	
  product	
  and	
  clear	
  product	
  
iden3fica3on	
  will	
  help	
  prevent	
  inadvertent	
  and	
  inappropriate	
  subs3tu3on.	
  
	
  

	
  

	
  



Benefits	
  of	
  DisDnguishable	
  Naming,	
  ConDnued:	
  

	
  
ACCURATE	
  TRACKING	
  
Dis3nguishable	
  names	
  ensure	
  proper	
  aRribu3on	
  of	
  adverse	
  events	
  and	
  aid	
  in	
  long	
  term	
  
tracking	
  of	
  safety	
  and	
  efficacy.	
  	
  
	
  

MANUFACTURER	
  ACCOUNTABILITY	
  
Manufacturers	
  should	
  be	
  held	
  accountable	
  for	
  the	
  long-­‐term	
  safety	
  and	
  efficacy	
  of	
  their	
  
products—differen3a3ng	
  suffixes	
  3ed	
  to	
  manufacturer	
  or	
  marke3ng	
  authoriza3on	
  
holder	
  will	
  accomplish	
  this.	
  	
  

	
  

	
  



August	
  2014:	
  ASBM	
  and	
  70+	
  PaDent	
  Groups	
  Write	
  FDA	
  	
  
in	
  Support	
  of	
  	
  DisDnguishable	
  Naming	
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The	
  Alliance	
  for	
  Safe	
  Biologic	
  Medicines	
  (ASBM),	
  along	
  
with	
  dozens	
  of	
  pa3ent	
  organiza3ons,	
  write	
  
Commissioner	
  Hamburg	
  to	
  encourage	
  the	
  FDA	
  to	
  
adopt	
  a	
  policy	
  of	
  disDnguishable	
  nonproprietary	
  
names	
  for	
  biosimilars	
  and	
  to	
  issue	
  guidance	
  reflec3ng	
  
dis3nguishable	
  naming	
  as	
  a	
  priority	
  for	
  the	
  well-­‐being	
  
of	
  pa3ents.	
  
	
  



May	
  7,	
  2015:	
  Senators	
  Write	
  FDA	
  on	
  Biosimilar	
  Naming	
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May	
  19,	
  2015:	
  ASBM	
  Meets	
  with	
  AdministraDon	
  Officials	
  on	
  Naming	
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Dr.	
  Gewanter	
  and	
  Mr.	
  Reilly	
  met	
  with	
  Execu3ve	
  Branch	
  
officials	
  to	
  discuss	
  the	
  need	
  for	
  dis3nguishable	
  naming.	
  
	
  
In	
  aRendance	
  were	
  officials	
  from:	
  
	
  

•  Office	
  of	
  Management	
  and	
  Budget	
  (OMB)	
  

•  Office	
  of	
  Informa3on	
  and	
  Regulatory	
  Affairs	
  (OIRA)	
  	
  

•  The	
  Na3onal	
  Economic	
  Council	
  (NEC)	
  

•  Department	
  of	
  Health	
  and	
  Human	
  Services	
  (HHS) 	
  



DisDnguishable	
  Naming:	
  WHO	
  Proposal	
  	
  

•  The	
  WHO	
  has	
  proposed	
  adding	
  a	
  unique,	
  random	
  4-­‐leRer	
  
code	
  called	
  a	
  Biological	
  Qualifier	
  (BQ)	
  to	
  the	
  INN	
  of	
  all	
  
biologics,	
  including	
  biosimilars,	
  to	
  differen3ate	
  them.	
  	
  

•  Adherence	
  to	
  the	
  BQ	
  System	
  is	
  voluntary.	
  A	
  similar	
  
system	
  is	
  already	
  in	
  place	
  in	
  Japan.	
  FDA	
  has	
  not	
  yet	
  
weighed	
  in.	
  	
  

•  ASBM	
  chairman	
  Dr.	
  Harry	
  Gewanter	
  and	
  its	
  Advisory	
  
Board	
  Chair,	
  pharmacy	
  professor	
  Dr.	
  Philip	
  Schneider,	
  
par3cipated	
  this	
  month	
  a	
  mee3ng	
  of	
  the	
  WHO’s	
  
Consulta3on	
  on	
  Interna3onal	
  Nonproprietary	
  Names	
  	
  
and	
  are	
  doing	
  so	
  again	
  in	
  June.	
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Examples	
  of	
  PotenDal	
  Areas	
  For	
  CreaDon	
  of	
  Global	
  Standards	
  

	
  
Approval	
  Processes:	
  	
  
Should	
  biosimilars	
  have	
  to	
  undergo	
  rigorous	
  clinical	
  trials,	
  to	
  collect	
  data	
  that	
  ensures	
  pa3ent	
  
safety	
  and	
  promotes	
  physician	
  confidence?	
  	
  
	
  
	
  
Biosimilar	
  Naming:	
  	
  
Unique	
  names	
  for	
  a	
  biosimilar	
  provide	
  	
  
more	
  informa3on	
  to	
  the	
  physician,	
  and	
  	
  
helps	
  track	
  and	
  trace	
  adverse	
  effects.	
  
	
  
Biosimilar	
  Subs3tu3on:	
  	
  
When	
  can	
  a	
  biosimilar	
  be	
  subs3tuted	
  	
  
for	
  a	
  reference	
  biologic	
  medicine,	
  and	
  	
  
by	
  whom?	
  	
  



Thank You For Your Attention


