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A	
  Letter	
  to	
  the	
  Members	
  of	
  the	
  Oregon	
  P&T	
  Committee	
  and	
  the	
  Oregon	
  Health	
  
Authority	
  Regarding	
  Proposed	
  Hepatitis	
  C	
  Treatment	
  Restrictions	
  
	
  
I	
  would	
  like	
  to	
  first	
  offer	
  my	
  appreciation	
  for	
  taking	
  some	
  meaningful	
  steps	
  toward	
  
providing	
  access	
  to	
  hepatitis	
  C	
  drugs	
  in	
  the	
  state	
  of	
  Oregon.	
  The	
  class	
  update	
  review1	
  is	
  well	
  
researched	
  and	
  cited,	
  and	
  clearly	
  a	
  lot	
  of	
  thought	
  went	
  into	
  these	
  recommendations.	
  The	
  
report	
  recommends	
  lowering	
  fibrosis	
  restrictions	
  to	
  Metavir	
  2	
  (F2),	
  allowing	
  treatment	
  for	
  
patients	
  with	
  substance	
  abuse	
  disorders	
  if	
  they	
  engage	
  with	
  an	
  addiction	
  specialist,	
  and	
  
allows	
  non-­‐subspecialty	
  providers	
  to	
  treat	
  F2	
  if	
  they	
  have	
  some	
  documentation	
  of	
  
experience.	
  While	
  these	
  changes	
  will	
  relinquish	
  Oregon	
  from	
  the	
  notorious	
  distinction	
  of	
  
being	
  one	
  of	
  the	
  most	
  restrictive	
  states	
  in	
  the	
  country,	
  it	
  in	
  no	
  way	
  brings	
  us	
  in	
  conformity	
  
to	
  CMS	
  Guidelines2	
  or	
  avoid	
  impending	
  litigation.	
  More	
  importantly,	
  the	
  persistent	
  
treatment	
  provider	
  restrictions,	
  substance	
  abuse	
  disorder	
  limitations,	
  and	
  fibrosis	
  criteria	
  
will	
  untenably	
  limit	
  access	
  to	
  treatment	
  without	
  an	
  evidence	
  basis	
  and	
  will	
  lead	
  to	
  
significant,	
  unnecessary	
  hepatitis	
  C	
  related	
  morbidity	
  and	
  mortality.	
  	
  
	
  
The	
  OHA	
  class	
  update	
  report	
  does	
  well	
  in	
  outlining	
  multiple	
  guideline	
  recommendations	
  
(AASLD,	
  IDSA,	
  WHO,	
  VA)	
  regarding	
  who	
  should	
  treat,	
  even	
  mentioning	
  that	
  all	
  guidelines	
  
suggest	
  non-­‐subspecialists	
  (hepatology	
  /	
  infectious	
  disease)	
  should	
  be	
  allowed	
  to	
  treat	
  
except	
  in	
  situations	
  of	
  decompensated	
  cirrhosis	
  or	
  other	
  complicating	
  factors	
  such	
  as	
  
HIV/Hepatitis	
  B	
  co-­‐infection.	
  The	
  CMS	
  letter	
  to	
  state	
  Medicaid	
  programs	
  underscored	
  these	
  
guidelines,	
  urging	
  states	
  to	
  drop	
  provider	
  restrictions.	
  However,	
  without	
  explanation	
  as	
  to	
  
why,	
  the	
  recommended	
  prior	
  authorization	
  (PA)	
  criteria	
  maintained	
  requirements	
  for	
  
subspecialty	
  referral	
  for	
  all	
  but	
  F2	
  patients,	
  requiring	
  patients	
  with	
  F3-­‐4	
  to	
  be	
  referred	
  to	
  a	
  
specialist	
  irrespective	
  of	
  evidence	
  of	
  decompensation.	
  I	
  remind	
  the	
  members	
  of	
  the	
  
committee	
  that	
  decompensated	
  cirrhosis	
  is	
  a	
  clinical	
  diagnosis	
  that	
  cannot	
  be	
  made	
  by	
  any	
  
form	
  of	
  fibrosis	
  stratification.	
  These	
  recommendations	
  (PA	
  criteria	
  8	
  and	
  91)	
  have	
  no	
  basis	
  
in	
  the	
  literature	
  and	
  should	
  be	
  removed	
  without	
  stipulation.	
  	
  
	
  
A	
  similar	
  unexplained	
  leap	
  in	
  reasoning	
  occurs	
  in	
  the	
  report’s	
  discussion	
  of	
  fibrosis	
  
restrictions.	
  After	
  outlining	
  multiple	
  national	
  and	
  international	
  guidelines	
  suggesting	
  that	
  
all	
  patients	
  with	
  hepatitis	
  C	
  should	
  be	
  offered	
  treatment	
  with	
  a	
  novel	
  direct-­‐acting	
  antiviral	
  
(DAA)	
  medication,	
  it	
  then	
  goes	
  on	
  to	
  recommend	
  treatment	
  for	
  patients	
  with	
  metavir	
  
fibrosis	
  scores	
  of	
  two	
  or	
  above.	
  The	
  people	
  of	
  Oregon	
  deserve	
  some	
  explanation	
  for	
  this	
  
discordance.	
  This	
  is	
  especially	
  true	
  because	
  the	
  report	
  demonstrates	
  some	
  profound	
  
misunderstandings	
  of	
  the	
  utility	
  of	
  indirect	
  markers	
  of	
  fibrosis.	
  Some	
  blood-­‐based	
  tests,	
  
such	
  as	
  Fibrosure,	
  are	
  reasonably	
  good	
  at	
  ruling	
  out	
  clinically	
  significant	
  fibrosis	
  (defined	
  
as	
  F2-­‐4),	
  with	
  a	
  negative	
  predictive	
  value	
  of	
  91%	
  in	
  a	
  population	
  with	
  F2-­‐4	
  prevalence	
  of	
  
38%.3	
  That	
  seems	
  reasonable	
  until	
  we	
  apply	
  these	
  operating	
  characteristics	
  to	
  the	
  
Oregon	
  Medicaid	
  population;	
  we	
  will	
  likely	
  inappropriately	
  under-­‐classify	
  and	
  
therefore	
  inappropriately	
  deny	
  treatment	
  to	
  1000	
  or	
  more	
  patients	
  at	
  any	
  given	
  
time.	
  Liver	
  elastography	
  (fibroscan),	
  on	
  the	
  other	
  hand,	
  is	
  only	
  really	
  validated	
  in	
  
separating	
  F3	
  and	
  above	
  from	
  lesser	
  fibrosis.	
  When	
  the	
  above	
  is	
  combined	
  with	
  the	
  added	
  
complexity	
  and	
  limited	
  availability	
  of	
  these	
  tests,	
  the	
  net	
  effect	
  will	
  be	
  inappropriate	
  delay	
  
or	
  prevention	
  of	
  treatment	
  for	
  thousands	
  of	
  Oregonians.	
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The	
  report’s	
  maintenance	
  of	
  prior	
  substance	
  abuse	
  restrictions	
  is	
  perhaps	
  most	
  concerning.	
  
There	
  are	
  no	
  data,	
  even	
  from	
  the	
  interferon	
  era,	
  that	
  suggest	
  we	
  should	
  not	
  be	
  treating	
  our	
  
patients	
  with	
  a	
  diagnosis	
  of	
  substance	
  abuse	
  disorders.	
  The	
  authors	
  again	
  astutely	
  outline	
  
the	
  guidelines	
  and	
  evidence	
  in	
  support	
  for	
  treating	
  hepatitis	
  C	
  in	
  people	
  suffering	
  from	
  
alcohol	
  use	
  disorder	
  and	
  then,	
  without	
  explanation,	
  require	
  	
  that	
  all	
  such	
  patients	
  be	
  under	
  
the	
  care	
  of	
  an	
  addiction	
  specialist.	
  They	
  describe	
  national	
  and	
  international	
  guidelines	
  
recommending	
  that	
  people	
  who	
  inject	
  drugs	
  (PWIDs)	
  be	
  prioritized	
  for	
  hepatitis	
  C	
  
treatment,	
  and	
  then	
  recommend	
  formal	
  barriers	
  to	
  treatment	
  in	
  this	
  specific	
  population.	
  
The	
  PA	
  requirements	
  even	
  suggest	
  that	
  all	
  patients	
  who	
  carry	
  a	
  substance	
  abuse	
  disorder	
  
diagnosis,	
  regardless	
  of	
  how	
  recently	
  active,	
  must	
  be	
  actively	
  treated	
  for	
  their	
  addiction.	
  
This	
  would	
  provide	
  huge	
  barriers	
  to	
  treatment	
  even	
  in	
  Multnomah	
  County,	
  where	
  access	
  to	
  
treatment	
  is	
  reasonable	
  by	
  national	
  standards.	
  In	
  rural	
  communities,	
  it	
  would	
  be	
  
prohibitive.	
  Hepatitis	
  C	
  reinfection	
  in	
  PWIDs	
  is	
  a	
  real	
  concern,	
  if	
  overstated	
  and	
  not	
  yet	
  
quantified	
  in	
  the	
  DAA	
  age.	
  However,	
  readiness	
  to	
  treat	
  in	
  patients	
  who	
  suffer	
  from	
  a	
  
substance	
  abuse	
  disorder	
  is	
  a	
  clinical	
  assessment	
  based	
  on	
  the	
  myriad	
  complexities	
  of	
  a	
  
human	
  being’s	
  life,	
  not	
  off	
  the	
  distant,	
  implicit	
  bias-­‐driven	
  guidelines	
  of	
  a	
  payer.	
  	
  
	
  
Members	
  of	
  the	
  committee,	
  we	
  have	
  a	
  singular	
  opportunity	
  to	
  wipe	
  out	
  the	
  single	
  largest	
  
infectious	
  disease	
  epidemic	
  facing	
  this	
  country,	
  and	
  we	
  are	
  sitting	
  on	
  our	
  hands.	
  In	
  many	
  
ways,	
  these	
  hands	
  that	
  wrote	
  decades	
  of	
  opiate	
  prescriptions	
  to	
  addicts	
  are	
  stained	
  with	
  
the	
  blood	
  of	
  this	
  epidemic.	
  We	
  have	
  a	
  moral	
  obligation	
  to	
  treat	
  our	
  community	
  afflicted	
  by	
  
this	
  disease.	
  We	
  also	
  have	
  a	
  legal	
  obligation	
  to	
  treat,	
  given	
  that	
  no	
  viable	
  alternatives	
  exist,	
  
as	
  dictated	
  by	
  the	
  Social	
  Security	
  Act,	
  section	
  1927(d)(4).2	
  Several	
  states,	
  including	
  nearby	
  
Washington,	
  have	
  been	
  successfully	
  sued	
  for	
  restricting	
  access	
  to	
  treatment	
  based	
  on	
  non-­‐
evidence-­‐based	
  criteria	
  outlined	
  in	
  this	
  letter	
  and	
  maintained	
  in	
  your	
  current	
  
recommended	
  PA	
  criteria.4	
  Oregon,	
  too,	
  has	
  litigation	
  building	
  quietly	
  in	
  the	
  background;	
  
this	
  must	
  be	
  included	
  in	
  the	
  conversation	
  surrounding	
  cost	
  of	
  treatment	
  coverage.	
  
	
  
While	
  only	
  nominally	
  mentioned	
  in	
  the	
  report,	
  cost	
  concerns	
  inhabit	
  every	
  unexplained	
  gap	
  
between	
  guidelines	
  and	
  PA	
  recommendations.	
  There	
  is	
  no	
  doubt	
  that	
  the	
  cost	
  is	
  
concerning.	
  But	
  we	
  have	
  decided	
  as	
  a	
  society	
  that	
  we	
  pay	
  for	
  treatments	
  based	
  on	
  cost-­‐
effectiveness	
  rather	
  than	
  cost,	
  and	
  these	
  are	
  incredibly	
  cost-­‐effective	
  therapies.	
  	
  
	
  
Whether	
  the	
  committee	
  drops	
  restrictions	
  today	
  or	
  the	
  courts	
  do	
  so	
  via	
  more	
  expensive	
  
means	
  tomorrow,	
  these	
  changes	
  are	
  coming.	
  Let	
  us	
  accept	
  this,	
  allow	
  our	
  providers	
  to	
  do	
  
their	
  jobs,	
  and	
  move	
  the	
  conversation	
  towards	
  how	
  we	
  are	
  going	
  to	
  pay	
  for	
  it.	
  	
  
	
  
Andrew	
  Seaman,	
  MD	
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