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COI Disclaimer	  

•  Consultant	  for	  Therapeu0c	  Research	  Ins0tute	  -‐	  
Canadian	  Prescribers’	  Le;er	  and	  Canadian	  
Pharmacists’	  Le;er	  (independent	  advisory	  service,	  
not	  affiliated	  with	  any	  other	  group,	  organiza0on,	  
or	  company,	  100%	  subscriber	  supported).	  
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Learning Objectives	  
•  Be	  familiar	  with	  the	  NB	  Drug	  Plans	  and	  know	  where	  to	  direct	  

uninsured	  NB	  residents	  who	  need	  drug	  coverage	  
•  Understand	  the	  drug	  review	  process	  for	  lis0ng	  drugs	  on	  the	  NB	  

Drug	  Plans’	  formulary	  
•  Appreciate	  the	  evidence-‐based	  approach	  in	  determining	  

criteria	  for	  drugs	  requiring	  special	  authoriza0on	  by	  
par0cipa0ng	  in	  a	  drug	  review	  exercise	  

•  Recognize	  why	  some	  drugs	  require	  special	  authoriza0on	  and	  
know	  what	  informa0on	  is	  necessary	  for	  submiRng	  special	  
authoriza0on	  requests	  
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Outline	  
•  Drug	  Coverage	  in	  NB	  
•  Overview	  of	  the	  NB	  Drug	  Plans	  

–  New	  Brunswick	  Prescrip0on	  Drug	  Program	  (NBPDP)	  
–  NB	  Drug	  Plan	  	  

•  How	  do	  drugs	  get	  listed	  on	  the	  NB	  Drug	  Plans’	  
formulary?	  	  
–  Evidence	  evalua0on	  exercise	  (group	  discussion)	  

•  Formulary	  Management	  
–  Special	  Authoriza0on	  
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•  The	  majority	  of	  New	  Brunswickers	  have	  drug	  coverage	  through	  private	  drug	  
plans,	  or	  through	  publicly-‐funded	  drug	  programs,	  such	  as	  the	  New	  Brunswick	  
Prescrip0on	  Drug	  Program	  (NBPDP).	  

•  Approximately	  20%	  of	  New	  Brunswickers	  have	  no	  drug	  coverage,	  and	  pay	  for	  
their	  drugs	  out	  of	  their	  own	  pocket.	  	  This	  represents	  approximately	  70,000	  
families.	  

Drug Coverage in NB	  
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Current	  Situa/on	  in	  NB	  –	  New	  Brunswick	  Prescrip/on	  Drug	  Program	  (NBPDP)	  

In	  2014-‐15,	  total	  NBPDP	  expenditures	  were	  $170	  million.	  Although	  the	  number	  of	  NBPDP	  
beneficiaries	  has	  remained	  rela0vely	  stable	  over	  the	  past	  10	  years,	  costs	  on	  average	  have	  increased.	  

Drug Coverage in NB 
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Drug Coverage Options for New Brunswickers 

•  Prescrip0on	  Drug	  Coverage	  
–  NBPDP	  covers	  approximately	  100,000	  NBers	  including:	  	  

•  Seniors	  ≥	  65	  who	  receive	  the	  Guaranteed	  Income	  Supplement	  (GIS)	  
or	  who	  qualify	  through	  an	  income	  test	  	  

•  Clients	  of	  Social	  Development	  
•  Nursing	  Home	  Residents	  
•  Those	  with	  certain	  medical	  condi0ons	  

–  NB	  Drug	  Plan	  
– Medavie	  Blue	  Cross	  Seniors’	  Prescrip0on	  Drug	  Program	  
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NBPDP	  Plans	  and	  Eligible	  Beneficiaries Annual	  

Premium 
Co-‐pay	  
per	  Rx 

Annual	  	  
Co-‐Pay	  
Ceiling 

New	  Brunswick	  Prescrip0on	  Drug	  Program	  (NBPDP) 
	   •  Seniors	  (age	  65	  and	  over)	  who	  receive	  the	  

Guaranteed	  Income	  Supplement	  (GIS)	   None $9.05 $500	  /	  
person 

	   •  Seniors	  (age	  65	  and	  over)	  who	  qualify	  via	  income	  test	   None $15.00 None 

Medavie	  Blue	  Cross	  Seniors’	  Prescrip0on	  Drug	  Program 
	   •  Seniors	  who	  do	  not	  receive	  GIS	  and	  have	  incomes	  above	  

NBPDP	  income	  declara0on	  cut-‐off	  	  amounts	   $1,260	  
($105/mo) $15.00 None 

	  

New	  Brunswick	  Prescrip0on	  Drug	  Program	  (NBPDP) 
•  Social	  Development	  (SD)	  clients	  	  
–  under	  18	  	  
–  18	  and	  older	  

 

	  
None	  
None 

	  
$2.00	  
$4.00 

	  
$250	  /	  
family	  
$250	  /	  
family 
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NB Drug Plan Overview 

•  New	  Brunswickers	  with	  a	  valid	  Medicare	  card	  
are	  eligible	  	  

– Uninsured	  
–  Insured	  

•  Individuals	  	  who	  need	  a	  specific	  drug	  that	  is	  not	  
covered	  by	  their	  private	  plan,	  but	  is	  on	  the	  NB	  Drug	  
Plan	  formulary	  	  

•  Individuals	  who	  have	  reached	  their	  annual	  or	  life0me	  
maximum	  on	  benefits	  under	  their	  private	  plan	  
	  



NB Drug Plan Overview 

•  Premium	  (per	  adult)	  based	  on	  income.	  Children	  (18	  
and	  under)	  do	  not	  pay	  premiums	  but	  at	  least	  one	  
parent	  must	  be	  enrolled	  

•  Co-‐payment	  of	  30%	  of	  prescrip0on	  cost	  up	  to	  a	  
maximum	  based	  on	  income	  

•  No	  deduc0ble	  
•  No	  medical	  ques0onnaire	  required,	  no	  wai0ng	  
period	  

•  Currently,	  ~3,000	  enrolled	  



NB Drug Plan Overview 
Premiums Effective April 1, 2015 
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Gross	  Income	  Levels	  
Annual	  
Premium	  
	  (per	  adult)	  

	  
Monthly	  
Premium	  	  
(per	  adult)	  

	  

30%	  Copay	  
to	  a	  

Maximum	  
per	  

Prescrip/on	  
Individual	  

Single	  with	  children/	  
Couple	  with	  or	  without	  

children	  

$17,884	  or	  less	   $26,826	  or	  less	   $	  200	   $	  16.67	   $	  5	  

$17,885	  to	  $22,346	   $26,827	  to	  $33,519	  	   $	  400	   $	  33.33	   $	  10	  

$22,347	  to	  $26,360	   $33,520	  to	  $49,389	   $	  800	   $	  66.67	   $	  15	  

$26,361	  to	  $50,000	   $49,390	  to	  $75,000	   	  
$1,400	  

$	  116.67	   $	  20	  

$50,001	  to	  $75,000	   $75,001	  to	  $100,000	   	  
$1,600	  

$	  133.33	   $	  25	  

Over	  $75,000	   Over	  $100,000	   	  
$2,000	  

$	  166.67	   $	  30	  



Drug Review Process 

If YES, then approved for sale in Canada 

National  
Common Drug Review 

Pan-Canadian Oncology 
Drug Review 

Atlantic Common Drug 
Review 

•   New drugs & indications 
Assesses safety and 
effectiveness in conjunction 
with economic evaluations 
in comparison with current 
accepted therapy 

•    Oncology drugs 
Assesses safety and 
effectiveness in conjunction 
with economic evaluations 
and comparison with 
current accepted therapy 
 

•   Line extensions 
•   Class reviews 
•   Older medications 
Assesses safety and 
effectiveness in conjunction 
with economic evaluations 
and comparison with 
current accepted therapy 

 

Decision: Provincial Governments in each  
   of the Atlantic Provinces 

Manufacturer may begin 
marketing product 

Health Canada 
Assesses: Efficacy, quality and safety 

Note: There is no economic evaluation (value for money) 

Recommendation 

PMBRB regulates prices for patented 
drug products sold in Canada 



NB Drug Plans Formulary 	  	  
•  List	  of	  drugs	  covered	  as	  benefits.	  All	  drugs	  considered	  
for	  lis0ng	  as	  benefits	  must	  be	  reviewed	  according	  to	  the	  
standard	  drug	  review	  process.	  

•  Benefit	  categories	  
–  Regular	  benefits	  
–  Restricted	  benefits/Special	  authoriza0on	  (more	  on	  this	  later)	  
–  Exclusions	  	  

•  Formulary	  on	  webpage	  
–  www.gnb.ca/0051/0212/index-‐e.asp	  
	  



Examples 
Drugs A, B, & C  

all for pain 
conditions 



Drug	  A 
•  Head	  to	  head	  study	  vs	  comparator	  (considered	  appropriate)	  
•  Similar	  efficacy	  to	  comparator	  (large	  trial)	  
•  Large	  safety	  trial	  (>	  18000	  pa0ents)	  
•  Price	  lower	  than	  comparator	  –	  higher	  than	  another	  class	  of	  

drugs	  to	  treat	  condi0on	  



Drug	  B 
•  Head	  to	  head	  study	  vs	  comparator	  (considered	  appropriate)	  
•  Comparator	  separated	  from	  placebo,	  but	  only	  the	  highest	  

dose	  of	  Drug	  B	  separated	  from	  placebo	  
•  More	  pa0ents	  on	  Drug	  B	  withdrew	  from	  the	  study	  due	  to	  

adverse	  effects	  than	  those	  on	  the	  comparator.	  
•  Price	  higher	  than	  comparator	  –	  and	  higher	  than	  other	  

available	  drugs	  in	  its	  class.	  



Drug	  C 
•  Head	  to	  head	  study	  vs	  comparator	  (considered	  appropriate)	  
•  Comparator	  separated	  from	  placebo,	  but	  Drug	  C	  did	  not	  

separate	  from	  placebo	  
•  High	  withdrawal	  rates,	  higher	  doses	  associated	  with	  greater	  

incidence	  of	  adverse	  effects.	  
•  Price	  higher	  than	  comparator	  –	  and	  higher	  than	  other	  

available	  drugs	  in	  its	  class.	  



Examples 

•  If	  you	  could	  only	  afford	  one,	  which	  one	  would	  you	  
recommend	  lis5ng?	  

	  

•  All	  were	  given	  a	  CDR	  “do	  not	  list”	  recommenda5on	  	  

	  



Examples 

What	  if	  Drug	  A	  was	  a	  COX	  2	  inhibitor?	  
•  At	  the	  0me,	  unconvincing	  that	  lis0ng	  would	  result	  in	  savings	  to	  

drug	  plans.	  
•  Lumiracoxib	  (Prexige)	  first	  new	  COX-‐2	  inhibitor	  brought	  to	  

market	  aner	  Vioxx	  controversy.	  
•  August	  2007:	  Health	  Canada	  issued	  an	  advisory	  	  

that	  data	  were	  being	  reviewed.	  
•  September	  2007:	  FDA	  decision	  that	  Prexige	  is	  “not	  approvable”.	  
•  October	  2007:	  Health	  Canada	  withdrew	  market	  authoriza0on.	  

	  



Drugs B and C (continued) 

•  Many	  requests	  and	  feedback	  from	  prac00oners	  to	  Atlan0c	  
drug	  plans	  to	  list	  both	  drugs	  B	  and	  C	  

•  Drugs	  B	  and	  C	  were	  reviewed	  again	  aner	  generic	  versions	  
became	  available.	  	  	  



Review of Evidence 

•  Literature	  search	  of	  human	  studies,	  not	  limited	  by	  publica0on	  
year	  or	  by	  language;	  updated	  un0l	  review	  completed	  via	  alerts	  

•  Looked	  for:	  	  
–  published	  literature	  	  	  
–  grey	  literature:	  regulatory	  agencies,	  HTA	  agencies,	  clinical	  trial	  

registries;	  Internet	  e.g.	  conference	  abstracts	  	  
•  Unpublished	  informa0on	  

•  Pharmacoeconomic	  evalua0on	  	  



Drug	  B 
•  Superior	  to	  placebo.	  
•  No	  evidence	  of	  superiority	  to	  other	  drugs,	  studies	  

demonstrated	  li;le	  difference	  to	  opioids	  and	  NSAIDs.	  
•  Dual	  mechanism	  of	  ac0on	  and	  complicated	  metabolism	  

make	  it	  subject	  to	  many	  drug	  interac0ons	  and	  serious	  
adverse	  effects	  e.g.	  serotonin	  syndrome,	  increased	  risk	  of	  
seizure.	  

•  Even	  at	  generic	  price,	  more	  expensive	  than	  some	  
comparators.	  

•  Possible	  abuse	  poten0al	  



Drug	  C 

•  Efficacy	  superior	  to	  placebo.	  
•  No	  evidence	  of	  superior	  efficacy	  to	  other	  drugs.	  
•  Similar	  overall	  incidence	  of	  adverse	  effects.	  
•  No	  pharmacokine0c	  drug	  interac0ons.	  
•  Provides	  an	  alterna0ve	  to	  exis0ng	  treatments.	  
•  Cost	  similar	  or	  slightly	  less	  than	  a	  comparable	  drug	  in	  its	  

class,	  but	  more	  expensive	  than	  drugs	  from	  another	  class.	  



Drugs B and C 

•  Drug	  B	  not	  listed	  in	  any	  jurisdic5on.	  
–  Tramadol	  

	  

•  Drug	  C	  listed	  in	  many	  jurisdic5ons	  (including	  NB),	  
with	  restric5ons.	  
–  Pregabalin	  

	  



Supporting Evidence 

•  CADTH	  HTA	  2009:	  	  
–  Reviewed	  drugs	  by	  category:	  TCAs,	  SNRIs,	  An0convulsants	  
–  Included	  28	  studies	  (1437	  par0cipants)	  –	  any	  type	  of	  neuropathic	  pain	  
–  NNTs	  for	  50%	  pain	  reduc0on:	  

◦  3.9	  for	  TCAs	  	  
◦  4.6	  for	  An0convulsants	  (Gabapen0n	  and	  Pregabalin)	  
◦  5.7	  for	  SNRIs	  (Duloxe0ne	  and	  Venlafaxine)	  

–  Tricyclic	  an0depressants	  most	  effec0ve	  &	  least	  expensive.	  

CADTH Health Technology Assessment. 2009 



NICE Evaluation and Guideline for Neuropathic Pain	  

Drug	  
Probability	  (95%	  Crl)	  of	  pain	  relief	  aTer	  20	  weeks	   Probability	  (95%	  Crl)	  of	  event	  within	  20	  weeks	  

<30%	   30-‐49%	   ≥50%	   Withdrawal	  
due	  to	  AEs	   Dizziness	  	   Nausea	  

Placebo	   0.64	  (0.49,0.77)	   0.13	  (0.10,0.16)	   0.23	  (0.13,0.36)	   0.09	  (0.08,0.11)	   0.13	  (0.10,0.17)	   0.10	  (0.08,0.14)	  

Amitriptyline	   0.47	  (0.25,0.70)	   0.15	  (0.12,0.17)	   0.38	  (0.18,0.60)	   0.24	  (0.12,0.14)	   0.16	  (0.07,-‐.30)	   0.09	  (0.01,0.30)	  

Gabapen0n	   0.47	  (0.28,0.66)	   0.15	  (0.13,0.17)	   0.38	  (0.21,0.57)	   0.18	  (0.10,0.30)	   0.41	  (0.24,0.63)	   0.13	  (0.05,0.26)	  

Pregabalin	   0.43	  (0.28,0.59)	   0.16	  (0.14,0.17)	   0.41	  (0.26,0.58)	   0.19	  (0.13,0.26)	   0.36	  (0.24,0.51)	   0.12	  (0.05,0.23)	  

Duloxe0ne	   0.43	  (0.27,0.60)	   0.15	  (0.14,0.17)	   0.41	  (0.26,0.58)	   0.24	  (0.13,0.40)	   0.27	  (0.13,0.48)	   0.34	  (0.20,0.53)	  

Tramadol	   0.43	  (0.22,0.65)	   0.15	  (0.13,0.17)	   0.42	  (0.21,0.64)	   0.45	  (0.17,0.86)	   0.55	  (0.2,0.94)	   0.39	  (0.19,0.66)	  

27 

NICE Guidelines2013 http://guidance.nice.org.uk/cg173  



NICE Evaluation and Guideline for Neuropathic Pain 

•  With	  cost	  added	  into	  the	  considera0on:	  
–  Gabapen0n	  provides	  one	  of	  the	  highest	  net	  benefit,	  second	  only	  to	  

capsaicin	  cream.	  
–  The	  expected	  costs	  and	  QALYs	  for	  amitriptyline	  were	  closely	  comparable	  

to	  those	  es0mated	  for	  gabapen0n.	   	  	  
–  For	  duloxe0ne	  and	  pregabalin,	  mean	  cost-‐per-‐QALY	  es0mates	  from	  the	  

model	  suggested	  poor	  value	  for	  money	  in	  comparison	  with	  amitriptyline	  
and	  gabapen0n.	   	  	  

–  Due	  to	  small	  numbers	  of	  pa0ents	  in	  the	  included	  studies	  which	  were	  of	  
short	  dura0on	  (up	  to	  4	  weeks)	  and	  higher	  rates	  of	  withdrawal	  due	  to	  AEs,	  
tramadol	  should	  only	  be	  considered	  acutely	  as	  a	  rescue	  medica0on	  when	  
awai0ng	  referral	  to	  specialist	  pain	  services	  aner	  ini0al	  treatment	  has	  
failed.	   	  	  

NICE Guidelines2013 http://guidance.nice.org.uk/cg173  



NICE Guideline for Neuropathic Pain 

•  Treatment	  for	  all	  neuropathic	  pain	  (except	  trigeminal	  neuralgia)	  
–  amitriptyline,	  gabapen0n,	  pregabalin,	  or	  duloxe0ne	  as	  ini0al	  choice	  
–  If	  the	  ini0al	  treatment	  is	  not	  effec0ve	  or	  is	  not	  tolerated,	  offer	  one	  of	  the	  

remaining	  3	  drugs,	  and	  consider	  switching	  again	  if	  the	  second	  and	  third	  
drugs	  tried	  are	  also	  not	  effec0ve	  or	  not	  tolerated.	  

–  Consider	  tramadol	  only	  if	  acute	  rescue	  therapy	  is	  needed	  	  
–  Consider	  capsaicin	  cream	  for	  people	  with	  localised	  neuropathic	  pain	  who	  

wish	  to	  avoid,	  or	  who	  cannot	  tolerate,	  oral	  treatments.	  

NICE Guidelines2013 http://guidance.nice.org.uk/cg173  



Pregabalin (Drug C) Special Authorization Criteria 
	  

SA	  criteria	  align	  with	  the	  evidence:	  
•  For	  the	  treatment	  of	  neuropathic	  pain	  	  	  

(e.g.	  diabe0c	  peripheral	  neuropathy,	  
postherpe0c	  neuralgia)	  in	  pa0ents	  who	  
have	  failed	  a	  trial	  of	  a	  tricyclic	  
an0depressant	  (e.g.	  amitriptyline,	  
desipramine,	  imipramine,	  nortriptyline).	  

	  	  
	  
	  



Special Authorization (SA) 

•  Drugs	  listed	  as	  special	  authoriza0on	  benefits	  have	  specific	  
criteria	  for	  coverage	  which	  must	  be	  met	  in	  order	  to	  be	  
approved	  	  

•  Ra0onale	  for	  special	  authoriza0on:	  
–  second-‐line	  therapies	  
–  poten0al	  for	  inappropriate	  use	  
–  high	  cost	  if	  unrestricted,	  or	  not	  as	  cost-‐effec0ve	  as	  other	  therapies	  
–  safety	  considera0ons	  	  

•  SA	  Request	  Forms	  



Special Authorization 



Required Information on SA 

Pa/ent	  Iden/fica/on	  
•  Name	  of	  pa0ent	  
•  NB	  Medicare	  number	  or	  Drug	  Plan	  ID	  number	  
•  Date	  of	  birth	  	  
Prescriber	  Iden/fica/on	  
•  Name,	  address,	  telephone	  number	  and	  FAX	  number	  (if	  

applicable)	  of	  prescriber	  	  
Drug	  Requested	  
•  Drug	  name,	  strength	  and	  dosage	  form	  
•  Dosage	  schedule	  
•  Expected	  dura0on	  of	  therapy	  



Required Information on SA 

Reason	  for	  the	  Request	  
•  Diagnosis	  and/or	  indica0on	  for	  which	  the	  drug	  is	  
being	  used	  

•  Informa0on	  regarding	  previous	  drugs	  which	  have	  
been	  used	  and	  the	  pa0ent’s	  response	  to	  therapy	  
where	  appropriate	  

•  Any	  addi0onal	  informa0on	  that	  may	  assist	  in	  making	  
a	  decision	  on	  the	  request	  for	  special	  authoriza0on	  



Medications Not Considered under SA 

•  New	  drugs	  not	  yet	  reviewed	  by	  the	  Common	  Drug	  
Review	  (CDR),	  the	  pan-‐Canadian	  Oncology	  Drug	  Review	  
(p-‐CODR);	  or	  the	  Atlan0c	  Common	  Drug	  Review	  (ACDR)	  

•  Drugs	  excluded	  as	  eligible	  benefits	  further	  to	  the	  expert	  
advisory	  commi;ee’s	  review	  and	  recommenda0on	  	  

•  Drugs	  not	  licensed	  or	  marketed	  in	  Canada	  (e.g.	  drugs	  
obtained	  through	  Health	  Canada’s	  Special	  Access	  
Program)	  

•  Products	  specifically	  excluded	  as	  benefits	  as	  iden0fied	  on	  
the	  exclusion	  list	  



NB Drug Plans Formulary 	  	  
Exclusions	  (except	  those	  specifically	  listed)	  
•  Drugs	  not	  authorized	  for	  sale	  and	  use	  in	  Canada	  	  
•  Over-‐the-‐counter	  (OTC)	  or	  non-‐prescrip0on	  drugs,	  vitamins,	  and	  minerals	  	  
•  Dietary	  or	  nutri0onal	  supplements	  and	  food	  products	  	  
•  Weight	  loss	  products	  	  
•  Products	  for	  the	  treatment	  of	  erec0le/sexual	  dysfunc0on,	  or	  infer0lity	  	  
•  Products	  for	  esthe0c	  or	  cosme0c	  purposes	  	  
•  Soaps,	  cleansers,	  shampoos,	  an0sep0cs,	  or	  disinfectants	  	  
•  Drugs	  for	  the	  preven0on	  of	  travel	  acquired	  diseases	  	  
•  Diagnos0c	  agents	  and	  point-‐of-‐care	  tes0ng	  kits	  	  
•  Medical	  supplies,	  devices	  and	  equipment	  (e.g.	  prostheses,	  first	  aid	  supplies,	  

ostomy	  supplies,	  diabetes	  test	  strips	  and	  syringes,	  etc.)	  	  
•  Vaccines	  	  

	  



Questions ? 

	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  
	   	  	  	  	  

Thank you 


