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The	
  Short	
  Answer	
  

“It’s	
  complicated	
  and	
  
poten1ally	
  messy.”	
  

	
   	
   	
   	
  -­‐	
  Anonymous	
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ComplicaHng	
  Factors	
  

•  PoliHcs	
  
•  Public	
  health	
  policy	
  
•  Civil	
  rights	
  
•  ScienHfic	
  evidence	
  
•  Risk	
  tolerance	
  
•  PaHent	
  needs	
  
•  Global	
  HarmonizaHon	
  
•  Regulatory	
  structures	
  
•  Commerce	
  

•  Economic	
  sustainability	
  

•  …	
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Milestones	
  US	
  Health	
  &	
  Human	
  Services	
  
AcHon	
  
•  1983	
  –	
  Deferral	
  of	
  sexually	
  acHve	
  homosexual	
  or	
  bisexual	
  men	
  with	
  
mulHple	
  partners	
  

•  1985	
  –	
  Deferral	
  of	
  even	
  one	
  MSM	
  contact	
  since	
  1977	
  
•  2010	
  (June)	
  –	
  HHS	
  ACBSA	
  
•  2010	
  (September)	
  –	
  HHS	
  Secretary	
  research	
  agenda	
  announced	
  

•  2014	
  (December)	
  –	
  FDA	
  BPAC	
  

•  2014	
  (December	
  23rd)	
  –	
  HHS	
  Announces	
  Policy	
  Change	
  
•  2015	
  (May)	
  –	
  FDA	
  releases	
  dra`	
  guidance	
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23	
  Dec	
  2014	
  –	
  FDA	
  Announce	
  Policy	
  Change	
  



Skinner	
  IPA	
  Ltd.	
  2015	
  

NHF	
  Response	
  –	
  23	
  Dec	
  2014	
  

“The	
  policy	
  announced	
  
today	
  reflects	
  a	
  balance	
  of	
  
respec1ng	
  donors	
  and	
  
protec1ng	
  pa1ents.	
  

The	
  new	
  blood	
  safety	
  
monitoring	
  system	
  will	
  
provide	
  an	
  important	
  
scien1fic	
  founda1on	
  for	
  
any	
  future	
  revisions	
  to	
  the	
  
blood	
  safety	
  policies.”	
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GMHC	
  /	
  GLADD	
  Video	
  PeHHon	
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Gay	
  Blood	
  Donor	
  Drive	
  –	
  July	
  10,	
  2015	
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APLUS	
  2010	
  MSM	
  Research	
  Agenda	
  

1.  Achieving	
  a	
  becer	
  understanding	
  of	
  known	
  and	
  emerging	
  pathogens	
  
in	
  specific	
  populaHons	
  including	
  MSM	
  and	
  heterosexual	
  populaHons;	
  	
  

2.  Developing	
  policy	
  that	
  recognizes	
  societal	
  aspects	
  of	
  the	
  blood	
  
system’s	
  safety	
  and	
  risk	
  tolerance;	
  	
  

3.  Developing	
  alternate	
  donor	
  deferral	
  strategies	
  and	
  the	
  risk	
  of	
  blood-­‐
borne	
  diseases;	
  	
  

4.  Establishing	
  a	
  framework	
  for	
  accelerated	
  approval	
  of	
  pathogen	
  
reducHon,	
  removal	
  and/or	
  inacHvaHon	
  technologies	
  for	
  fresh	
  
components;	
  and	
  	
  

5.  Understanding	
  the	
  implicaHons	
  of	
  a	
  revision	
  on	
  the	
  
supply	
  and	
  availability	
  of	
  treatment	
  products	
  globally.	
  	
  

Presented	
  HHS	
  ACBSA	
  MeeHng	
  June	
  2010	
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Blood	
  is	
  Local	
  –	
  Plasma	
  is	
  Global	
  

•  The	
  phrase	
  “blood	
  is	
  local,	
  plasma	
  is	
  global”	
  is	
  noteworthy	
  in	
  the	
  
context	
  of	
  this	
  discussion.	
  	
  

•  The	
  implicaHons	
  of	
  a	
  revision	
  in	
  the	
  MSM	
  deferral	
  policy	
  include	
  
the	
  potenHal	
  to	
  impact	
  the	
  global	
  supply	
  and	
  availability	
  of	
  
plasma-­‐derived	
  medicinal	
  products.	
  	
  
-­‐  In	
  2010,	
  30.2	
  million	
  liters	
  of	
  plasma	
  (recovered/source)	
  collected	
  	
  

-­‐  62%	
  (20.4	
  million	
  liters)	
  from	
  North	
  America	
  

•  Will	
  products	
  manufactured	
  from	
  plasma	
  pools	
  containing	
  MSM	
  
donors	
  be	
  suitable	
  for	
  importaHon,	
  manufacture,	
  sale	
  or	
  
distribuHon	
  within	
  Europe	
  or	
  elsewhere?	
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MSM	
  Deferral	
  Policy	
  Examples	
  

5	
  Year	
  Deferral	
  

•  Canada	
  
•  New	
  Zealand	
  

Life,me	
  Deferral	
  

•  Austria	
  
•  Belgium	
  

•  China	
  
•  European	
  Union	
  (?)	
  
•  France	
  (under	
  review)	
  
•  Germany	
  

•  Ireland	
  (under	
  review)	
  
•  Netherlands	
  
•  Switzerland	
  
•  UK	
  (NI)	
  
•  US*	
  

12	
  Month	
  Deferral	
  

•  ArgenHna	
  
•  Australia	
  
•  Brazil	
  
•  Czech	
  Republic	
  (?)	
  	
  
•  Hungary	
  
•  Japan	
  
•  UK	
  (ESW	
  only)	
  
•  US	
  (date	
  TBD)

Behavioral	
  

•  ArgenHna	
  
•  Italy	
  
•  Mexico	
  

•  Poland	
  
•  Russia	
  
•  South	
  Africa	
  
•  Spain	
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FDA	
  Dra`	
  Guidance	
  Released	
  –	
  May	
  2015	
  

•  .	
  	
   •  The	
  recommendaHons	
  
contained	
  in	
  this	
  
guidance	
  apply	
  to	
  the	
  
collecHon	
  of	
  blood	
  and	
  
blood	
  components,	
  
including	
  Source	
  Plasma	
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EU	
  Blood	
  DirecHve	
  –	
  Requirements	
  for	
  
blood	
  and	
  blood	
  components	
  	
  
European	
  legislaHon	
  disHnguishes	
  behaviors	
  “at	
  risk”	
  and	
  “at	
  high	
  
risk”	
  linked	
  to	
  temporary	
  and	
  permanent	
  deferrals,	
  respecHvely,	
  
albeit	
  without	
  further	
  definiHons	
  of	
  risk.	
  
•  2.1.	
  Permanent	
  deferral	
  criteria	
  for	
  donors	
  of	
  allogeneic	
  
dona8ons	
  	
  
-­‐  Persons	
  whose	
  sexual	
  behaviour	
  puts	
  them	
  at	
  high	
  risk	
  of	
  acquiring	
  
severe	
  infec1ous	
  diseases	
  that	
  can	
  be	
  transmiMed	
  by	
  blood	
  	
  

•  Blood	
  and	
  blood	
  components	
  imported	
  from	
  third	
  countries,	
  
including	
  those	
  used	
  as	
  star1ng	
  material/raw	
  material	
  for	
  the	
  
manufacture	
  of	
  medicinal	
  products	
  derived	
  from	
  human	
  blood	
  
and	
  human	
  plasma,	
  should	
  meet	
  the	
  quality	
  and	
  safety	
  
requirements	
  set	
  out	
  in	
  this	
  Direc1ve.	
  	
  

•  Offergeld	
  et	
  al.	
  VOX	
  (2014)107;420-­‐427	
  
•  COMMISSION	
  DIRECTIVE	
  2004/33/EC	
  of	
  22	
  March	
  2004	
  implemenHng	
  DirecHve	
  2002/98/EC	
  of	
  the	
  European	
  

Parliament	
  and	
  of	
  the	
  Council	
  as	
  regards	
  certain	
  technical	
  requirements	
  for	
  blood	
  and	
  blood	
  components	
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Council	
  of	
  Europe	
  Task	
  Working	
  Group	
  

•  One	
  of	
  the	
  most	
  controversial	
  policies	
  in	
  blood	
  transfusion	
  
worldwide	
  is	
  the	
  permanent	
  deferral	
  from	
  dona1ng	
  blood	
  of	
  men	
  
with	
  sexual	
  contacts	
  to	
  other	
  men	
  (MSM).	
  

•  …two	
  surveys	
  revealed	
  the	
  high	
  diversity	
  of	
  DHQ	
  among	
  
countries	
  in	
  Europe	
  and	
  worldwide	
  and	
  the	
  resul1ng	
  deferrals,	
  
despite	
  the	
  fact	
  that	
  nearly	
  all	
  of	
  the	
  European	
  responders	
  are	
  
obligated	
  to	
  follow	
  EU	
  law.	
  

•  In	
  conclusion,	
  even	
  though	
  the	
  …	
  expert	
  group	
  did	
  not	
  succeed	
  in	
  
reaching	
  a	
  harmonized	
  European	
  approach	
  to	
  select	
  donors	
  with	
  
different	
  sexual	
  risk	
  behaviour,	
  areas	
  of	
  improvement	
  of	
  the	
  
donor	
  selec1on	
  procedure	
  and	
  consequently	
  transfusion	
  safety	
  
were	
  iden1fied…	
  

Sources:	
  	
  Offergeld	
  et	
  al.	
  VOX	
  (2014)107;420-­‐427	
  &	
  Council	
  of	
  Europe	
  ResoluHon	
  CM/Res	
  (2013)	
  available	
  at:	
  	
  
hcps://www.edqm.eu/sites/default/files/
resoluHon_cmres_2013_3_on_sexual_behaviour_of_blood_donrs_that_can_have_an_impact_on_blood_safety.p
df	
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While	
  the	
  Demand	
  for	
  PDMPs	
  is	
  Increasing	
  
Demand	
  for	
  Blood	
  Transfusion	
  Decreasing	
  
•  The	
  demand	
  for	
  PDMPs	
  has	
  been	
  increasing	
  and	
  will	
  
conHnue	
  due	
  to:	
  
-­‐  Improved	
  access	
  to	
  health	
  in	
  developing	
  countries	
  
-­‐  Improved	
  diagnosHc	
  capabiliHes	
  reducing	
  under-­‐
diagnosis	
  and	
  under	
  treatment,	
  

-­‐  New	
  PDMPs	
  that	
  treat	
  other	
  rare	
  or	
  more	
  prevalent	
  
chronic	
  condiHons	
  

•  Growth	
  in	
  demand	
  for	
  whole	
  blood	
  has	
  slowed	
  	
  
-­‐  American	
  Red	
  Cross	
  reports	
  RBC	
  transfusions	
  decreased	
  
from	
  15	
  million	
  in	
  2008	
  to	
  11	
  million	
  in	
  2013	
  (20%	
  
decline)	
  

-­‐  Evolving	
  economic	
  implicaHons	
  for	
  Blood	
  Collectors	
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Now	
  what?	
  

•  What	
  are	
  the	
  implicaHons	
  
-­‐  For	
  donors	
  
-­‐  For	
  paHents	
  
-­‐  For	
  blood	
  /	
  plasma	
  collectors	
  

-­‐  For	
  the	
  plasma	
  fracHonaHon	
  industry	
  

•  What	
  does	
  it	
  mean	
  for	
  the	
  global	
  movement	
  
-­‐  Of	
  plasma	
  

-­‐  Of	
  finished	
  PDMPs	
  

•  What	
  are	
  the	
  economic	
  implicaHons	
  on	
  blood	
  centers	
  /	
  source	
  
plasma	
  collecHon	
  centers	
  
-­‐  Are	
  there	
  differences	
  between	
  the	
  sectors?	
  
-­‐  Should	
  there	
  be?	
  



Skinner	
  IPA	
  Ltd.	
  2015	
  

Range	
  of	
  OpHons,	
  For	
  example…	
  

• Blood	
  collectors	
  could	
  conHnue	
  to	
  differenHate	
  plasma	
  
donaHons	
  desHned	
  for	
  fracHonaHon	
  between	
  MSM	
  and	
  non-­‐
MSM	
  donors;	
  	
  
• Plasma-­‐derived	
  products	
  desHned	
  for	
  internaHonal	
  markets	
  
could	
  be	
  limited	
  to	
  plasma	
  from	
  female	
  donors.	
  However	
  this	
  
potenHally	
  limits	
  the	
  anHbody	
  diversity	
  which	
  is	
  important	
  
for	
  the	
  immune	
  deficient	
  populaHon;	
  or	
  	
  
• The	
  MSM	
  donor	
  deferral	
  could	
  remain	
  for	
  source	
  plasma	
  
collecHons	
  and	
  exclude	
  recovered	
  plasma	
  from	
  products	
  
desHned	
  for	
  internaHonal	
  markets.	
  	
  

• Determined	
  by	
  contract	
  terms	
  case	
  by	
  case	
  
• …	
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Timing	
  –	
  What’s	
  Next	
  

•  Communicate	
  with	
  manufacturers	
  /	
  review	
  contracts	
  
•  Final	
  FDA	
  guidance	
  document	
  –	
  Date	
  unknown	
  

•  Blood	
  /	
  Plasma	
  collectors	
  develop	
  SOP	
  Changes	
  

•  Revision	
  of	
  DHQ	
  and	
  Donor	
  educaHon	
  materials	
  
-­‐  Staff	
  training,	
  Recruitment	
  messaging	
  

•  Liaise	
  with	
  LGBT	
  groups	
  on	
  donor	
  educaHon	
  /	
  messaging	
  

•  On-­‐going	
  communicaHon	
  with	
  bleeding	
  disorders	
  community	
  

•  Regulatory	
  filings	
  require	
  prior	
  approval	
  of	
  FDA	
  for	
  revised	
  DHQ	
  
and	
  Donor	
  educaHon	
  materials	
  

•  HHS	
  (TBD)	
  announcement	
  on	
  hemovigilance	
  program	
  
•  On-­‐going	
  hemovigilance	
  /	
  implementaHon	
  oversight	
  


