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UPDATES TO THE ALBERTA DRUG BENEFIT LIST

Special Authorization

The following drug product(s) will be considered for coverage by Special Authorization for patients covered under
Alberta government-sponsored drug programs.

Drug Product(s) with Changes to Criteria for Coverage

Trade Name / Strength / Form Generic Description DIN MER
BRENZYS (AUTO INJECTOR) ETANERCEPT 00002455331 SSB
50 MG / SYRINGE INJECTION

BRENZYS 50 MG / SYRINGE INJECTION ETANERCEPT 00002455323 SSB
ENBREL 25 MG / VIAL INJECTION ETANERCEPT 00002242903 AMG
ENBREL 50 MG / SYRINGE INJECTION ETANERCEPT 00002274728 AMG
ERELZI 25 MG / SYRINGE INJECTION ETANERCEPT 00002462877 SDzZ
ERELZI 50 MG / SYRINGE INJECTION ETANERCEPT 00002462869 SDzZ
ERELZI (SENSOREADY AUTO INJECTOR) ETANERCEPT 00002462850 SDzZ
50 MG / SYRINGE INJECTION

FULPHILA (0.6 ML SYRINGE) 6 MG / SYRINGE PEGFILGRASTIM 00002484153 BGP
INJECTION

GLATECT 20 MG / ML SYRINGE INJECTION GLATIRAMER ACETATE 00002460661 PMS
GRASTOFIL (0.5 ML SYRINGE) FILGRASTIM 00002441489 APX
0.3 MG/ SYRINGE INJECTION

GRASTOFIL (0.8 ML SYRINGE) FILGRASTIM 00002454548 APX
0.3 MG/ SYRINGE INJECTION

INFLECTRA 100 MG / VIAL INJECTION INFLIXIMAB 00002419475 CHH
LAPELGA (0.6 ML SYRINGE) 6 MG / SYRINGE PEGFILGRASTIM 00002474565 APX
INJECTION

NIVESTYM 0.3 MG / ML INJECTION FILGRASTIM 00002485591 PFI
NIVESTYM (0.5 ML SYRINGE) 0.3 MG FILGRASTIM 00002485575 PFI
SYRINGE INJECTION

NIVESTYM (0.8 ML SYRINGE) 0.3 MG FILGRASTIM 00002485583 PFI
SYRINGE INJECTION

NIVESTYM (1.6 ML) 0.3 MG / ML INJECTION FILGRASTIM 00002485656 PFI
RENFLEXIS 100 MG/ VIAL INJECTION INFLIXIMAB 00002470373 SSB
RITUXAN 10 MG / ML INJECTION RITUXIMAB 00002241927 HLR
RIXIMYO 10 MG / ML INJECTION RITUXIMAB 00002498316 SDzZ
RUXIENCE 10 MG / ML INJECTION RITUXIMAB 00002495724 PFI
TRUXIMA (10 ML) 10 MG / ML INJECTION RITUXIMAB 00002478382 CTC
TRUXIMA (50 ML) 10 MG / ML INJECTION RITUXIMAB 00002478390 CTC
ZIEXTENZO (0.6 ML SYRINGE) PEGFILGRASTIM 00002497395 SDzZ

6 MG / SYRINGE INJECTION

EFFECTIVE JANUARY 15, 2021



UPDATES TO THE ALBERTA DRUG BENEFIT LIST

Product(s) Removed from the Alberta Drug Benefit List

The Alberta government-sponsored drug programs previously covered the following drug product(s). Effective
January 15, 2021, the listed product(s) will no longer be a benefit. A transition period will be applied and as of
February 15, 2021 claims will no longer pay.

Trade Name / Strength / Form Generic Description DIN FR
COPAXONE 20 MG / SYRINGE INJECTION GLATIRAMER ACETATE 00002245619 TMP
LANTUS 100 UNIT / ML INJECTION INSULIN GLARGINE 00002245689 SAV
LANTUS CARTRIDGE 100 UNIT / ML INSULIN GLARGINE 00002251930 SAV
INJECTION

LANTUS PEN 100 UNIT / ML INJECTION INSULIN GLARGINE 00002294338 SAV
NEULASTA (0.6 ML SYRINGE) 6 MG / SYRINGE PEGFILGRASTIM 00002249790 AMG
INJECTION

NEUPOGEN 0.3 MG / ML INJECTION FILGRASTIM 00001968017 AMG
REMICADE 100 MG / VIAL INJECTION INFLIXIMAB 00002244016  JAI

2 EFFECTIVE JANUARY 15, 2021
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Drug Additions




ALBERTA DRUG BENEFIT LIST UPDATE

INSULIN GLARGINE

100 UNIT /ML INJECTION
[ 00002444844  BASAGLAR CARTRIDGE LIL $ 4.6425
[ 00002461528 BASAGLAR KWIKPEN (80 UNIT) LIL $ 4.6425

The DBL is not a prescribing or a diagnostic tool. Prescribers should refer to drug monographs and utilize professional judgment.
UNIT OF ISSUE - REFER TO PRICE POLICY 2 -1 EFFECTIVE JANUARY 15, 2021
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Special Authorization




ALBERTA DRUG BENEFIT LIST UPDATE
CRITERIA FOR SPECIAL AUTHORIZATION OF SELECT DRUG PRODUCTS

ETANERCEPT
25 MG/ SYR INJECTION SYRINGE
00002462877  ERELZI SDz $ 120.5000

Ankylosing Spondylitis

"Special authorization coverage may be provided for the reduction in the signs and symptoms of
severely active Ankylosing Spondylitis, as defined by the Modified New York criteria for Ankylosing
Spondylitis, in adult patients (18 years of age or older) who have active disease as demonstrated
by:

- a BASDAI greater than or equal to 4 units, demonstrated on 2 occasions at least 8 weeks apart
AND

- a Spinal Pain VAS of greater than or equal to 4 cm (on a 0-10 cm scale), demonstrated on 2
occasions at least 8 weeks apart AND

- who are refractory or intolerant to treatment with 2 or more NSAIDS each taken for a minimum of
4 weeks at maximum tolerated or recommended doses.

'Refractory' is defined as lack of effect at the recommended doses and for duration of treatments
specified above.

'Intolerant’ is defined as demonstrating serious adverse effects or contraindications to treatments as
defined in product monographs.

For coverage, this drug must be initiated by a Specialist in Rheumatology ("RA Specialist").

- Initial coverage may be approved for 50 mg per week for 12 weeks.

- Patients will be limited to receiving a one-month supply of etanercept per prescription at their
pharmacy.

- Patients will be permitted to switch from one biologic agent to another following an adequate trial
of the first biologic agent if unresponsive to therapy, or due to serious adverse effects or
contraindications. An adequate trial is defined as at a minimum the completion of induction dosing
(e.g. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage beyond 12 weeks, the patient must meet the following criteria:

1) The patient must be assessed at week 12 by an RA Specialist after the initial twelve weeks of
therapy to determine response.

2) The RA Specialist must confirm, in writing, that the patient is a 'responder’ that meets the
following criteria:

- Reduction of the BASDAI score by at least 50% of the pre-treatment value or by 2 or more units,
AND

- Reduction of the Spinal Pain VAS by 2 cm or more.

Following this assessment, continued coverage may be approved for 50 mg per week for a period
of 12 months. Ongoing coverage may be considered if the patient is re-assessed by an RA
Specialist every 12 months and is confirmed to be continuing to respond to therapy by meeting
criteria as outlined in (2) above."

All requests (including renewal requests) for etanercept for Ankylosing Spondylitis must be
completed using the Adalimumab/Certolizumab/Etanercept/Golimumab/Infliximab/Secukinumab for
Ankylosing Spondylitis Special Authorization Request Form (ABC 60028).

Plaque Psoriasis

***All new Special Authorization requests for the treatment of adult Plaque Psoriasis for etanercept-
naive patients will be assessed for coverage with Erelzi. Enbrel will not be approved for new
etanercept starts for patients with Plague Psoriasis; however, coverage for Enbrel will continue for
patients who are currently well maintained on Enbrel and are considered a 'responder' as defined in
criteria.

In addition, all new Special Authorization requests for the treatment of Polyarticular Juvenile
Idiopathic Arthritis or pediatric Plaque Psoriasis for etanercept-naive patients weighing 63 kg (138
pounds) or more will be assessed for coverage with Erelzi. Enbrel will be approved for new
etanercept starts for pediatric patients with Polyarticular Juvenile Idiopathic Arthritis or Plaque
Psoriasis weighing less than 63 kg. Coverage for Enbrel will continue for patients with the
indications stated above who are currently well maintained on Enbrel and are considered a

The DBL is not a prescribing or a diagnostic tool. Prescribers should refer to drug monographs and utilize professional judgment.
UNIT OF ISSUE - REFER TO PRICE POLICY 3-1 EFFECTIVE FEBRUARY 15, 2021



ALBERTA DRUG BENEFIT LIST UPDATE
CRITERIA FOR SPECIAL AUTHORIZATION OF SELECT DRUG PRODUCTS

ETANERCEPT
‘responder’ as defined in criteria. ***

"Special authorization coverage may be provided for the reduction in signs and symptoms of
severe, debilitating plaque psoriasis in patients who:

- Have a total PASI of 10 or more and a DLQI of more than 10, OR

- Who have significant involvement of the face, palms of the hands, soles of the feet or genital
region; AND

- Who are refractory or intolerant to:

- Methotrexate at 20 mg (PO, SC or IM) or greater total weekly dosage (15 mg or greater if patient
is 65 years of age or older) for more than 12 weeks. Patients who experience gastrointestinal
intolerance to PO methotrexate must have a trial of parenteral methotrexate before being accepted
as refractory, OR

- Cyclosporine (6 weeks treatment); AND

- Phototherapy (unless restricted by geographic location)

Patients who have a contraindication to either cyclosporine or methotrexate will be required to
complete an adequate trial of the other pre-requisite medication prior to potential coverage being
considered.

'Refractory’ is defined as lack of effect at the recommended doses and for duration of treatments
specified above.

‘Intolerant’ is defined as demonstrating serious adverse effects or contraindications to treatments as
defined in product monographs.

For coverage, this drug must be prescribed by a Specialist in Dermatology ("Dermatology
Specialist").

-Initial coverage may be approved for up to 100 mg per week for 12 weeks.

-Patients will be limited to receiving a one-month supply of etanercept per prescription at their
pharmacy.

- Patients will be permitted to switch from one biologic agent to another following an adequate trial
of the first biologic agent if unresponsive to therapy, or due to serious adverse effects or
contraindications. An adequate trial is defined as at a minimum the completion of induction dosing
(e.g. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage beyond 12 weeks, the patient must meet all of the following criteria:

1) The patient must be assessed by a Dermatology Specialist after the initial 12 weeks of therapy to
determine response.

2) The Dermatology Specialist must confirm, in writing, that the patient is a 'responder’ that meets
the following criteria:

- Greater than or equal to 75% reduction in PASI score, OR

- Greater than or equal to 50% reduction in PASI score AND improvement of greater than or equal
to 5 points in the DLQI

Following this assessment, continued coverage may be considered for 50 mg per week for a period
of 12 months. Ongoing coverage may be considered if the patient is re-assessed by a Dermatology
Specialist every 12 months and is confirmed to be continuing to respond to therapy by meeting
criteria as outlined in (2) above."

PASI and DLQI scores are required for all requests for Plaque Psoriasis including those requests
for patients that have significant involvement of the face, palms, soles of feet or genital region.

All requests (including renewal requests) for etanercept for Plaque Psoriasis must be completed
using the Adalimumab/Etanercept/Infliximab/Ixekizumab/Risankizumab/Secukinumab/Ustekinumab
for Plaque Psoriasis Special Authorization Request Form (ABC 60030).

Polyarticular Juvenile Idiopathic Arthritis

***All new Special Authorization requests for the treatment of adult Plaque Psoriasis for etanercept-
naive patients will be assessed for coverage with Erelzi. Enbrel will not be approved for new
etanercept starts for patients with Plague Psoriasis; however, coverage for Enbrel will continue for

The DBL is not a prescribing or a diagnostic tool. Prescribers should refer to drug monographs and utilize professional judgment.
PRODUCT IS NOT INTERCHANGEABLE 32 EFFECTIVE FEBRUARY 15, 2021



ALBERTA DRUG BENEFIT LIST UPDATE
CRITERIA FOR SPECIAL AUTHORIZATION OF SELECT DRUG PRODUCTS

ETANERCEPT

patients who are currently well maintained on Enbrel and are considered a 'responder' as defined in
criteria.

In addition, all new Special Authorization requests for the treatment of Polyarticular Juvenile
Idiopathic Arthritis or pediatric Plaque Psoriasis for etanercept-naive patients weighing 63 kg (138
pounds) or more will be assessed for coverage with Erelzi. Enbrel will be approved for new
etanercept starts for pediatric patients with Polyarticular Juvenile Idiopathic Arthritis or Plaque
Psoriasis weighing less than 63 kg. Coverage for Enbrel will continue for patients with the
indications stated above who are currently well maintained on Enbrel and are considered a
'responder’ as defined in criteria. ***

"Special authorization coverage may be provided for the reduction in signs and symptoms of
severely active polyarticular juvenile idiopathic arthritis (pJIA) in patients 4 years of age and older
who:

- Have 5 or more active joints (defined by either swelling or limitation of motion plus pain and/or
tenderness), AND

- Are refractory to one or more disease modifying anti-rheumatic agents (DMARDS) conventionally
used in children (minimum three month trial).

"Refractory" is defined as one or more of the following: lack of effect, serious adverse effects (e.g.,
leukopenia, hepatitis) or contraindications to treatments as defined in the product monographs.

For coverage, this drug must be prescribed by a prescriber affiliated with a Pediatric Rheumatology
Clinic in Edmonton or Calgary (Pediatric Rheumatology Specialist).

- Coverage may be approved for 0.8 mg/kg/dose (maximum dose 50 mg) weekly for 12 weeks.

- Patients will be limited to receiving a one-month supply of etanercept per prescription at their
pharmacy.

- Patients will be permitted to switch from one biologic agent to another (with the exception of
abatacept) following an adequate trial of the first biologic agent if unresponsive to therapy, or due to
serious adverse effects or contraindications. An adequate trial is defined as at a minimum the
completion of induction dosing (e.g. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients will not be permitted to switch from abatacept to other biologic agents except under
exceptional circumstances.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage of this agent beyond 12 weeks, the patient must meet the following criteria:
1) The patient must be assessed by a Pediatric Rheumatology Specialist after 12 weeks, but no
longer than 16 weeks after, treatment with this biologic agent to determine response.

2) The Pediatric Rheumatology Specialist must confirm in writing that the patient is a responder that
meets the following criteria (ACR Pedi 30):

- 30% improvement from baseline in at least three of the following six response variables, with
worsening of 30% or more in no more than one of the six variables. The variables include:

i. global assessment of the severity of the disease by the Pediatric Rheumatology Specialist,

ii. global assessment of overall well-being by the patient or parent,

ii. number of active joints (joints with swelling not due to deformity or joints with limitation of motion
with pain tenderness or both),

iv. number of joints with limitation of motion,

v. functional ability based on CHAQ scores,

vi. ESR or CRP

3) Data from all of the six variables comprising the ACR Pedi 30 and the CHAQ scores must be
reported in each request

Following this assessment, continued coverage may be approved for 0.8 mg/kg/dose (maximum
dose 50 mg) weekly, for a maximum of twelve months. After twelve months, in order to be
considered for continued coverage, the patient must be re-assessed every twelve months by a
Pediatric Rheumatology Specialist and must meet the following criteria:

1) The patient has been assessed by a Pediatric Rheumatology Specialist to determine response,
and

2) The Pediatric RA Specialist must confirm in writing that the patient has maintained a response to
therapy as indicated by maintenance of the ACR Pedi 30,

3) Data from all of the six variables comprising the ACR Pedi 30 and the CHAQ scores must be
reported in each request.

The DBL is not a prescribing or a diagnostic tool. Prescribers should refer to drug monographs and utilize professional judgment.
UNIT OF ISSUE - REFER TO PRICE POLICY 33 EFFECTIVE FEBRUARY 15, 2021



ALBERTA DRUG BENEFIT LIST UPDATE
CRITERIA FOR SPECIAL AUTHORIZATION OF SELECT DRUG PRODUCTS

ETANERCEPT

Once a child with pJIA has had two disease-free years, it is common clinical practice for drug
treatment to be stopped.”

All requests (including renewal requests) for etanercept for Polyarticular Juvenile Idiopathic Arthritis
must be completed using the Adalimumab/Etanercept/Tocilizumab for Polyarticular Juvenile
Idiopathic Arthritis Special Authorization Request Form (ABC 60011).

Psoriatic Arthritis

"Special authorization coverage may be provided for use in combination with methotrexate for
reducing signs and symptoms and inhibiting the progression of structural damage of active arthritis
in adult patients (18 years of age or older) with moderate to severe polyarticular psoriatic arthritis
(PsA) or pauciarticular PsA with involvement of knee or hip joint who are refractory or intolerant to:
- Methotrexate at 20 mg (PO, SC or IM) or greater total weekly dosage (15 mg or greater if patient
is 65 years of age or older) for more than 12 weeks. Patients who do not exhibit a clinical response
to PO methotrexate or experience gastrointestinal intolerance to PO methotrexate must have a trial
of parenteral methotrexate before being accepted as refractory; AND

- An adequate trial of another disease modifying anti-rheumatic agent(s) (minimum 4 month trial).

Special authorization coverage of this agent may be provided for use as monotherapy in adult
patients for whom methotrexate is contraindicated and/or for those patients who have experienced
serious adverse effects.

'Refractory’ is defined as lack of effect at the recommended doses and for duration of treatments
specified above.

‘Intolerant’ is defined as demonstrating serious adverse effects or contraindications to treatments as
defined in product monographs.

For coverage, this drug must be initiated by a Specialist in Rheumatology ("RA Specialist").

- Initial coverage may be approved for 50 mg per week for 8 weeks.

- Patients will be limited to receiving a one-month supply of etanercept per prescription at their
pharmacy.

- Patients will be permitted to switch from one biologic agent to another following an adequate trial
of the first biologic agent if unresponsive to therapy, or due to serious adverse effects or
contraindications. An adequate trial is defined as at a minimum the completion of induction dosing
(e.g. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage beyond 8 weeks, the patient must meet the following criteria:

1) The patient must be assessed by an RA Specialist after 8 weeks, but no longer than 12 weeks
after treatment to determine response.

2) The RA Specialist must confirm in writing that the patient is a 'responder' that meets the following
criteria:

- ACR20 OR an improvement of 1.2 units in the DAS28 score [reported to one (1) decimal place];
AND

- An improvement of 0.22 in HAQ score [reported to two (2) decimal places].

It should be noted that the initial score for the DAS28 or HAQ score on record will be rounded to the
correct number of decimal places as indicated above.

Following this assessment, continued coverage may be approved for 50 mg per week, for a period
of 12 months. Ongoing coverage may be considered if the following criteria are met at the end of
each 12-month period:

1) The patient has been assessed by an RA Specialist to determine response;

2) The RA Specialist must confirm in writing that the patient has maintained a response to therapy
as indicated by:

- Confirmation of maintenance of ACR20, or

- Maintenance of a minimum improvement of 1.2 units in DAS28 score [reported to one (1) decimal
place] from baseline.

3) A current HAQ score [reported to two (2) decimal places] must be included with all renewal
requests.

It should be noted that the initial score for the DAS28 or HAQ score on record will be rounded to the
correct number of decimal places as indicated above."

The DBL is not a prescribing or a diagnostic tool. Prescribers should refer to drug monographs and utilize professional judgment.
PRODUCT IS NOT INTERCHANGEABLE 34 EFFECTIVE FEBRUARY 15, 2021



ALBERTA DRUG BENEFIT LIST UPDATE
CRITERIA FOR SPECIAL AUTHORIZATION OF SELECT DRUG PRODUCTS

ETANERCEPT

All requests (including renewal requests) for etanercept for Psoriatic Arthritis must be completed
using the Adalimumab/Certolizumab/Etanercept/Golimumab/Infliximab/Ixekizumab/Secukinumab
for Psoriatic Arthritis Special Authorization Request Form (ABC 60029).

Rheumatoid Arthritis

"Special authorization coverage may be provided for use in combination with methotrexate for the
reduction in signs and symptoms of severely active Rheumatoid Arthritis (RA) in adult patients (18
years of age or older) who are refractory or intolerant to:

- Methotrexate at 20 mg (PO, SC or IM) or greater total weekly dosage (15 mg or greater if patient

is 65 years of age or older) for more than 12 weeks. Patients who do not exhibit a clinical response
to PO methotrexate or experience gastrointestinal intolerance to PO methotrexate must have a trial
of parenteral methotrexate before being accepted as refractory; AND

- Methotrexate with other disease modifying anti-rheumatic agent(s) (minimum 4-month trial). [e.g.,
methotrexate with hydroxychloroquine or methotrexate with sulfasalazine]; AND

- Leflunomide (minimum 10 week trial at 20 mg daily).

Special authorization coverage of this agent may be provided for use as monotherapy in adult
patients for whom methotrexate is contraindicated and/or for those patients who have experienced
serious adverse effects.

'Refractory’ is defined as lack of effect at the recommended doses and for duration of treatments
specified above.

‘Intolerant’ is defined as demonstrating serious adverse effects or contraindications to treatments as
defined in product monographs.

For coverage, this drug must be initiated by a Specialist in Rheumatology ("RA Specialist").

- Initial coverage may be approved for 50 mg per week for 8 weeks.

- Patients will be limited to receiving a one-month supply of etanercept per prescription at their
pharmacy.

- Patients will be permitted to switch from one biologic agent to another (with the exception of
anakinra) following an adequate trial of the first biologic agent if unresponsive to therapy, or due to
serious adverse effects or contraindications. An adequate trial is defined as at a minimum the
completion of induction dosing (e.g. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients will not be permitted to switch from anakinra to other biologic agents except under
exceptional circumstances.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage beyond 8 weeks, the patient must meet the following criteria:

1) The patient must be assessed by an RA Specialist after 8 weeks, but no longer than 12 weeks
after treatment to determine response.

2) The RA Specialist must confirm in writing that the patient is a 'responder' that meets the following
criteria:

- ACR20 OR an improvement of 1.2 units in the DAS28 score [reported to one (1) decimal place];
AND

- An improvement of 0.22 in HAQ score [reported to two (2) decimal places].

It should be noted that the initial score for the DAS28 or HAQ score on record will be rounded to the
correct number of decimal places as indicated above.

Following this assessment, continued coverage may be approved for 50 mg per week, for a period
of 12 months. Ongoing coverage may be considered only if the following criteria are met at the end
of each 12-month period:

1) The patient has been assessed by an RA Specialist to determine response;

2) The RA Specialist must confirm in writing that the patient has maintained a response to therapy
as indicated by:

- Confirmation of maintenance of ACR20, or

- Maintenance of a minimum improvement of 1.2 units in DAS28 score [reported to one (1) decimal
place] from baseline.

3) A current HAQ score [reported to two (2) decimal places] must be included with all renewal
requests.
It should be noted that the initial score for the DAS28 or HAQ score on record will be rounded to the

The DBL is not a prescribing or a diagnostic tool. Prescribers should refer to drug monographs and utilize professional judgment.
UNIT OF ISSUE - REFER TO PRICE POLICY 3°5 EFFECTIVE FEBRUARY 15, 2021



ALBERTA DRUG BENEFIT LIST UPDATE
CRITERIA FOR SPECIAL AUTHORIZATION OF SELECT DRUG PRODUCTS

ETANERCEPT

correct number of decimal places as indicated above."

All requests (including renewal requests) for etanercept for Rheumatoid Arthritis must be completed
using the
Abatacept/Adalimumab/Anakinra/Certolizumab/Etanercept/Golimumab/Infliximab/Sarilumab/Tociliz
umab/Tofacitinib for Rheumatoid Arthritis Special Authorization Request Form (ABC 60027).

The DBL is not a prescribing or a diagnostic tool. Prescribers should refer to drug monographs and utilize professional judgment.
PRODUCT IS NOT INTERCHANGEABLE 3°6 EFFECTIVE FEBRUARY 15, 2021



ALBERTA DRUG BENEFIT LIST UPDATE
CRITERIA FOR SPECIAL AUTHORIZATION OF SELECT DRUG PRODUCTS

ETANERCEPT
50 MG/ SYR INJECTION SYRINGE
B3 00002455323  BRENZYS SSB $ 241.0000

Ankylosing Spondylitis

"Special authorization coverage may be provided for the reduction in the signs and symptoms of
severely active Ankylosing Spondylitis, as defined by the Modified New York criteria for Ankylosing
Spondylitis, in adult patients (18 years of age or older) who have active disease as demonstrated
by:

- a BASDAI greater than or equal to 4 units, demonstrated on 2 occasions at least 8 weeks apart
AND

- a Spinal Pain VAS of greater than or equal to 4 cm (on a 0-10 cm scale), demonstrated on 2
occasions at least 8 weeks apart AND

- who are refractory or intolerant to treatment with 2 or more NSAIDS each taken for a minimum of
4 weeks at maximum tolerated or recommended doses.

'Refractory' is defined as lack of effect at the recommended doses and for duration of treatments
specified above.

'Intolerant’ is defined as demonstrating serious adverse effects or contraindications to treatments as
defined in product monographs.

For coverage, this drug must be initiated by a Specialist in Rheumatology ("RA Specialist").

- Initial coverage may be approved for 50 mg per week for 12 weeks.

- Patients will be limited to receiving a one-month supply of etanercept per prescription at their
pharmacy.

- Patients will be permitted to switch from one biologic agent to another following an adequate trial
of the first biologic agent if unresponsive to therapy, or due to serious adverse effects or
contraindications. An adequate trial is defined as at a minimum the completion of induction dosing
(e.g. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage beyond 12 weeks, the patient must meet the following criteria:

1) The patient must be assessed at week 12 by an RA Specialist after the initial twelve weeks of
therapy to determine response.

2) The RA Specialist must confirm, in writing, that the patient is a 'responder’ that meets the
following criteria:

- Reduction of the BASDAI score by at least 50% of the pre-treatment value or by 2 or more units,
AND

- Reduction of the Spinal Pain VAS by 2 cm or more.

Following this assessment, continued coverage may be approved for 50 mg per week for a period
of 12 months. Ongoing coverage may be considered if the patient is re-assessed by an RA
Specialist every 12 months and is confirmed to be continuing to respond to therapy by meeting
criteria as outlined in (2) above."

All requests (including renewal requests) for etanercept for Ankylosing Spondylitis must be
completed using the Adalimumab/Certolizumab/Etanercept/Golimumab/Infliximab/Secukinumab for
Ankylosing Spondylitis Special Authorization Request Form (ABC 60028).

Rheumatoid Arthritis

"Special authorization coverage may be provided for use in combination with methotrexate for the
reduction in signs and symptoms of severely active Rheumatoid Arthritis (RA) in adult patients (18
years of age or older) who are refractory or intolerant to:

- Methotrexate at 20 mg (PO, SC or IM) or greater total weekly dosage (15 mg or greater if patient

is 65 years of age or older) for more than 12 weeks. Patients who do not exhibit a clinical response
to PO methotrexate or experience gastrointestinal intolerance to PO methotrexate must have a trial
of parenteral methotrexate before being accepted as refractory; AND

- Methotrexate with other disease modifying anti-rheumatic agent(s) (minimum 4-month trial). [e.g.,
methotrexate with hydroxychloroquine or methotrexate with sulfasalazine]; AND

- Leflunomide (minimum 10 week trial at 20 mg daily).

The DBL is not a prescribing or a diagnostic tool. Prescribers should refer to drug monographs and utilize professional judgment.
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Special authorization coverage of this agent may be provided for use as monotherapy in adult
patients for whom methotrexate is contraindicated and/or for those patients who have experienced
serious adverse effects.

'Refractory’ is defined as lack of effect at the recommended doses and for duration of treatments
specified above.

'Intolerant’ is defined as demonstrating serious adverse effects or contraindications to treatments as
defined in product monographs.

For coverage, this drug must be initiated by a Specialist in Rheumatology ("RA Specialist").

- Initial coverage may be approved for 50 mg per week for 8 weeks.

- Patients will be limited to receiving a one-month supply of etanercept per prescription at their
pharmacy.

- Patients will be permitted to switch from one biologic agent to another (with the exception of
anakinra) following an adequate trial of the first biologic agent if unresponsive to therapy, or due to
serious adverse effects or contraindications. An adequate trial is defined as at a minimum the
completion of induction dosing (e.g. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients will not be permitted to switch from anakinra to other biologic agents except under
exceptional circumstances.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage beyond 8 weeks, the patient must meet the following criteria:

1) The patient must be assessed by an RA Specialist after 8 weeks, but no longer than 12 weeks
after treatment to determine response.

2) The RA Specialist must confirm in writing that the patient is a ‘'responder' that meets the following
criteria:

- ACR20 OR an improvement of 1.2 units in the DAS28 score [reported to one (1) decimal place];
AND

- An improvement of 0.22 in HAQ score [reported to two (2) decimal places].

It should be noted that the initial score for the DAS28 or HAQ score on record will be rounded to the
correct number of decimal places as indicated above.

Following this assessment, continued coverage may be approved for 50 mg per week, for a period
of 12 months. Ongoing coverage may be considered only if the following criteria are met at the end
of each 12-month period:

1) The patient has been assessed by an RA Specialist to determine response;

2) The RA Specialist must confirm in writing that the patient has maintained a response to therapy
as indicated by:

- Confirmation of maintenance of ACR20, or

- Maintenance of a minimum improvement of 1.2 units in DAS28 score [reported to one (1) decimal
place] from baseline.

3) A current HAQ score [reported to two (2) decimal places] must be included with all renewal
requests.

It should be noted that the initial score for the DAS28 or HAQ score on record will be rounded to the
correct number of decimal places as indicated above."

All requests (including renewal requests) for etanercept for Rheumatoid Arthritis must be completed
using the
Abatacept/Adalimumab/Anakinra/Certolizumab/Etanercept/Golimumab/Infliximab/Sarilumab/Tociliz
umab/Tofacitinib for Rheumatoid Arthritis Special Authorization Request Form (ABC 60027).

[ 00002455331 BRENZYS (AUTO INJECTOR) SSB $ 241.0000
Rheumatoid Arthritis

"Special authorization coverage may be provided for use in combination with methotrexate for the
reduction in signs and symptoms of severely active Rheumatoid Arthritis (RA) in adult patients (18
years of age or older) who are refractory or intolerant to:

- Methotrexate at 20 mg (PO, SC or IM) or greater total weekly dosage (15 mg or greater if patient
is 65 years of age or older) for more than 12 weeks. Patients who do not exhibit a clinical response
to PO methotrexate or experience gastrointestinal intolerance to PO methotrexate must have a trial
of parenteral methotrexate before being accepted as refractory; AND

The DBL is not a prescribing or a diagnostic tool. Prescribers should refer to drug monographs and utilize professional judgment.
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- Methotrexate with other disease modifying anti-rheumatic agent(s) (minimum 4-month trial). [e.g.,
methotrexate with hydroxychloroquine or methotrexate with sulfasalazine]; AND
- Leflunomide (minimum 10 week trial at 20 mg daily).

Special authorization coverage of this agent may be provided for use as monotherapy in adult
patients for whom methotrexate is contraindicated and/or for those patients who have experienced
serious adverse effects.

'Refractory' is defined as lack of effect at the recommended doses and for duration of treatments
specified above.

'Intolerant’ is defined as demonstrating serious adverse effects or contraindications to treatments as
defined in product monographs.

For coverage, this drug must be initiated by a Specialist in Rheumatology ("RA Specialist").

- Initial coverage may be approved for 50 mg per week for 8 weeks.

- Patients will be limited to receiving a one-month supply of etanercept per prescription at their
pharmacy.

- Patients will be permitted to switch from one biologic agent to another (with the exception of
anakinra) following an adequate trial of the first biologic agent if unresponsive to therapy, or due to
serious adverse effects or contraindications. An adequate trial is defined as at a minimum the
completion of induction dosing (e.g. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients will not be permitted to switch from anakinra to other biologic agents except under
exceptional circumstances.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage beyond 8 weeks, the patient must meet the following criteria:

1) The patient must be assessed by an RA Specialist after 8 weeks, but no longer than 12 weeks
after treatment to determine response.

2) The RA Specialist must confirm in writing that the patient is a 'responder' that meets the following
criteria:

- ACR20 OR an improvement of 1.2 units in the DAS28 score [reported to one (1) decimal place];
AND

- An improvement of 0.22 in HAQ score [reported to two (2) decimal places].

It should be noted that the initial score for the DAS28 or HAQ score on record will be rounded to the
correct number of decimal places as indicated above.

Following this assessment, continued coverage may be approved for 50 mg per week, for a period
of 12 months. Ongoing coverage may be considered only if the following criteria are met at the end
of each 12-month period:

1) The patient has been assessed by an RA Specialist to determine response;

2) The RA Specialist must confirm in writing that the patient has maintained a response to therapy
as indicated by:

- Confirmation of maintenance of ACR20, or

- Maintenance of a minimum improvement of 1.2 units in DAS28 score [reported to one (1) decimal
place] from baseline.

3) A current HAQ score [reported to two (2) decimal places] must be included with all renewal
requests.

It should be noted that the initial score for the DAS28 or HAQ score on record will be rounded to the
correct number of decimal places as indicated above."

All requests (including renewal requests) for etanercept for Rheumatoid Arthritis must be completed
using the
Abatacept/Adalimumab/Anakinra/Certolizumab/Etanercept/Golimumab/Infliximab/Sarilumab/Tociliz
umab/Tofacitinib for Rheumatoid Arthritis Special Authorization Request Form (ABC 60027).

Ankylosing Spondylitis
"Special authorization coverage may be provided for the reduction in the signs and symptoms of

severely active Ankylosing Spondylitis, as defined by the Modified New York criteria for Ankylosing
Spondylitis, in adult patients (18 years of age or older) who have active disease as demonstrated

by:
- a BASDAI greater than or equal to 4 units, demonstrated on 2 occasions at least 8 weeks apart

The DBL is not a prescribing or a diagnostic tool. Prescribers should refer to drug monographs and utilize professional judgment.
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AND

- a Spinal Pain VAS of greater than or equal to 4 cm (on a 0-10 cm scale), demonstrated on 2
occasions at least 8 weeks apart AND

- who are refractory or intolerant to treatment with 2 or more NSAIDS each taken for a minimum of
4 weeks at maximum tolerated or recommended doses.

'Refractory' is defined as lack of effect at the recommended doses and for duration of treatments
specified above.

'Intolerant’ is defined as demonstrating serious adverse effects or contraindications to treatments as
defined in product monographs.

For coverage, this drug must be initiated by a Specialist in Rheumatology ("RA Specialist").

- Initial coverage may be approved for 50 mg per week for 12 weeks.

- Patients will be limited to receiving a one-month supply of etanercept per prescription at their
pharmacy.

- Patients will be permitted to switch from one biologic agent to another following an adequate trial
of the first biologic agent if unresponsive to therapy, or due to serious adverse effects or
contraindications. An adequate trial is defined as at a minimum the completion of induction dosing
(e.g. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage beyond 12 weeks, the patient must meet the following criteria:

1) The patient must be assessed at week 12 by an RA Specialist after the initial twelve weeks of
therapy to determine response.

2) The RA Specialist must confirm, in writing, that the patient is a 'responder’ that meets the
following criteria:

- Reduction of the BASDAI score by at least 50% of the pre-treatment value or by 2 or more units,
AND

- Reduction of the Spinal Pain VAS by 2 cm or more.

Following this assessment, continued coverage may be approved for 50 mg per week for a period
of 12 months. Ongoing coverage may be considered if the patient is re-assessed by an RA
Specialist every 12 months and is confirmed to be continuing to respond to therapy by meeting
criteria as outlined in (2) above."

All requests (including renewal requests) for etanercept for Ankylosing Spondylitis must be
completed using the Adalimumab/Certolizumab/Etanercept/Golimumab/Infliximab/Secukinumab for
Ankylosing Spondylitis Special Authorization Request Form (ABC 60028).

] 00002462869 ERELZI SDhz $ 241.0000
Ankylosing Spondylitis

"Special authorization coverage may be provided for the reduction in the signs and symptoms of
severely active Ankylosing Spondylitis, as defined by the Modified New York criteria for Ankylosing
Spondylitis, in adult patients (18 years of age or older) who have active disease as demonstrated

by:

- a BASDAI greater than or equal to 4 units, demonstrated on 2 occasions at least 8 weeks apart
AND

- a Spinal Pain VAS of greater than or equal to 4 cm (on a 0-10 cm scale), demonstrated on 2
occasions at least 8 weeks apart AND

- who are refractory or intolerant to treatment with 2 or more NSAIDS each taken for a minimum of
4 weeks at maximum tolerated or recommended doses.

'Refractory’ is defined as lack of effect at the recommended doses and for duration of treatments
specified above.

‘Intolerant’ is defined as demonstrating serious adverse effects or contraindications to treatments as
defined in product monographs.

For coverage, this drug must be initiated by a Specialist in Rheumatology ("RA Specialist").

- Initial coverage may be approved for 50 mg per week for 12 weeks.

The DBL is not a prescribing or a diagnostic tool. Prescribers should refer to drug monographs and utilize professional judgment.
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- Patients will be limited to receiving a one-month supply of etanercept per prescription at their
pharmacy.

- Patients will be permitted to switch from one biologic agent to another following an adequate trial
of the first biologic agent if unresponsive to therapy, or due to serious adverse effects or
contraindications. An adequate trial is defined as at a minimum the completion of induction dosing
(e.g. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage beyond 12 weeks, the patient must meet the following criteria:

1) The patient must be assessed at week 12 by an RA Specialist after the initial twelve weeks of
therapy to determine response.

2) The RA Specialist must confirm, in writing, that the patient is a 'responder' that meets the
following criteria:

- Reduction of the BASDAI score by at least 50% of the pre-treatment value or by 2 or more units,
AND

- Reduction of the Spinal Pain VAS by 2 cm or more.

Following this assessment, continued coverage may be approved for 50 mg per week for a period
of 12 months. Ongoing coverage may be considered if the patient is re-assessed by an RA
Specialist every 12 months and is confirmed to be continuing to respond to therapy by meeting
criteria as outlined in (2) above."”

All requests (including renewal requests) for etanercept for Ankylosing Spondylitis must be
completed using the Adalimumab/Certolizumab/Etanercept/Golimumab/Infliximab/Secukinumab for
Ankylosing Spondylitis Special Authorization Request Form (ABC 60028).

Plaque Psoriasis

***All new Special Authorization requests for the treatment of adult Plaque Psoriasis for etanercept-
naive patients will be assessed for coverage with Erelzi. Enbrel will not be approved for new
etanercept starts for patients with Plague Psoriasis; however, coverage for Enbrel will continue for
patients who are currently well maintained on Enbrel and are considered a ‘responder' as defined in
criteria.

In addition, all new Special Authorization requests for the treatment of Polyarticular Juvenile
Idiopathic Arthritis or pediatric Plaque Psoriasis for etanercept-naive patients weighing 63 kg (138
pounds) or more will be assessed for coverage with Erelzi. Enbrel will be approved for new
etanercept starts for pediatric patients with Polyarticular Juvenile Idiopathic Arthritis or Plaque
Psoriasis weighing less than 63 kg. Coverage for Enbrel will continue for patients with the
indications stated above who are currently well maintained on Enbrel and are considered a
‘responder’ as defined in criteria. ***

"Special authorization coverage may be provided for the reduction in signs and symptoms of
severe, debilitating plaque psoriasis in patients who:

- Have a total PASI of 10 or more and a DLQI of more than 10, OR

- Who have significant involvement of the face, palms of the hands, soles of the feet or genital
region; AND

- Who are refractory or intolerant to:

- Methotrexate at 20 mg (PO, SC or IM) or greater total weekly dosage (15 mg or greater if patient
is 65 years of age or older) for more than 12 weeks. Patients who experience gastrointestinal
intolerance to PO methotrexate must have a trial of parenteral methotrexate before being accepted
as refractory, OR

- Cyclosporine (6 weeks treatment); AND

- Phototherapy (unless restricted by geographic location)

Patients who have a contraindication to either cyclosporine or methotrexate will be required to
complete an adequate trial of the other pre-requisite medication prior to potential coverage being
considered.

'Refractory' is defined as lack of effect at the recommended doses and for duration of treatments
specified above.
'Intolerant' is defined as demonstrating serious adverse effects or contraindications to treatments as
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For coverage, this drug must be prescribed by a Specialist in Dermatology ("Dermatology
Specialist").

-Initial coverage may be approved for up to 100 mg per week for 12 weeks.

-Patients will be limited to receiving a one-month supply of etanercept per prescription at their
pharmacy.

- Patients will be permitted to switch from one biologic agent to another following an adequate trial
of the first biologic agent if unresponsive to therapy, or due to serious adverse effects or
contraindications. An adequate trial is defined as at a minimum the completion of induction dosing
(e.g. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage beyond 12 weeks, the patient must meet all of the following criteria:

1) The patient must be assessed by a Dermatology Specialist after the initial 12 weeks of therapy to
determine response.

2) The Dermatology Specialist must confirm, in writing, that the patient is a 'responder’ that meets
the following criteria:

- Greater than or equal to 75% reduction in PASI score, OR

- Greater than or equal to 50% reduction in PASI score AND improvement of greater than or equal
to 5 points in the DLQI

Following this assessment, continued coverage may be considered for 50 mg per week for a period
of 12 months. Ongoing coverage may be considered if the patient is re-assessed by a Dermatology
Specialist every 12 months and is confirmed to be continuing to respond to therapy by meeting
criteria as outlined in (2) above."

PASI and DLQI scores are required for all requests for Plaque Psoriasis including those requests
for patients that have significant involvement of the face, palms, soles of feet or genital region.

All requests (including renewal requests) for etanercept for Plaque Psoriasis must be completed
using the Adalimumab/Etanercept/Infliximab/Ixekizumab/Risankizumab/Secukinumab/Ustekinumab
for Plaque Psoriasis Special Authorization Request Form (ABC 60030).

Polyarticular Juvenile Idiopathic Arthritis

***All new Special Authorization requests for the treatment of adult Plaque Psoriasis for etanercept-
naive patients will be assessed for coverage with Erelzi. Enbrel will not be approved for new
etanercept starts for patients with Plague Psoriasis; however, coverage for Enbrel will continue for
patients who are currently well maintained on Enbrel and are considered a 'responder' as defined in
criteria.

In addition, all new Special Authorization requests for the treatment of Polyarticular Juvenile
Idiopathic Arthritis or pediatric Plaque Psoriasis for etanercept-naive patients weighing 63 kg (138
pounds) or more will be assessed for coverage with Erelzi. Enbrel will be approved for new
etanercept starts for pediatric patients with Polyarticular Juvenile Idiopathic Arthritis or Plaque
Psoriasis weighing less than 63 kg. Coverage for Enbrel will continue for patients with the
indications stated above who are currently well maintained on Enbrel and are considered a
'responder’ as defined in criteria. ***

"Special authorization coverage may be provided for the reduction in signs and symptoms of
severely active polyarticular juvenile idiopathic arthritis (pJIA) in patients 4 years of age and older
who:

- Have 5 or more active joints (defined by either swelling or limitation of motion plus pain and/or
tenderness), AND

- Are refractory to one or more disease modifying anti-rheumatic agents (DMARDS) conventionally
used in children (minimum three month trial).

"Refractory" is defined as one or more of the following: lack of effect, serious adverse effects (e.g.,
leukopenia, hepatitis) or contraindications to treatments as defined in the product monographs.

For coverage, this drug must be prescribed by a prescriber affiliated with a Pediatric Rheumatology
Clinic in Edmonton or Calgary (Pediatric Rheumatology Specialist).

The DBL is not a prescribing or a diagnostic tool. Prescribers should refer to drug monographs and utilize professional judgment.
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- Coverage may be approved for 0.8 mg/kg/dose (maximum dose 50 mg) weekly for 12 weeks.

- Patients will be limited to receiving a one-month supply of etanercept per prescription at their
pharmacy.

- Patients will be permitted to switch from one biologic agent to another (with the exception of
abatacept) following an adequate trial of the first biologic agent if unresponsive to therapy, or due to
serious adverse effects or contraindications. An adequate trial is defined as at a minimum the
completion of induction dosing (e.g. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients will not be permitted to switch from abatacept to other biologic agents except under
exceptional circumstances.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage of this agent beyond 12 weeks, the patient must meet the following criteria:
1) The patient must be assessed by a Pediatric Rheumatology Specialist after 12 weeks, but no
longer than 16 weeks after, treatment with this biologic agent to determine response.

2) The Pediatric Rheumatology Specialist must confirm in writing that the patient is a responder that
meets the following criteria (ACR Pedi 30):

- 30% improvement from baseline in at least three of the following six response variables, with
worsening of 30% or more in no more than one of the six variables. The variables include:

i. global assessment of the severity of the disease by the Pediatric Rheumatology Specialist,

ii. global assessment of overall well-being by the patient or parent,

iii. number of active joints (joints with swelling not due to deformity or joints with limitation of motion
with pain tenderness or both),

iv. number of joints with limitation of motion,

v. functional ability based on CHAQ scores,

vi. ESR or CRP

3) Data from all of the six variables comprising the ACR Pedi 30 and the CHAQ scores must be
reported in each request

Following this assessment, continued coverage may be approved for 0.8 mg/kg/dose (maximum
dose 50 mg) weekly, for a maximum of twelve months. After twelve months, in order to be
considered for continued coverage, the patient must be re-assessed every twelve months by a
Pediatric Rheumatology Specialist and must meet the following criteria:

1) The patient has been assessed by a Pediatric Rheumatology Specialist to determine response,
and

2) The Pediatric RA Specialist must confirm in writing that the patient has maintained a response to
therapy as indicated by maintenance of the ACR Pedi 30,

3) Data from all of the six variables comprising the ACR Pedi 30 and the CHAQ scores must be
reported in each request.

Once a child with pJIA has had two disease-free years, it is common clinical practice for drug
treatment to be stopped.”

All requests (including renewal requests) for etanercept for Polyarticular Juvenile Idiopathic Arthritis
must be completed using the Adalimumab/Etanercept/Tocilizumab for Polyarticular Juvenile
Idiopathic Arthritis Special Authorization Request Form (ABC 60011).

Psoriatic Arthritis

"Special authorization coverage may be provided for use in combination with methotrexate for
reducing signs and symptoms and inhibiting the progression of structural damage of active arthritis
in adult patients (18 years of age or older) with moderate to severe polyarticular psoriatic arthritis
(PsA) or pauciarticular PsA with involvement of knee or hip joint who are refractory or intolerant to:
- Methotrexate at 20 mg (PO, SC or IM) or greater total weekly dosage (15 mg or greater if patient
is 65 years of age or older) for more than 12 weeks. Patients who do not exhibit a clinical response
to PO methotrexate or experience gastrointestinal intolerance to PO methotrexate must have a trial
of parenteral methotrexate before being accepted as refractory; AND

- An adequate trial of another disease modifying anti-rheumatic agent(s) (minimum 4 month trial).

Special authorization coverage of this agent may be provided for use as monotherapy in adult
patients for whom methotrexate is contraindicated and/or for those patients who have experienced
serious adverse effects.

'Refractory' is defined as lack of effect at the recommended doses and for duration of treatments
specified above.

The DBL is not a prescribing or a diagnostic tool. Prescribers should refer to drug monographs and utilize professional judgment.
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'Intolerant’ is defined as demonstrating serious adverse effects or contraindications to treatments as
defined in product monographs.

For coverage, this drug must be initiated by a Specialist in Rheumatology ("RA Specialist").

- Initial coverage may be approved for 50 mg per week for 8 weeks.

- Patients will be limited to receiving a one-month supply of etanercept per prescription at their
pharmacy.

- Patients will be permitted to switch from one biologic agent to another following an adequate trial
of the first biologic agent if unresponsive to therapy, or due to serious adverse effects or
contraindications. An adequate trial is defined as at a minimum the completion of induction dosing
(e.g. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage beyond 8 weeks, the patient must meet the following criteria:

1) The patient must be assessed by an RA Specialist after 8 weeks, but no longer than 12 weeks
after treatment to determine response.

2) The RA Specialist must confirm in writing that the patient is a 'responder' that meets the following
criteria:

- ACR20 OR an improvement of 1.2 units in the DAS28 score [reported to one (1) decimal place];
AND

- An improvement of 0.22 in HAQ score [reported to two (2) decimal places].

It should be noted that the initial score for the DAS28 or HAQ score on record will be rounded to the
correct number of decimal places as indicated above.

Following this assessment, continued coverage may be approved for 50 mg per week, for a period
of 12 months. Ongoing coverage may be considered if the following criteria are met at the end of
each 12-month period:

1) The patient has been assessed by an RA Specialist to determine response;

2) The RA Specialist must confirm in writing that the patient has maintained a response to therapy
as indicated by:

- Confirmation of maintenance of ACR20, or

- Maintenance of a minimum improvement of 1.2 units in DAS28 score [reported to one (1) decimal
place] from baseline.

3) A current HAQ score [reported to two (2) decimal places] must be included with all renewal
requests.

It should be noted that the initial score for the DAS28 or HAQ score on record will be rounded to the
correct number of decimal places as indicated above."

All requests (including renewal requests) for etanercept for Psoriatic Arthritis must be completed
using the Adalimumab/Certolizumab/Etanercept/Golimumab/Infliximab/Ixekizumab/Secukinumab
for Psoriatic Arthritis Special Authorization Request Form (ABC 60029).

Rheumatoid Arthritis

"Special authorization coverage may be provided for use in combination with methotrexate for the
reduction in signs and symptoms of severely active Rheumatoid Arthritis (RA) in adult patients (18
years of age or older) who are refractory or intolerant to:

- Methotrexate at 20 mg (PO, SC or IM) or greater total weekly dosage (15 mg or greater if patient

is 65 years of age or older) for more than 12 weeks. Patients who do not exhibit a clinical response
to PO methotrexate or experience gastrointestinal intolerance to PO methotrexate must have a trial
of parenteral methotrexate before being accepted as refractory; AND

- Methotrexate with other disease modifying anti-rheumatic agent(s) (minimum 4-month trial). [e.g.,
methotrexate with hydroxychloroquine or methotrexate with sulfasalazine]; AND

- Leflunomide (minimum 10 week trial at 20 mg daily).

Special authorization coverage of this agent may be provided for use as monotherapy in adult
patients for whom methotrexate is contraindicated and/or for those patients who have experienced
serious adverse effects.

'Refractory’ is defined as lack of effect at the recommended doses and for duration of treatments
specified above.
‘Intolerant' is defined as demonstrating serious adverse effects or contraindications to treatments as
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defined in product monographs.
For coverage, this drug must be initiated by a Specialist in Rheumatology ("RA Specialist").

- Initial coverage may be approved for 50 mg per week for 8 weeks.

- Patients will be limited to receiving a one-month supply of etanercept per prescription at their
pharmacy.

- Patients will be permitted to switch from one biologic agent to another (with the exception of
anakinra) following an adequate trial of the first biologic agent if unresponsive to therapy, or due to
serious adverse effects or contraindications. An adequate trial is defined as at a minimum the
completion of induction dosing (e.g. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients will not be permitted to switch from anakinra to other biologic agents except under
exceptional circumstances.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage beyond 8 weeks, the patient must meet the following criteria:

1) The patient must be assessed by an RA Specialist after 8 weeks, but no longer than 12 weeks
after treatment to determine response.

2) The RA Specialist must confirm in writing that the patient is a 'responder' that meets the following
criteria:

- ACR20 OR an improvement of 1.2 units in the DAS28 score [reported to one (1) decimal place];
AND

- An improvement of 0.22 in HAQ score [reported to two (2) decimal places].

It should be noted that the initial score for the DAS28 or HAQ score on record will be rounded to the
correct number of decimal places as indicated above.

Following this assessment, continued coverage may be approved for 50 mg per week, for a period
of 12 months. Ongoing coverage may be considered only if the following criteria are met at the end
of each 12-month period:

1) The patient has been assessed by an RA Specialist to determine response;

2) The RA Specialist must confirm in writing that the patient has maintained a response to therapy
as indicated by:

- Confirmation of maintenance of ACR20, or

- Maintenance of a minimum improvement of 1.2 units in DAS28 score [reported to one (1) decimal
place] from baseline.

3) A current HAQ score [reported to two (2) decimal places] must be included with all renewal
requests.

It should be noted that the initial score for the DAS28 or HAQ score on record will be rounded to the
correct number of decimal places as indicated above."

All requests (including renewal requests) for etanercept for Rheumatoid Arthritis must be completed
using the
Abatacept/Adalimumab/Anakinra/Certolizumab/Etanercept/Golimumab/Infliximab/Sarilumab/Tociliz
umab/Tofacitinib for Rheumatoid Arthritis Special Authorization Request Form (ABC 60027).

[ 00002462850 ERELZI (SENSOREADY AUTO INJECTOR) SDZ $ 241.0000
Ankylosing Spondylitis

"Special authorization coverage may be provided for the reduction in the signs and symptoms of
severely active Ankylosing Spondylitis, as defined by the Modified New York criteria for Ankylosing
Spondylitis, in adult patients (18 years of age or older) who have active disease as demonstrated

by:

- a BASDAI greater than or equal to 4 units, demonstrated on 2 occasions at least 8 weeks apart
AND

- a Spinal Pain VAS of greater than or equal to 4 cm (on a 0-10 cm scale), demonstrated on 2
occasions at least 8 weeks apart AND

- who are refractory or intolerant to treatment with 2 or more NSAIDS each taken for a minimum of
4 weeks at maximum tolerated or recommended doses.

'Refractory’ is defined as lack of effect at the recommended doses and for duration of treatments
specified above.

The DBL is not a prescribing or a diagnostic tool. Prescribers should refer to drug monographs and utilize professional judgment.
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'Intolerant’ is defined as demonstrating serious adverse effects or contraindications to treatments as
defined in product monographs.

For coverage, this drug must be initiated by a Specialist in Rheumatology ("RA Specialist").

- Initial coverage may be approved for 50 mg per week for 12 weeks.

- Patients will be limited to receiving a one-month supply of etanercept per prescription at their
pharmacy.

- Patients will be permitted to switch from one biologic agent to another following an adequate trial
of the first biologic agent if unresponsive to therapy, or due to serious adverse effects or
contraindications. An adequate trial is defined as at a minimum the completion of induction dosing
(e.g. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage beyond 12 weeks, the patient must meet the following criteria:

1) The patient must be assessed at week 12 by an RA Specialist after the initial twelve weeks of
therapy to determine response.

2) The RA Specialist must confirm, in writing, that the patient is a 'responder' that meets the
following criteria:

- Reduction of the BASDAI score by at least 50% of the pre-treatment value or by 2 or more units,
AND

- Reduction of the Spinal Pain VAS by 2 cm or more.

Following this assessment, continued coverage may be approved for 50 mg per week for a period
of 12 months. Ongoing coverage may be considered if the patient is re-assessed by an RA
Specialist every 12 months and is confirmed to be continuing to respond to therapy by meeting
criteria as outlined in (2) above."

All requests (including renewal requests) for etanercept for Ankylosing Spondylitis must be
completed using the Adalimumab/Certolizumab/Etanercept/Golimumab/Infliximab/Secukinumab for
Ankylosing Spondylitis Special Authorization Request Form (ABC 60028).

Plaque Psoriasis

***All new Special Authorization requests for the treatment of adult Plaque Psoriasis for etanercept-
naive patients will be assessed for coverage with Erelzi. Enbrel will not be approved for new
etanercept starts for patients with Plague Psoriasis; however, coverage for Enbrel will continue for
patients who are currently well maintained on Enbrel and are considered a 'responder' as defined in
criteria.

In addition, all new Special Authorization requests for the treatment of Polyarticular Juvenile
Idiopathic Arthritis or pediatric Plaque Psoriasis for etanercept-naive patients weighing 63 kg (138
pounds) or more will be assessed for coverage with Erelzi. Enbrel will be approved for new
etanercept starts for pediatric patients with Polyarticular Juvenile Idiopathic Arthritis or Plaque
Psoriasis weighing less than 63 kg. Coverage for Enbrel will continue for patients with the
indications stated above who are currently well maintained on Enbrel and are considered a
‘responder’ as defined in criteria. ***

"Special authorization coverage may be provided for the reduction in signs and symptoms of
severe, debilitating plaque psoriasis in patients who:

- Have a total PASI of 10 or more and a DLQI of more than 10, OR

- Who have significant involvement of the face, palms of the hands, soles of the feet or genital
region; AND

- Who are refractory or intolerant to:

- Methotrexate at 20 mg (PO, SC or IM) or greater total weekly dosage (15 mg or greater if patient
is 65 years of age or older) for more than 12 weeks. Patients who experience gastrointestinal
intolerance to PO methotrexate must have a trial of parenteral methotrexate before being accepted
as refractory, OR

- Cyclosporine (6 weeks treatment); AND

- Phototherapy (unless restricted by geographic location)

Patients who have a contraindication to either cyclosporine or methotrexate will be required to
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complete an adequate trial of the other pre-requisite medication prior to potential coverage being
considered.

'Refractory’ is defined as lack of effect at the recommended doses and for duration of treatments
specified above.

'Intolerant’ is defined as demonstrating serious adverse effects or contraindications to treatments as
defined in product monographs.

For coverage, this drug must be prescribed by a Specialist in Dermatology ("Dermatology
Specialist").

-Initial coverage may be approved for up to 100 mg per week for 12 weeks.

-Patients will be limited to receiving a one-month supply of etanercept per prescription at their
pharmacy.

- Patients will be permitted to switch from one biologic agent to another following an adequate trial
of the first biologic agent if unresponsive to therapy, or due to serious adverse effects or
contraindications. An adequate trial is defined as at a minimum the completion of induction dosing
(e.g. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage beyond 12 weeks, the patient must meet all of the following criteria:

1) The patient must be assessed by a Dermatology Specialist after the initial 12 weeks of therapy to
determine response.

2) The Dermatology Specialist must confirm, in writing, that the patient is a 'responder’ that meets
the following criteria:

- Greater than or equal to 75% reduction in PASI score, OR

- Greater than or equal to 50% reduction in PASI score AND improvement of greater than or equal
to 5 points in the DLQI

Following this assessment, continued coverage may be considered for 50 mg per week for a period
of 12 months. Ongoing coverage may be considered if the patient is re-assessed by a Dermatology
Specialist every 12 months and is confirmed to be continuing to respond to therapy by meeting
criteria as outlined in (2) above."

PASI and DLQI scores are required for all requests for Plaque Psoriasis including those requests
for patients that have significant involvement of the face, palms, soles of feet or genital region.

All requests (including renewal requests) for etanercept for Plaque Psoriasis must be completed
using the Adalimumab/Etanercept/Infliximab/Ixekizumab/Risankizumab/Secukinumab/Ustekinumab
for Plaque Psoriasis Special Authorization Request Form (ABC 60030).

Polyarticular Juvenile Idiopathic Arthritis

***All new Special Authorization requests for the treatment of adult Plaque Psoriasis for etanercept-
naive patients will be assessed for coverage with Erelzi. Enbrel will not be approved for new
etanercept starts for patients with Plague Psoriasis; however, coverage for Enbrel will continue for
patients who are currently well maintained on Enbrel and are considered a 'responder' as defined in
criteria.

In addition, all new Special Authorization requests for the treatment of Polyarticular Juvenile
Idiopathic Arthritis or pediatric Plaque Psoriasis for etanercept-naive patients weighing 63 kg (138
pounds) or more will be assessed for coverage with Erelzi. Enbrel will be approved for new
etanercept starts for pediatric patients with Polyarticular Juvenile Idiopathic Arthritis or Plaque
Psoriasis weighing less than 63 kg. Coverage for Enbrel will continue for patients with the
indications stated above who are currently well maintained on Enbrel and are considered a
'responder’ as defined in criteria. ***

"Special authorization coverage may be provided for the reduction in signs and symptoms of
severely active polyarticular juvenile idiopathic arthritis (pJIA) in patients 4 years of age and older
who:

- Have 5 or more active joints (defined by either swelling or limitation of motion plus pain and/or
tenderness), AND

- Are refractory to one or more disease modifying anti-rheumatic agents (DMARDS) conventionally
used in children (minimum three month trial).

The DBL is not a prescribing or a diagnostic tool. Prescribers should refer to drug monographs and utilize professional judgment.
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"Refractory" is defined as one or more of the following: lack of effect, serious adverse effects (e.qg.,
leukopenia, hepatitis) or contraindications to treatments as defined in the product monographs.

For coverage, this drug must be prescribed by a prescriber affiliated with a Pediatric Rheumatology
Clinic in Edmonton or Calgary (Pediatric Rheumatology Specialist).

- Coverage may be approved for 0.8 mg/kg/dose (maximum dose 50 mg) weekly for 12 weeks.

- Patients will be limited to receiving a one-month supply of etanercept per prescription at their
pharmacy.

- Patients will be permitted to switch from one biologic agent to another (with the exception of
abatacept) following an adequate trial of the first biologic agent if unresponsive to therapy, or due to
serious adverse effects or contraindications. An adequate trial is defined as at a minimum the
completion of induction dosing (e.g. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients will not be permitted to switch from abatacept to other biologic agents except under
exceptional circumstances.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage of this agent beyond 12 weeks, the patient must meet the following criteria:
1) The patient must be assessed by a Pediatric Rheumatology Specialist after 12 weeks, but no
longer than 16 weeks after, treatment with this biologic agent to determine response.

2) The Pediatric Rheumatology Specialist must confirm in writing that the patient is a responder that
meets the following criteria (ACR Pedi 30):

- 30% improvement from baseline in at least three of the following six response variables, with
worsening of 30% or more in no more than one of the six variables. The variables include:

i. global assessment of the severity of the disease by the Pediatric Rheumatology Specialist,

ii. global assessment of overall well-being by the patient or parent,

iii. number of active joints (joints with swelling not due to deformity or joints with limitation of motion
with pain tenderness or both),

iv. number of joints with limitation of motion,

v. functional ability based on CHAQ scores,

vi. ESR or CRP

3) Data from all of the six variables comprising the ACR Pedi 30 and the CHAQ scores must be
reported in each request

Following this assessment, continued coverage may be approved for 0.8 mg/kg/dose (maximum
dose 50 mg) weekly, for a maximum of twelve months. After twelve months, in order to be
considered for continued coverage, the patient must be re-assessed every twelve months by a
Pediatric Rheumatology Specialist and must meet the following criteria:

1) The patient has been assessed by a Pediatric Rheumatology Specialist to determine response,
and

2) The Pediatric RA Specialist must confirm in writing that the patient has maintained a response to
therapy as indicated by maintenance of the ACR Pedi 30,

3) Data from all of the six variables comprising the ACR Pedi 30 and the CHAQ scores must be
reported in each request.

Once a child with pJIA has had two disease-free years, it is common clinical practice for drug
treatment to be stopped.”

All requests (including renewal requests) for etanercept for Polyarticular Juvenile Idiopathic Arthritis
must be completed using the Adalimumab/Etanercept/Tocilizumab for Polyarticular Juvenile
Idiopathic Arthritis Special Authorization Request Form (ABC 60011).

Psoriatic Arthritis

"Special authorization coverage may be provided for use in combination with methotrexate for
reducing signs and symptoms and inhibiting the progression of structural damage of active arthritis
in adult patients (18 years of age or older) with moderate to severe polyarticular psoriatic arthritis
(PsA) or pauciarticular PsA with involvement of knee or hip joint who are refractory or intolerant to:
- Methotrexate at 20 mg (PO, SC or IM) or greater total weekly dosage (15 mg or greater if patient
is 65 years of age or older) for more than 12 weeks. Patients who do not exhibit a clinical response
to PO methotrexate or experience gastrointestinal intolerance to PO methotrexate must have a trial
of parenteral methotrexate before being accepted as refractory; AND

- An adequate trial of another disease modifying anti-rheumatic agent(s) (minimum 4 month trial).
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Special authorization coverage of this agent may be provided for use as monotherapy in adult
patients for whom methotrexate is contraindicated and/or for those patients who have experienced
serious adverse effects.

'Refractory’ is defined as lack of effect at the recommended doses and for duration of treatments
specified above.

'Intolerant’ is defined as demonstrating serious adverse effects or contraindications to treatments as
defined in product monographs.

For coverage, this drug must be initiated by a Specialist in Rheumatology ("RA Specialist").

- Initial coverage may be approved for 50 mg per week for 8 weeks.

- Patients will be limited to receiving a one-month supply of etanercept per prescription at their
pharmacy.

- Patients will be permitted to switch from one biologic agent to another following an adequate trial
of the first biologic agent if unresponsive to therapy, or due to serious adverse effects or
contraindications. An adequate trial is defined as at a minimum the completion of induction dosing
(e.g. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage beyond 8 weeks, the patient must meet the following criteria:

1) The patient must be assessed by an RA Specialist after 8 weeks, but no longer than 12 weeks
after treatment to determine response.

2) The RA Specialist must confirm in writing that the patient is a ‘'responder' that meets the following
criteria:

- ACR20 OR an improvement of 1.2 units in the DAS28 score [reported to one (1) decimal place];
AND

- An improvement of 0.22 in HAQ score [reported to two (2) decimal places].

It should be noted that the initial score for the DAS28 or HAQ score on record will be rounded to the
correct number of decimal places as indicated above.

Following this assessment, continued coverage may be approved for 50 mg per week, for a period
of 12 months. Ongoing coverage may be considered if the following criteria are met at the end of
each 12-month period:

1) The patient has been assessed by an RA Specialist to determine response;

2) The RA Specialist must confirm in writing that the patient has maintained a response to therapy
as indicated by:

- Confirmation of maintenance of ACR20, or

- Maintenance of a minimum improvement of 1.2 units in DAS28 score [reported to one (1) decimal
place] from baseline.

3) A current HAQ score [reported to two (2) decimal places] must be included with all renewal
requests.

It should be noted that the initial score for the DAS28 or HAQ score on record will be rounded to the
correct number of decimal places as indicated above."

All requests (including renewal requests) for etanercept for Psoriatic Arthritis must be completed
using the Adalimumab/Certolizumab/Etanercept/Golimumab/Infliximab/Ixekizumab/Secukinumab
for Psoriatic Arthritis Special Authorization Request Form (ABC 60029).

Rheumatoid Arthritis

"Special authorization coverage may be provided for use in combination with methotrexate for the
reduction in signs and symptoms of severely active Rheumatoid Arthritis (RA) in adult patients (18
years of age or older) who are refractory or intolerant to:

- Methotrexate at 20 mg (PO, SC or IM) or greater total weekly dosage (15 mg or greater if patient

is 65 years of age or older) for more than 12 weeks. Patients who do not exhibit a clinical response
to PO methotrexate or experience gastrointestinal intolerance to PO methotrexate must have a trial
of parenteral methotrexate before being accepted as refractory; AND

- Methotrexate with other disease modifying anti-rheumatic agent(s) (minimum 4-month trial). [e.g.,
methotrexate with hydroxychloroquine or methotrexate with sulfasalazine]; AND

- Leflunomide (minimum 10 week trial at 20 mg daily).

Special authorization coverage of this agent may be provided for use as monotherapy in adult
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patients for whom methotrexate is contraindicated and/or for those patients who have experienced
serious adverse effects.

'Refractory’ is defined as lack of effect at the recommended doses and for duration of treatments
specified above.

'Intolerant’ is defined as demonstrating serious adverse effects or contraindications to treatments as
defined in product monographs.

For coverage, this drug must be initiated by a Specialist in Rheumatology ("RA Specialist").

- Initial coverage may be approved for 50 mg per week for 8 weeks.

- Patients will be limited to receiving a one-month supply of etanercept per prescription at their
pharmacy.

- Patients will be permitted to switch from one biologic agent to another (with the exception of
anakinra) following an adequate trial of the first biologic agent if unresponsive to therapy, or due to
serious adverse effects or contraindications. An adequate trial is defined as at a minimum the
completion of induction dosing (e.qg. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients will not be permitted to switch from anakinra to other biologic agents except under
exceptional circumstances.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage beyond 8 weeks, the patient must meet the following criteria:

1) The patient must be assessed by an RA Specialist after 8 weeks, but no longer than 12 weeks
after treatment to determine response.

2) The RA Specialist must confirm in writing that the patient is a ‘'responder' that meets the following
criteria:

- ACR20 OR an improvement of 1.2 units in the DAS28 score [reported to one (1) decimal place];
AND

- An improvement of 0.22 in HAQ score [reported to two (2) decimal places].

It should be noted that the initial score for the DAS28 or HAQ score on record will be rounded to the
correct number of decimal places as indicated above.

Following this assessment, continued coverage may be approved for 50 mg per week, for a period
of 12 months. Ongoing coverage may be considered only if the following criteria are met at the end
of each 12-month period:

1) The patient has been assessed by an RA Specialist to determine response;

2) The RA Specialist must confirm in writing that the patient has maintained a response to therapy
as indicated by:

- Confirmation of maintenance of ACR20, or

- Maintenance of a minimum improvement of 1.2 units in DAS28 score [reported to one (1) decimal
place] from baseline.

3) A current HAQ score [reported to two (2) decimal places] must be included with all renewal
requests.

It should be noted that the initial score for the DAS28 or HAQ score on record will be rounded to the
correct number of decimal places as indicated above."

All requests (including renewal requests) for etanercept for Rheumatoid Arthritis must be completed
using the
Abatacept/Adalimumab/Anakinra/Certolizumab/Etanercept/Golimumab/Infliximab/Sarilumab/Tociliz
umab/Tofacitinib for Rheumatoid Arthritis Special Authorization Request Form (ABC 60027).
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"In patients with non-myeloid malignancies, receiving myelosuppressive anti-neoplastic drugs
with curative intent, to decrease the incidence of infection, as manifested by febrile neutropenia.”

"Following induction and consolidation treatment for acute myeloid leukemia, for the reduction in
the duration of neutropenia, fever, antibiotic use and hospitalization."

"In patients with a diagnosis of congenital, cyclic or idiopathic neutropenia, to increase neutrophil

counts and to reduce the incidence and duration of infection."

Please note for the first criterion: Coverage cannot be considered for palliative patients.

All requests for filgrastim must be completed using the Filgrastim/Pedfilgrastim/Plerixafor

Special Authorization Request Form (ABC 60013).

0.3 MG /ML INJECTION

[ 00002485591  NIVESTYM
00002485656  NIVESTYM (1.6 ML)
[ 00001968017 NEUPOGEN
0.3 MG /SYR INJECTION SYRINGE
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GLATIRAMER ACETATE
20 MG/ SYR INJECTION SYRINGE
00002460661  GLATECT PMS $ 32.4000

"Special authorization coverage may be provided for the reduction of the frequency and severity of
clinical relapses and reduction of the number and volume of active brain lesions, identified on MRI
scans, in ambulatory patients with relapsing remitting multiple sclerosis.

Coverage

For coverage, this drug must be prescribed by a registered MS Neurologist. A current assessment
must be completed by a registered MS Neurologist at every request.

To register to become an MS Neurologist please complete the Registration for MS Neurologist
Status Form (ABC 60002).

Initial Coverage
1) The registered MS Neurologist must confirm a diagnosis of RRMS;

2) The patient must have active disease which is defined as at least two relapses* of MS during the
previous two years or in the two years prior to starting an MS disease modifying therapy (DMT).

*A relapse is defined as the appearance of new symptoms or worsening of old symptoms, lasting at
least 48 hours in the absence of fever, not associated with withdrawal from steroids. Onset of
clinical relapses must be separated by a period of at least one month. At least one new T2 lesion or
definite gadolinium-enhancing T1 MRI lesion (not questionable faint enhancement) obtained at least
90 days after initiation of the DMT and at least 90 days before or after a relapse may substitute for
one clinical relapse.

3) The patient must be ambulatory with or without aid (The registered MS Neurologist must provide
a current updated Expanded Disability Status Scale (EDSS) score less than or equal to 6.5).

Coverage may be approved for up to 12 months. Patients will be limited to receiving a one-month
supply of glatiramer acetate per prescription at their pharmacy for the first 12 months of coverage.

Continued Coverage

For continued coverage beyond the initial coverage period, the patient must meet the following
criteria:

1) The patient must be assessed by a registered MS Neurologist;
2) The registered MS Neurologist must confirm a diagnosis of RRMS;

3) The registered MS Neurologist must provide a current updated EDSS score. The patient must
not have an EDSS score of 7.0 or above sustained for one year or more.

Coverage of this drug may be considered in a patient with a sustained EDSS score of 7.0 or above
in exceptional circumstances. For MS DMT coverage to be considered, details of the exceptional
circumstance must be provided in a letter from the registered MS Neurologist and accompany the
Special Authorization Request Form.

Continued coverage may be approved for up to 12 months. Patients may receive up to 100 days'
supply of glatiramer acetate per prescription at their pharmacy.

Restarting After an Interruption in Therapy Greater Than 12 Months

In order to be eligible for coverage, after an interruption in therapy greater than 12 months, the
patient must meet the following criteria:

1) At least one relapse* per 12 month period; or
2) At least two relapses* during the previous 24 month period."”

All requests (including renewal requests) for glatiramer acetate must be completed using the
Dimethyl Fumarate/Glatiramer Acetate/Interferon Beta-1a/Ocrelizumab/Peginterferon Beta-
la/Teriflunomide for RRMS/Interferon Beta-1b for SPMS or RRMS Special Authorization Request
Form (ABC 60001).
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INFLIXIMAB
100 MG / VIAL  INJECTION
00002470373  RENFLEXIS SSB $ 493.0000

Ankylosing Spondylitis

"Special authorization coverage may be provided for the reduction in the signs and symptoms and
improvement in physical function of severely active Ankylosing Spondylitis, as defined by the
Modified New York criteria for Ankylosing Spondylitis, in adult patients (18 years of age or older)
who have active disease as demonstrated by:

- a BASDAI greater than or equal to 4 units, demonstrated on 2 occasions at least 8 weeks apart
AND

- a Spinal Pain VAS of greater than or equal to 4 cm (on a 0-10 cm scale), demonstrated on 2
occasions at least 8 weeks apart AND

- who are refractory or intolerant to treatment with 2 or more NSAIDS each taken for a minimum of
4 weeks at maximum tolerated or recommended doses.

'Refractory' is defined as lack of effect at the recommended doses and for duration of treatments
specified above.

'Intolerant’ is defined as demonstrating serious adverse effects or contraindications to treatments as
defined in product monographs.

For coverage, this drug must be initiated by a Specialist in Rheumatology ("RA Specialist").

- Initial coverage may be approved for three doses as follows: An initial dose of 5 mg/kg, followed
by additional 5 mg/kg doses at 2 and 6 weeks after the first infusion.

- Patients will be limited to receiving one dose of infliximab per prescription at their pharmacy.

- Patients will be permitted to switch from one biologic agent to another following an adequate trial
of the first biologic agent if unresponsive to therapy, or due to serious adverse effects or
contraindications. An adequate trial is defined as at a minimum the completion of induction dosing
(e.g. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage beyond three doses, the patient must meet the following criteria:

1) The patient must be assessed by an RA Specialist after the initial three doses to determine
response.

2) The RA Specialist must confirm, in writing, that the patient is a 'responder’ that meets the
following criteria:

- Reduction of the BASDAI score by at least 50% of the pre-treatment value or by 2 or more units,
AND

- Reduction of the Spinal Pain VAS by 2 cm or more.

Following this assessment, continued coverage may be approved for one 5 mg/kg dose of
infliximab every 6 to 8 weeks for a period of 12 months. Ongoing coverage may be considered if the
patient is re-assessed by an RA Specialist every 12 months and is confirmed to be continuing to
respond to therapy by meeting criteria as outlined in (2) above."

All requests (including renewal requests) for infliximab for Ankylosing Spondylitis must be
completed using the Adalimumab/Certolizumab/Etanercept/Golimumab/Infliximab/Secukinumab for
Ankylosing Spondylitis Special Authorization Request Form (ABC 60028).

Moderately to Severely Active Crohn's Disease and Fistulizing Crohn's Disease

"Special authorization coverage may be approved for coverage of infliximab for the reduction in
signs and symptoms and induction and maintenance of clinical remission of Moderately to Severely
Active Crohn's Disease and/or treatment of Fistulizing Crohn's Disease in patients who meet the
following criteria:

- Infliximab must be prescribed by a Specialist in Gastroenterology or a physician appropriately
trained by the University of Alberta or the University of Calgary and recognized as a prescriber by
Alberta Blue Cross for infliximab for coverage for the treatment of Moderately to Severely Active
Crohn's Disease and/or Fistulizing Crohn's Disease patients ("Specialist’).

- Patients must be 18 years of age or older to be considered for coverage of infliximab.

- Patients will be limited to receiving one dose of infliximab per prescription at their pharmacy.

- Patients may be allowed to switch from one biologic agent to another following an adequate trial of
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the first biologic agent if unresponsive to therapy (both primary loss of response and secondary loss
of response) or due to serious adverse effects or contraindications. An adequate trial is defined as
at a minimum the completion of induction dosing (e.g. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

Prior to initiation of infliximab therapy for New Patients:

‘New Patients' are patients who have never been treated with infliximab by any health care
provider.

Moderately to Severely Active Crohn's Disease:

Prior to initiation of infliximab therapy, New Patients must have a current Modified (without the
physical exam) Harvey Bradshaw Index score of greater than or equal to 7 (New Patient's Baseline
Score), AND be Refractory.

Refractory is defined as one or more of the following:

1) Serious adverse effects or reactions to the treatments specified below; OR

2) Contraindications (as defined in product monographs) to the treatments specified below; OR
3) Previous documented lack of effect at doses and for duration of all treatments specified below:
a) mesalamine: minimum of 3 grams/day for a minimum of 6 weeks; AND refractory to, or
dependent on, glucocorticoids:

following at least one tapering dosing schedule of 40 mg/day, tapering by 5 mg each week to 20
mg, then tapering by 2.5 mg each week to zero, or similar;

[Note: Patients who have used the above treatments in combination will not be required to be
challenged with individual treatments as monotherapy]

AND

b) Immunosuppressive therapy as follows:

- Azathioprine: minimum of 2 mg/kg/day for a minimum of 3 months; OR

- 6-mercaptopurine: minimum of 1 mg/kg/day for a minimum of 3 months; OR

- Methotrexate: minimum or 15 mg/week for a minimum of 3 months.

OR

- Immunosuppressive therapy discontinued at less than 3 months due to serious adverse effects or
reactions.

Applications for coverage must include information regarding the dosages and duration of trial of
each treatment the patient received, a description of any adverse effects, reactions,
contraindications and/or lack of effect, as well as any other information requested by Alberta Blue
Cross.

Fistulizing Crohn's Disease:

Prior to initiation of infliximab therapy, New Patients must have actively draining perianal or
enterocutaneous fistula(s) that have recurred or persisted despite:

a) A course of an appropriate dose of antibiotic therapy (e.g. ciprofloxacin or metronidazole) for a
minimum of 3 weeks; AND

b) Immunosuppressive therapy:

- Azathioprine: minimum of 2 mg/kg/day for a minimum of 6 weeks; OR

- 6-mercaptopurine: minimum of 1 mg/kg/day for a minimum of 6 weeks; OR

- Immunosuppressive therapy discontinued at less than 6 weeks due to serious adverse effects or
reactions.

[Note: Patients who have used the above treatments in combination for the treatment of Fistulizing
Crohn's will not be required to be challenged with individual treatments as monotherapy]

Applications for coverage must include information regarding the dosages and duration of trial of
each treatment the patient received, a description of any adverse effects, reactions,
contraindications and/or lack of effect, as well as any other information requested by Alberta Blue
Cross.

Coverage Criteria for Moderately to Severely Active Crohn's Disease AND/OR Fistulizing Crohn's
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Disease

- New Patients must meet the criteria above prior to being considered for approval.
- All approvals are also subject to the following applicable criteria.

Induction Dosing for New Patients:

- Coverage for Induction Dosing may only be approved for New Patients (those who have never
been treated with infliximab by any health care provider).

- 'Induction Dosing' means a maximum of one 5 mg/kg dose of infliximab per New Patient at each
0, 2 and 6 weeks (for a maximum total of three doses).

- New Patients are eligible to receive Induction Dosing only once, after which time the Maintenance
Dosing for New Patients and Continued Coverage for Maintenance Dosing criteria will apply.

Maintenance Dosing:

'Maintenance Dosing' means one 5 mg/kg dose of infliximab per patient provided no more often
than every 8 weeks for a period of 12 months to:

- New Patients following the completion of Induction Dosing; OR

- Existing Patients, who are patients that are being treated, or have previously been treated, with
infliximab.

Maintenance Dosing for New Patients after Completion of Induction Dosing:

- The New Patient must be assessed by a Specialist between weeks 10 and 14 after the initiation of
Induction Dosing to determine response by obtaining a Modified Harvey Bradshaw Index score for
patients with Moderately to Severely Active Crohn's Disease and/or closure of individual fistulas as
evidenced by no or minimal fistula drainage despite gentle finger compression of fistulas that were
draining at baseline for Fistulizing Crohn's; AND

- The Specialist must confirm the Modified Harvey Bradshaw Index score shows a decrease from
the New Patient's Baseline Score of greater than or equal to 3 points for patients with Moderately to
Severely Active Crohn's and/or confirm closure of individual fistulas as evidenced by no or minimal
fistula drainage despite gentle finger compression of fistulas that were draining at baseline for
Fistulizing Crohn's.

Maintenance Dosing for Existing Patients:

- The patient must be assessed by a Specialist at least 4 to 8 weeks after the day the last dose of
infliximab was administered to the patient and prior to administration of the next dose to obtain: a
Modified Harvey Bradshaw Index Score (Existing Patient's Baseline Score) for Moderately to
Severely Active Crohn's and/or closure of individual fistulas as evidenced by no or minimal fistula
drainage despite gentle finger compression of fistulas that were draining at baseline for Fistulizing
Crohn's; AND

- these measures must be provided to Alberta Blue Cross for assessment for continued coverage
for maintenance dosing.

(For existing patients with Moderately to Severely Active Crohn's Disease with an incomplete
response or for existing patients with Fistulizing Crohn's who respond then lose their response, the
dose may be adjusted to 10 mg/kg by making an additional special authorization request to Alberta
Blue Cross for the increased dose.)

Continued Coverage for Maintenance Dosing:

Continued coverage may be considered for one 5 mg/kg dose of infliximab per patient provided no
more often than every 8 weeks for a period of 12 months, if the following criteria are met at the end
of each 12 month period:

- The New Patient or the Existing Patient must be assessed by a Specialist at least 4 to 6 weeks
after the day the last dose of infliximab was administered to the patient and prior to the
administration of the next dose to obtain a Modified Harvey Bradshaw Index Score for Moderately
to Severely Active Crohn's and/or closure of individual fistulas as evidenced by no or minimal fistula
drainage despite gentle finger compression of fistulas that were draining at baseline for Fistulizing
Crohn's; AND

- For New Patients: The Specialist must confirm that the patient has maintained a greater than or
equal to 3 point decrease from the New Patient's Baseline Score for Moderately to Severely Active
Crohn's and/or closure of individual fistulas as evidenced by no or minimal fistula drainage despite
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gentle finger compression of fistulas that were draining at baseline for Fistulizing Crohn's; OR

- For Existing Patients: The Specialist must confirm that the patient has maintained the Existing
Patient's Baseline Score and/or closure of individual fistulas as evidenced by no or minimal fistula
drainage despite gentle finger compression of fistulas that were draining at baseline for Fistulizing
Crohn's.

(For new and existing patients with Moderately to Severely Active Crohn's Disease with an
incomplete response or for new and existing patients with Fistulizing Crohn's who respond then
lose their response, the maintenance dose may be adjusted to 10 mg/kg by making an additional
special authorization request to Alberta Blue Cross for the increased dose.)"

All requests (including renewal requests) for infliximab for Moderately to Severely Active Crohn's
Disease and Fistulizing Crohn's Disease must be completed using the Adalimumab/Vedolizumab
for Crohn's/Infliximab for Crohn's/Fistulizing Crohn's Disease Special Authorization Request Form
(ABC 60031).

Plaque Psoriasis

"Special authorization coverage may be provided for the reduction in signs and symptoms of
severe, debilitating plaque psoriasis in patients who:

- Have a total PASI of 10 or more and a DLQI of more than 10, OR

- Who have significant involvement of the face, palms of the hands, soles of the feet or genital
region; AND

- Who are refractory or intolerant to:

- Methotrexate at 20 mg (PO, SC or IM) or greater total weekly dosage (15 mg or greater if patient
is 65 years of age or older) for more than 12 weeks. Patients who experience gastrointestinal
intolerance to PO methotrexate must have a trial of parenteral methotrexate before being accepted
as refractory, OR

- Cyclosporine (6 weeks treatment); AND

- Phototherapy (unless restricted by geographic location)

Patients who have a contraindication to either cyclosporine or methotrexate will be required to
complete an adequate trial of the other pre-requisite medication prior to potential coverage being
considered.

'Refractory’ is defined as lack of effect at the recommended doses and for duration of treatments
specified above.

'Intolerant’ is defined as demonstrating serious adverse effects or contraindications to treatments as
defined in product monographs.

For coverage, this drug must be prescribed by a Specialist in Dermatology ("Dermatology
Specialist").

- Initial coverage may be approved as follows: An initial dose of 5 mg/kg, followed by additional 5
mg/kg doses at 2 and 6 weeks after the first infusion.

- Patients will be limited to receiving one dose of infliximab per prescription at their pharmacy.

- Patients will be permitted to switch from one biologic agent to another following an adequate trial
of the first biologic agent if unresponsive to therapy, or due to serious adverse effects or
contraindications. An adequate trial is defined as at a minimum the completion of induction dosing
(e.g. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage beyond three doses, the patient must meet all of the following criteria:

1) The patient must be assessed by a Dermatology Specialist after the initial three doses to
determine response.

2) The Dermatology Specialist must confirm, in writing, that the patient is a 'responder’ that meets
the following criteria:

- Greater than or equal to 75% reduction in PASI score, or

- Greater than or equal to 50% reduction in PASI score AND improvement of greater than or equal
to 5 points in the DLQI.

Following this assessment, continued coverage may be considered for one 5 mg/kg dose of
infliximab every 8 weeks for a period of 12 months. Ongoing coverage may be considered if the
patient is re-assessed by a Dermatology Specialist every 12 months and is confirmed to be
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continuing to respond to therapy by meeting criteria as outlined in (2) above."

PASI and DLQI scores are required for all requests for Plaque Psoriasis including those requests
for patients that have significant involvement of the face, palms, soles of feet or genital region.

All requests (including renewal requests) for infliximab for Plaque Psoriasis must be completed
using the Adalimumab/Etanercept/Infliximab/Ixekizumab/Risankizumab/Secukinumab/Ustekinumab
for Plaque Psoriasis Special Authorization Request Form (ABC 60030).

Psoriatic Arthritis

"Special authorization coverage may be provided for use in combination with methotrexate for
reducing signs and symptoms and inhibiting the progression of structural damage of active arthritis
in adult patients (18 years of age or older) with moderate to severe polyarticular psoriatic arthritis
(PsA) or pauciarticular PsA with involvement of knee or hip joint who are refractory or intolerant to:
- Methotrexate at 20 mg (PO, SC or IM) or greater total weekly dosage (15 mg or greater if patient
is 65 years of age or older) for more than 12 weeks. Patients who do not exhibit a clinical response
to PO methotrexate or experience gastrointestinal intolerance to PO methotrexate must have a trial
of parenteral methotrexate before being accepted as refractory; AND

- An adequate trial of another disease modifying anti-rheumatic agent(s) (minimum 4 month trial).

Special authorization coverage of this agent may be provided for use as monotherapy in adult
patients for whom methotrexate is contraindicated and/or for those patients who have experienced
serious adverse effects.

'Refractory’ is defined as lack of effect at the recommended doses and for duration of treatments
specified above.

‘Intolerant’ is defined as demonstrating serious adverse effects or contraindications to treatments as
defined in product monographs.

For coverage, this drug must be initiated by a Specialist in Rheumatology ("RA Specialist").

- Initial coverage may be approved for three doses as follows: An initial dose of 5 mg/kg, followed
by additional 5 mg/kg doses at 2 and 6 weeks after the first infusion.

- Patients will be limited to receiving one dose of infliximab per prescription at their pharmacy.

- Patients will be permitted to switch from one biologic agent to another following an adequate trial
of the first biologic agent if unresponsive to therapy, or due to serious adverse effects or
contraindications. An adequate trial is defined as at a minimum the completion of induction dosing
(e.g. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage beyond three doses, the patient must meet the following criteria:

1) The patient must be assessed by an RA Specialist after the initial three doses to determine
response.

2) The RA Specialist must confirm in writing that the patient is a 'responder' that meets the following
criteria:

- ACR20 OR an improvement of 1.2 units in the DAS28 score [reported to one (1) decimal place];
AND

- An improvement of 0.22 in HAQ score [reported to two (2) decimal places].

It should be noted that the initial score for the DAS28 or HAQ score on record will be rounded to the
correct number of decimal places as indicated above.

Following this assessment, continued coverage may be approved for one 5 mg/kg dose every 8
weeks, for a period of 12 months. Ongoing coverage may be considered if the following criteria are
met at the end of each 12-month period:

1) The patient has been assessed by an RA Specialist to determine response;

2) The RA Specialist must confirm in writing that the patient has maintained a response to therapy
as indicated by:

- Confirmation of maintenance of ACR20, or

- Maintenance of a minimum improvement of 1.2 units in DAS28 score [reported to one (1) decimal
place] from baseline.

3) A current HAQ score [reported to two (2) decimal places] must be included with all renewal
requests.

It should be noted that the initial score for the DAS28 or HAQ score on record will be rounded to the
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correct number of decimal places as indicated above."

All requests (including renewal requests) for infliximab for Psoriatic Arthritis must be completed
using the Adalimumab/Certolizumab/Etanercept/Golimumab/Infliximab/Ixekizumab/Secukinumab
for Psoriatic Arthritis Special Authorization Request Form (ABC 60029).

Rheumatoid Arthritis

"Special authorization coverage may be provided for use in combination with methotrexate for the
reduction in signs and symptoms of severely active Rheumatoid Arthritis (RA) in adult patients (18
years of age or older) who are refractory or intolerant to:

- Methotrexate at 20 mg (PO, SC or IM) or greater total weekly dosage (15 mg or greater if patient
is 65 years of age or older) for more than 12 weeks. Patients who do not exhibit a clinical response
to PO methotrexate or experience gastrointestinal intolerance to PO methotrexate must have a trial
of parenteral methotrexate before being accepted as refractory; AND

- Methotrexate with other disease modifying anti-rheumatic agent(s) (minimum 4 month trial) [e.g.,
methotrexate with hydroxychloroquine or methotrexate with sulfasalazine]; AND

- Leflunomide (minimum 10 week trial at 20 mg daily)

'Refractory’ is defined as lack of effect at the recommended doses and for duration of treatments
specified above.

‘Intolerant’ is defined as demonstrating serious adverse effects or contraindications to treatments as
defined in product monographs.

For coverage, this drug must be initiated by a Specialist in Rheumatology ("RA Specialist").

- Initial coverage may be approved for three doses as follows: An initial dose of 3 mg/kg, followed
by additional 3 mg/kg doses at 2 and 6 weeks after the first infusion.

- Patients will be limited to receiving one dose of infliximab per prescription at their pharmacy.

- Patients will be permitted to switch from one biologic agent to another (with the exception of
anakinra) following an adequate trial of the first biologic agent if unresponsive to therapy, or due to
serious adverse effects or contraindications. An adequate trial is defined as at a minimum the
completion of induction dosing (e.g. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients will not be permitted to switch from anakinra to other biologic agents except under
exceptional circumstances.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage beyond three doses, the patient must meet the following criteria:

1) The patient must be assessed by an RA Specialist after the initial three doses to determine
response.

2) The RA Specialist must confirm in writing that the patient is a 'responder' that meets the following
criteria:

- ACR20 OR an improvement of 1.2 units in the DAS28 score [reported to one (1) decimal place];
AND

- An improvement of 0.22 in HAQ score [reported to two (2) decimal places].

It should be noted that the initial score for the DAS28 or HAQ score on record will be rounded to the
correct number of decimal places as indicated above.

Following this assessment, continued coverage may be approved for one 3 mg/kg dose every 8
weeks for a period of 12 months [Note: For patients who have an incomplete response,
consideration may be given to adjusting the dose up to 10 mg/kg and/or treating as often as every 4
weeks]. Ongoing coverage may be considered only if the following criteria are met at the end of
each 12-month period:

1) The patient has been assessed by an RA Specialist to determine response;

2) The RA Specialist must confirm in writing that the patient has maintained a response to therapy
as indicated by:

- confirmation of maintenance of ACR20, OR

- maintenance of a minimum improvement of 1.2 units in DAS28 score [reported to one (1) decimal
place] from baseline.

3) A current HAQ score [reported to two (2) decimal places] must be included with all renewal
requests.

It should be noted that the initial score for the DAS28 or HAQ score on record will be rounded to the
correct number of decimal places as indicated above."
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All requests (including renewal requests) for infliximab for Rheumatoid Arthritis must be completed
using the
Abatacept/Adalimumab/Anakinra/Certolizumab/Etanercept/Golimumab/Infliximab/Sarilumab/Tociliz
umab/Tofacitinib for Rheumatoid Arthritis Special Authorization Request Form (ABC 60027).

Ulcerative Colitis

"Special authorization coverage may be provided for the reduction in signs and symptoms and
induction and maintenance of clinical remission of Ulcerative Colitis in adult patients (18 years of
age or older) with active disease (characterized by a partial Mayo score >4 prior to initiation of
biologic therapy) and who are refractory or intolerant to:

- mesalamine: minimum of 4 grams/day for a minimum of 4 weeks

AND

- corticosteroids (failure to respond to prednisone 40 mg daily for 2 weeks, or; steroid dependent i.e.
failure to taper off steroids without recurrence of disease or disease requiring a second dose of
steroids within 12 months of previous dose).

'Refractory' is defined as lack of effect at the recommended doses and for duration of treatments
specified above.

'Intolerant' is defined as demonstrating serious adverse effects or contraindications to treatments as
defined in product monographs.

Immunosuppressive therapy as follows may also be initiated if in the clinician's judgment a trial is
warranted:

i) Azathioprine: minimum of 2 mg/kg/day for a minimum of 2 months; OR

if) 6-mercaptopurine: minimum of 1 mg/kg/day for a minimum of 2 months

For coverage, this drug must be prescribed by a Specialist in Gastroenterology or a physician
appropriately trained by the University of Alberta or the University of Calgary and recognized as a
prescriber by Alberta Blue Cross ('Specialist').

Initial coverage may be approved for three doses of 5 mg/kg of infliximab at 0, 2 and 6 weeks.

- Patients will be limited to receiving a one dose of infliximab per prescription at their pharmacy.

- Patients will be permitted to switch from one biologic agent to another following an adequate trial
of the first biologic agent if unresponsive to therapy, or due to serious adverse effects or
contraindications. An adequate trial is defined as at a minimum the completion of induction dosing
(e.g. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage beyond three doses, the patient must meet the following criteria:

1) The patient must be assessed by a Specialist between weeks 10 and 14 after the initiation of
therapy to determine response.

2) The Specialist must confirm in writing that the patient is a 'responder’ that meets the following
criteria:

- a decrease in the partial Mayo score of greater than or equal to 2 points

Following this assessment, continued coverage may be approved for dose of 5 mg/kg every 8
weeks for a period of 12 months. Ongoing coverage may be considered only if the following criteria
are met at the end of each 12-month period:

1) The patient has been assessed by a Specialist in Gastroenterology to determine response;

2) The Specialist must confirm in writing that the patient has maintained a response to therapy as
indicated by:

- a decrease in the partial Mayo score of greater than or equal to 2 points from the score prior to
initiation of infliximab therapy

Note: For patients who showed a response to induction therapy then experienced secondary loss of
response while on maintenance dosing with 5 mg/kg, the maintenance dose may be adjusted from
5 mg/kg to 10 mg/kg by making an additional special authorization request to Alberta Blue Cross for
the increased dose."

All requests (including renewal requests) for infliximab for Ulcerative Colitis must be completed
using the Adalimumab/Golimumab/Infliximab/Tofacitinib/Vedolizumab for Ulcerative Colitis Special
Authorization Request Form (ABC 60008).
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Ankylosing Spondylitis

"Special authorization coverage may be provided for the reduction in the signs and symptoms and
improvement in physical function of severely active Ankylosing Spondylitis, as defined by the
Modified New York criteria for Ankylosing Spondylitis, in adult patients (18 years of age or older)
who have active disease as demonstrated by:

- a BASDAI greater than or equal to 4 units, demonstrated on 2 occasions at least 8 weeks apart
AND

- a Spinal Pain VAS of greater than or equal to 4 cm (on a 0-10 cm scale), demonstrated on 2
occasions at least 8 weeks apart AND

- who are refractory or intolerant to treatment with 2 or more NSAIDS each taken for a minimum of
4 weeks at maximum tolerated or recommended doses.

'Refractory' is defined as lack of effect at the recommended doses and for duration of treatments
specified above.

'Intolerant’ is defined as demonstrating serious adverse effects or contraindications to treatments as
defined in product monographs.

For coverage, this drug must be initiated by a Specialist in Rheumatology ("RA Specialist").

- Initial coverage may be approved for three doses as follows: An initial dose of 5 mg/kg, followed
by additional 5 mg/kg doses at 2 and 6 weeks after the first infusion.

- Patients will be limited to receiving one dose of infliximab per prescription at their pharmacy.

- Patients will be permitted to switch from another biologic agent to infliximab following an adequate
trial of the first biologic agent if unresponsive to therapy, or due to serious adverse effects or
contraindications. An adequate trial is defined as at a minimum the completion of induction dosing
(e.g. initial coverage period).

- Patients will not be permitted to switch back to infliximab if previously trialed and deemed
unresponsive to therapy.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage beyond three doses, the patient must meet the following criteria:

1) The patient must be assessed by an RA Specialist after the initial three doses to determine
response.

2) The RA Specialist must confirm, in writing, that the patient is a 'responder’ that meets the
following criteria:

- Reduction of the BASDAI score by at least 50% of the pre-treatment value or by 2 or more units,
AND

- Reduction of the Spinal Pain VAS by 2 cm or more.

Following this assessment, continued coverage may be approved for one 5 mg/kg dose of
infliximab every 6 to 8 weeks for a period of 12 months. Ongoing coverage may be considered if the
patient is re-assessed by an RA Specialist every 12 months and is confirmed to be continuing to
respond to therapy by meeting criteria as outlined in (2) above."

All requests (including renewal requests) for infliximab for Ankylosing Spondylitis must be
completed using the Adalimumab/Certolizumab/Etanercept/Golimumab/Infliximab/Secukinumab for
Ankylosing Spondylitis Special Authorization Request Form (ABC 60028).

Moderately to Severely Active Crohn's and Fistulizing Crohn's Disease

"Special authorization coverage may be approved for coverage of infliximab for the reduction in
signs and symptoms and induction and maintenance of clinical remission of Moderately to Severely
Active Crohn's Disease and/or treatment of Fistulizing Crohn's Disease in patients who meet the
following criteria:

- Infliximab must be prescribed by a Specialist in Gastroenterology or a physician appropriately
trained by the University of Alberta or the University of Calgary and recognized as a prescriber by
Alberta Blue Cross for infliximab for coverage for the treatment of Moderately to Severely Active
Crohn's Disease and/or Fistulizing Crohn's Disease patients ("Specialist’).

- Patients must be 18 years of age or older to be considered for coverage of infliximab.

- Patients will be limited to receiving one dose of infliximab per prescription at their pharmacy.

- Patients will be permitted to switch from another biologic to infliximab following an adequate trial of
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the first biologic agent if unresponsive to therapy (both primary loss of response and secondary loss
of response) or due to serious adverse effects or contraindications. An adequate trial is defined as
at a minimum the completion of induction dosing (e.g. initial coverage period).

- Patients will not be permitted to switch back to infliximab if previously trialed and deemed
unresponsive to therapy.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

Prior to initiation of infliximab therapy for New Patients:

‘New Patients' are patients who have never been treated with infliximab by any health care
provider.

Moderately to Severely Active Crohn's Disease:

Prior to initiation of infliximab therapy, New Patients must have a current Modified (without the
physical exam) Harvey Bradshaw Index score of greater than or equal to 7 (New Patient's Baseline
Score), AND be Refractory.

Refractory is defined as one or more of the following:

1) Serious adverse effects or reactions to the treatments specified below; OR

2) Contraindications (as defined in product monographs) to the treatments specified below; OR
3) Previous documented lack of effect at doses and for duration of all treatments specified below:
a) mesalamine: minimum of 3 grams/day for a minimum of 6 weeks; AND refractory to, or
dependent on, glucocorticoids:

following at least one tapering dosing schedule of 40 mg/day, tapering by 5 mg each week to 20
mg, then tapering by 2.5 mg each week to zero, or similar;

[Note: Patients who have used the above treatments in combination will not be required to be
challenged with individual treatments as monotherapy]

AND

b) Immunosuppressive therapy as follows:

- Azathioprine: minimum of 2 mg/kg/day for a minimum of 3 months; OR

- 6-mercaptopurine: minimum of 1 mg/kg/day for a minimum of 3 months; OR

- Methotrexate: minimum or 15 mg/week for a minimum of 3 months.

OR

- Immunosuppressive therapy discontinued at less than 3 months due to serious adverse effects or
reactions.

Applications for coverage must include information regarding the dosages and duration of trial of
each treatment the patient received, a description of any adverse effects, reactions,
contraindications and/or lack of effect, as well as any other information requested by Alberta Blue
Cross.

Fistulizing Crohn's Disease:

Prior to initiation of infliximab therapy, New Patients must have actively draining perianal or
enterocutaneous fistula(s) that have recurred or persisted despite:

a) A course of an appropriate dose of antibiotic therapy (e.g. ciprofloxacin or metronidazole) for a
minimum of 3 weeks; AND

b) Immunosuppressive therapy:

- Azathioprine: minimum of 2 mg/kg/day for a minimum of 6 weeks; OR

- 6-mercaptopurine: minimum of 1 mg/kg/day for a minimum of 6 weeks; OR

- Immunosuppressive therapy discontinued at less than 6 weeks due to serious adverse effects or
reactions.

[Note: Patients who have used the above treatments in combination for the treatment of Fistulizing
Crohn's will not be required to be challenged with individual treatments as monotherapy]

Applications for coverage must include information regarding the dosages and duration of trial of
each treatment the patient received, a description of any adverse effects, reactions,
contraindications and/or lack of effect, as well as any other information requested by Alberta Blue
Cross.

Coverage Criteria for Moderately to Severely Active Crohn's Disease AND/OR Fistulizing Crohn's
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Disease

- New Patients must meet the criteria above prior to being considered for approval.
- All approvals are also subject to the following applicable criteria.

Induction Dosing for New Patients:

- Coverage for Induction Dosing may only be approved for New Patients (those who have never
been treated with infliximab by any health care provider).

- 'Induction Dosing' means a maximum of one 5 mg/kg dose of infliximab per New Patient at each
0, 2 and 6 weeks (for a maximum total of three doses).

- New Patients are eligible to receive Induction Dosing only once, after which time the Maintenance
Dosing for New Patients and Continued Coverage for Maintenance Dosing criteria will apply.

Maintenance Dosing:

'Maintenance Dosing' means one 5 mg/kg dose of infliximab per patient provided no more often
than every 8 weeks for a period of 12 months to:

- New Patients following the completion of Induction Dosing; OR

- Existing Patients, who are patients that are being treated, or have previously been treated, with
infliximab.

Maintenance Dosing for New Patients after Completion of Induction Dosing:

- The New Patient must be assessed by a Specialist between weeks 10 and 14 after the initiation of
Induction Dosing to determine response by obtaining a Modified Harvey Bradshaw Index score for
patients with Moderately to Severely Active Crohn's Disease and/or closure of individual fistulas as
evidenced by no or minimal fistula drainage despite gentle finger compression of fistulas that were
draining at baseline for Fistulizing Crohn's; AND

- The Specialist must confirm the Modified Harvey Bradshaw Index score shows a decrease from
the New Patient's Baseline Score of greater than or equal to 3 points for patients with Moderately to
Severely Active Crohn's and/or confirm closure of individual fistulas as evidenced by no or minimal
fistula drainage despite gentle finger compression of fistulas that were draining at baseline for
Fistulizing Crohn's.

Maintenance Dosing for Existing Patients:

- The patient must be assessed by a Specialist at least 4 to 8 weeks after the day the last dose of
infliximab was administered to the patient and prior to administration of the next dose to obtain: a
Modified Harvey Bradshaw Index Score (Existing Patient's Baseline Score) for Moderately to
Severely Active Crohn's and/or closure of individual fistulas as evidenced by no or minimal fistula
drainage despite gentle finger compression of fistulas that were draining at baseline for Fistulizing
Crohn's; AND

- these measures must be provided to Alberta Blue Cross for assessment for continued coverage
for maintenance dosing.

(For existing patients with Moderately to Severely Active Crohn's Disease with an incomplete
response or for existing patients with Fistulizing Crohn's who respond then lose their response, the
dose may be adjusted to 10 mg/kg by making an additional special authorization request to Alberta
Blue Cross for the increased dose.)

Continued Coverage for Maintenance Dosing:

Continued coverage may be considered for one 5 mg/kg dose of infliximab per patient provided no
more often than every 8 weeks for a period of 12 months, if the following criteria are met at the end
of each 12 month period:

- The New Patient or the Existing Patient must be assessed by a Specialist at least 4 to 6 weeks
after the day the last dose of infliximab was administered to the patient and prior to the
administration of the next dose to obtain a Modified Harvey Bradshaw Index Score for Moderately
to Severely Active Crohn's and/or closure of individual fistulas as evidenced by no or minimal fistula
drainage despite gentle finger compression of fistulas that were draining at baseline for Fistulizing
Crohn's; AND

- For New Patients: The Specialist must confirm that the patient has maintained a greater than or
equal to 3 point decrease from the New Patient's Baseline Score for Moderately to Severely Active
Crohn's and/or closure of individual fistulas as evidenced by no or minimal fistula drainage despite
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gentle finger compression of fistulas that were draining at baseline for Fistulizing Crohn's; OR

- For Existing Patients: The Specialist must confirm that the patient has maintained the Existing
Patient's Baseline Score and/or closure of individual fistulas as evidenced by no or minimal fistula
drainage despite gentle finger compression of fistulas that were draining at baseline for Fistulizing
Crohn's.

(For new and existing patients with Moderately to Severely Active Crohn's Disease with an
incomplete response or for new and existing patients with Fistulizing Crohn's who respond then
lose their response, the maintenance dose may be adjusted to 10 mg/kg by making an additional
special authorization request to Alberta Blue Cross for the increased dose.)"

All requests (including renewal requests) for infliximab for Moderately to Severely Active Crohn's
Disease and Fistulizing Crohn's Disease must be completed using the Adalimumab/Vedolizumab
for Crohn's/Infliximab for Crohn's/Fistulizing Crohn's Disease Special Authorization Request Form
(ABC 60031).

Plaque Psoriasis

"Special authorization coverage may be provided for the reduction in signs and symptoms of
severe, debilitating plaque psoriasis in patients who:

- Have a total PASI of 10 or more and a DLQI of more than 10, OR

- Who have significant involvement of the face, palms of the hands, soles of the feet or genital
region; AND

- Who are refractory or intolerant to:

- Methotrexate at 20 mg (PO, SC or IM) or greater total weekly dosage (15 mg or greater if patient
is 65 years of age or older) for more than 12 weeks. Patients who experience gastrointestinal
intolerance to PO methotrexate must have a trial of parenteral methotrexate before being accepted
as refractory, OR

- Cyclosporine (6 weeks treatment); AND

- Phototherapy (unless restricted by geographic location)

Patients who have a contraindication to either cyclosporine or methotrexate will be required to
complete an adequate trial of the other pre-requisite medication prior to potential coverage being
considered.

'Refractory’ is defined as lack of effect at the recommended doses and for duration of treatments
specified above.

'Intolerant’ is defined as demonstrating serious adverse effects or contraindications to treatments as
defined in product monographs.

For coverage, this drug must be prescribed by a Specialist in Dermatology ("Dermatology
Specialist").

- Initial coverage may be approved as follows: An initial dose of 5 mg/kg, followed by additional 5
mg/kg doses at 2 and 6 weeks after the first infusion.

- Patients will be limited to receiving one dose of infliximab per prescription at their pharmacy.

- Patients will be permitted to switch from another biologic agent to infliximab following an adequate
trial of the first biologic agent if unresponsive to therapy, or due to serious adverse effects or
contraindications. An adequate trial is defined as at a minimum the completion of induction dosing
(e.g. initial coverage period).

- Patients will not be permitted to switch back to infliximab if previously trialed and deemed
unresponsive to therapy.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage beyond three doses, the patient must meet all of the following criteria:

1) The patient must be assessed by a Dermatology Specialist after the initial three doses to
determine response.

2) The Dermatology Specialist must confirm, in writing, that the patient is a 'responder’ that meets
the following criteria:

- Greater than or equal to 75% reduction in PASI score, or

- Greater than or equal to 50% reduction in PASI score AND improvement of greater than or equal
to 5 points in the DLQI.

Following this assessment, continued coverage may be considered for one 5 mg/kg dose of
infliximab every 8 weeks for a period of 12 months. Ongoing coverage may be considered if the
patient is re-assessed by a Dermatology Specialist every 12 months and is confirmed to be
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continuing to respond to therapy by meeting criteria as outlined in (2) above."

PASI and DLQI scores are required for all requests for Plaque Psoriasis including those requests
for patients that have significant involvement of the face, palms, soles of feet or genital region.

All requests (including renewal requests) for infliximab for Plaque Psoriasis must be completed
using the Adalimumab/Etanercept/Infliximab/Ixekizumab/Rizankinumab/Secukinumab/Ustekinumab
for Plaque Psoriasis Special Authorization Request Form (ABC 60030).

Psoriatic Arthritis

"Special authorization coverage may be provided for use in combination with methotrexate for
reducing signs and symptoms and inhibiting the progression of structural damage of active arthritis
in adult patients (18 years of age or older) with moderate to severe polyarticular psoriatic arthritis
(PsA) or pauciarticular PsA with involvement of knee or hip joint who are refractory or intolerant to:
- Methotrexate at 20 mg (PO, SC or IM) or greater total weekly dosage (15 mg or greater if patient
is 65 years of age or older) for more than 12 weeks. Patients who do not exhibit a clinical response
to PO methotrexate or experience gastrointestinal intolerance to PO methotrexate must have a trial
of parenteral methotrexate before being accepted as refractory; AND

- An adequate trial of another disease modifying anti-rheumatic agent(s) (minimum 4 month trial).

Special authorization coverage of this agent may be provided for use as monotherapy in adult
patients for whom methotrexate is contraindicated and/or for those patients who have experienced
serious adverse effects.

'Refractory’ is defined as lack of effect at the recommended doses and for duration of treatments
specified above.

‘Intolerant’ is defined as demonstrating serious adverse effects or contraindications to treatments as
defined in product monographs.

For coverage, this drug must be initiated by a Specialist in Rheumatology ("RA Specialist").

- Initial coverage may be approved for three doses as follows: An initial dose of 5 mg/kg, followed
by additional 5 mg/kg doses at 2 and 6 weeks after the first infusion.

- Patients will be limited to receiving one dose of infliximab per prescription at their pharmacy.

- Patients will be permitted to switch from another biologic agent to infliximab following an adequate
trial of the first biologic agent if unresponsive to therapy, or due to serious adverse effects or
contraindications. An adequate trial is defined as at a minimum the completion of induction dosing
(e.g. initial coverage period).

- Patients will not be permitted to switch back to infliximab if previously trialed and deemed
unresponsive to therapy.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage beyond three doses, the patient must meet the following criteria:

1) The patient must be assessed by an RA Specialist after the initial three doses to determine
response.

2) The RA Specialist must confirm in writing that the patient is a 'responder' that meets the following
criteria:

- ACR20 OR an improvement of 1.2 units in the DAS28 score [reported to one (1) decimal place];
AND

- An improvement of 0.22 in HAQ score [reported to two (2) decimal places].

It should be noted that the initial score for the DAS28 or HAQ score on record will be rounded to the
correct number of decimal places as indicated above.

Following this assessment, continued coverage may be approved for one 5 mg/kg dose every 8
weeks, for a period of 12 months. Ongoing coverage may be considered if the following criteria are
met at the end of each 12-month period:

1) The patient has been assessed by an RA Specialist to determine response;

2) The RA Specialist must confirm in writing that the patient has maintained a response to therapy
as indicated by:

- Confirmation of maintenance of ACR20, or

- Maintenance of a minimum improvement of 1.2 units in DAS28 score [reported to one (1) decimal
place] from baseline.

3) A current HAQ score [reported to two (2) decimal places] must be included with all renewal
requests.

It should be noted that the initial score for the DAS28 or HAQ score on record will be rounded to the
correct number of decimal places as indicated above."
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All requests (including renewal requests) for infliximab for Psoriatic Arthritis must be completed
using the Adalimumab/Certolizumab/Etanercept/Golimumab/Infliximab/Ixekizumab/Secukinumab
for Psoriatic Arthritis Special Authorization Request Form (ABC 60029).

Rheumatoid Arthritis

"Special authorization coverage may be provided for use in combination with methotrexate for the
reduction in signs and symptoms of severely active Rheumatoid Arthritis (RA) in adult patients (18
years of age or older) who are refractory or intolerant to:

- Methotrexate at 20 mg (PO, SC or IM) or greater total weekly dosage (15 mg or greater if patient
is 65 years of age or older) for more than 12 weeks. Patients who do not exhibit a clinical response
to PO methotrexate or experience gastrointestinal intolerance to PO methotrexate must have a trial
of parenteral methotrexate before being accepted as refractory; AND

- Methotrexate with other disease modifying anti-rheumatic agent(s) (minimum 4 month trial) [e.g.,
methotrexate with hydroxychloroquine or methotrexate with sulfasalazine]; AND

- Leflunomide (minimum 10 week trial at 20 mg daily)

'Refractory’ is defined as lack of effect at the recommended doses and for duration of treatments
specified above.

'Intolerant’ is defined as demonstrating serious adverse effects or contraindications to treatments as
defined in product monographs.

For coverage, this drug must be initiated by a Specialist in Rheumatology ("RA Specialist").

- Initial coverage may be approved for three doses as follows: An initial dose of 3 mg/kg, followed
by additional 3 mg/kg doses at 2 and 6 weeks after the first infusion.

- Patients will be limited to receiving one dose of infliximab per prescription at their pharmacy.

- Patients will be permitted to switch from another biologic agent (with the exception of anakinra) to
infliximab following an adequate trial of the first biologic agent if unresponsive to therapy, or due to
serious adverse effects or contraindications. An adequate trial is defined as at a minimum the
completion of induction dosing (e.g. initial coverage period).

- Patients will not be permitted to switch back to infliximab if previously trialed and deemed
unresponsive to therapy.

- Patients will not be permitted to switch from anakinra to other biologic agents except under
exceptional circumstances.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage beyond the initial three doses, the patient must meet the following criteria:
1) The patient must be assessed by an RA Specialist after the initial three doses to determine
response.

2) The RA Specialist must confirm in writing that the patient is a 'responder' that meets the following
criteria:

- ACR20 OR an improvement of 1.2 units in the DAS28 score [reported to one (1) decimal place];
AND

- An improvement of 0.22 in HAQ score [reported to two (2) decimal places].

It should be noted that the initial score for the DAS28 or HAQ score on record will be rounded to the
correct number of decimal places as indicated above.

Continued coverage may be approved for one 3 mg/kg dose every 8 weeks for a period of 12
months [Note: For patients who have an incomplete response, consideration may be given to
adjusting the dose up to 10 mg/kg and/or treating as often as every 4 weeks]. Ongoing coverage
may be considered only if the following criteria are met at the end of each 12-month period:

1) The patient has been assessed by an RA Specialist to determine response;

2) The RA Specialist must confirm in writing that the patient has maintained a response to therapy
as indicated by:

- confirmation of maintenance of ACR20, OR

- maintenance of a minimum improvement of 1.2 units in DAS28 score [reported to one (1) decimal
place] from baseline.

3) A current HAQ score [reported to two (2) decimal places] must be included with all renewal
requests.

It should be noted that the initial score for the DAS28 or HAQ score on record will be rounded to the
correct number of decimal places as indicated above."

All requests (including renewal requests) for infliximab for Rheumatoid Arthritis must be completed
using the
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Abatacept/Adalimumab/Anakinra/Certolizumab/Etanercept/Golimumab/Infliximab/Sarilumab/Tociliz
umab/Tofacitinib for Rheumatoid Arthritis Special Authorization Request Form (ABC 60027).

Ulcerative Colitis

"Special authorization coverage may be provided for the reduction in signs and symptoms and
induction and maintenance of clinical remission of Ulcerative Colitis in adult patients (18 years of
age or older) with active disease (characterized by a partial Mayo score >4 prior to initiation of
biologic therapy) and who are refractory or intolerant to:

- mesalamine: minimum of 4 grams/day for a minimum of 4 weeks

AND

- corticosteroids (failure to respond to prednisone 40 mg daily for 2 weeks, or; steroid dependent i.e.
failure to taper off steroids without recurrence of disease or disease requiring a second dose of
steroids within 12 months of previous dose).

'Refractory' is defined as lack of effect at the recommended doses and for duration of treatments
specified above.

'Intolerant' is defined as demonstrating serious adverse effects or contraindications to treatments as
defined in product monographs.

Immunosuppressive therapy as follows may also be initiated if in the clinician's judgment a trial is
warranted:

i) Azathioprine: minimum of 2 mg/kg/day for a minimum of 2 months; OR

if) 6-mercaptopurine: minimum of 1 mg/kg/day for a minimum of 2 months

For coverage, this drug must be prescribed by a Specialist in Gastroenterology or a physician
appropriately trained by the University of Alberta or the University of Calgary and recognized as a
prescriber by Alberta Blue Cross (‘Specialist').

Initial coverage may be approved for three doses of 5 mg/kg of infliximab at 0, 2 and 6 weeks.

- Patients will be limited to receiving a one dose of infliximab per prescription at their pharmacy.

- Patients will be permitted to switch from another biologic agent to infliximab following an adequate
trial of the first biologic agent if unresponsive to therapy, or due to serious adverse effects or
contraindications. An adequate trial is defined as at a minimum the completion of induction dosing
(e.g. initial coverage period).

- Patients will not be permitted to switch back to infliximab if previously trialed and deemed
unresponsive to therapy.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For continued coverage beyond three doses, the patient must meet the following criteria:

1) The patient must be assessed by a Specialist between weeks 10 and 14 after the initiation of
therapy to determine response.

2) The Specialist must confirm in writing that the patient is a 'responder’ that meets the following
criteria:

- a decrease in the partial Mayo score of greater than or equal to 2 points

Following this assessment, continued coverage may be approved for dose of 5 mg/kg every 8
weeks for a period of 12 months. Ongoing coverage may be considered only if the following criteria
are met at the end of each 12-month period:

1) The patient has been assessed by a Specialist in Gastroenterology to determine response;

2) The Specialist must confirm in writing that the patient has maintained a response to therapy as
indicated by:

- a decrease in the partial Mayo score of greater than or equal to 2 points from the score prior to
initiation of infliximab therapy

Note: For patients who showed a response to induction therapy then experienced secondary loss of
response while on maintenance dosing with 5 mg/kg, the maintenance dose may be adjusted from
5 mg/kg to 10 mg/kg by making an additional special authorization request to Alberta Blue Cross for
the increased dose."

All requests (including renewal requests) for infliximab for Ulcerative Colitis must be completed
using the Adalimumab/Golimumab/Infliximab/Tofacitinib/Vedolizumab for Ulcerative Colitis Special
Authorization Request Form (ABC 60008).
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"In patients with non-myeloid malignancies, receiving myelosuppressive anti-neoplastic drugs
with curative intent, to decrease the incidence of infection, as manifested by febrile neutropenia.”

All requests for pegfilgrastim must be completed using the Filgrastim/Pedgfilgrastim/Plerixafor
Special Authorization Request Form (ABC 60013).

Please note: Coverage cannot be considered for palliative patients.

6 MG/ SYR INJECTION SYRINGE

[ 00002484153  FULPHILA (0.6 ML SYRINGE) BGP $ 1424.6300
[ 00002474565  LAPELGA (0.6 ML SYRINGE) APX $ 1424.6300
[ 00002497395  ZIEXTENZO (0.6 ML SYRINGE) SbhZ $ 1424.6300
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RITUXIMAB
10 MG /ML  INJECTION
B3 00002498316  RIXIMYO SDz $ 29.7000

Rheumatoid Arthritis

"Special authorization coverage may be provided for use in combination with methotrexate for the
reduction in signs and symptoms of severely active Rheumatoid Arthritis (RA) in adult patients (18
years of age or older) who are refractory or intolerant to:

- Methotrexate at 20 mg (PO, SC or IM) or greater total weekly dosage (15 mg or greater if patient

is 65 years of age or older) for more than 12 weeks. Patients who do not exhibit a clinical response
to PO methotrexate or experience gastrointestinal intolerance to PO methotrexate must have a trial
of parenteral methotrexate before being accepted as refractory; AND

- Methotrexate with other disease modifying anti-rheumatic agent(s) (minimum 4 month trial). [e.g.,
methotrexate with hydroxychloroquine or methotrexate with sulfasalazine]; AND

- Leflunomide (minimum 10 week trial at 20 mg daily); AND

- One anti-tumor necrosis factor (anti-TNF) therapy (minimum 12 week trial).

'Refractory' is defined as lack of effect at the recommended doses and for duration of treatments
specified above.

'Intolerant’ is defined as demonstrating serious adverse effects or contraindications to treatments as
defined in product monographs.

For coverage, this drug must be initiated by a Specialist in Rheumatology ("RA Specialist").

- Initial coverage may be approved for a dose of 1000 mg of rituximab administered at O and 2
weeks (total of 2 - 1000 mg doses).

- Patients will be limited to receiving one dose of rituximab per prescription at their pharmacy.

- Patients will be permitted to switch from one biologic agent to another (with the exception of
anakinra) following an adequate trial of the first biologic agent if unresponsive to therapy, or due to
serious adverse effects or contraindications. An adequate trial is defined as at a minimum the
completion of induction dosing (e.g. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients will not be permitted to switch from anakinra to other biologic agents except under
exceptional circumstances.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For coverage for an additional two-dose course of therapy, the patient must meet the following
criteria:

1) The patient must be assessed by an RA Specialist after each course of therapy, between 16 and
24 weeks after receiving the initial dose of each course of therapy, to determine response.

2) The RA Specialist must confirm in writing that the patient is a 'responder' that meets the following
criteria:

- An improvement of 1.2 units in the DAS28 score [reported to one (1) decimal place] following the
initial course of rituximab; AND

- An improvement of 0.22 in HAQ score [reported to two (2) decimal places] following the initial
course of rituximab.

It should be noted that the initial score for the DAS28 or HAQ score on record will be rounded to the
correct number of decimal places as indicated above, AND

3) The patient must have residual disease or disease activity returning to a level above a DAS28
score of 2.6.

Subsequent courses of therapy cannot be considered prior to 24 weeks elapsing from the initial
dose of the previous course of therapy."

All requests (including renewal requests) for rituximab for Rheumatoid Arthritis must be completed
using the Rituximab for Rheumatoid Arthritis Special Authorization Request Form (ABC 60046).

1 00002495724  RUXIENCE PFI $ 29.7000
Granulomatosis with Polyangiitis (GPA) or Microscopic Polyangiitis (MPA)

**Effective September 1, 2020, all new Special Authorization requests for the treatment of
Granulomatosis with Polyangiitis or Microscopic Polyangiitis for rituximab naive patients will be
assessed for coverage with Ruxience. Rituxan will not be approved for new rituximab starts for
patients with Granulomatosis with Polyangiitis or Microscopic Polyangiitis; however, coverage for
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Rituxan will continue for patients who completed a previous 4 week course of therapy with Rituxan
and achieved remission but subsequently relapsed.

Additionally, patients will not be permitted to switch between rituximab products, if the patient has
been previously trialed on any rituximab product and deemed unresponsive to therapy.***

"For use in combination with glucocorticoids for the induction of remission of severely active
granulomatosis with polyangiitis (GPA, also known as Wegener's granulomatosis) or microscopic
polyangiitis (MPA) in adult patients who have:

- Severe active disease that is life- or organ-threatening. The organ(s) and how the organ(s) is (are)
threatened must be specified;

AND

- A positive serum assay for either proteinase 3-ANCA (anti-neutrophil cytoplasmic antibody) or
myeloperoxidase-ANCA. A copy of the lab report must be provided; AND

- Cyclophosphamide cannot be used for ONE of the following reasons:

a) The patient has failed a minimum of six intravenous pulses of cyclophosphamide; OR

b) The patient has failed three months of oral cyclophosphamide therapy; OR

¢) The patient has a severe intolerance or an allergy to cyclophosphamide; OR

d) Cyclophosphamide is contraindicated; OR

e) The patient has received a cumulative lifetime dose of at least 25 grams of cyclophosphamide.

- Coverage may be approved for a maximum of 375 mg per square metre of body surface area
weekly for 4 weeks.

- Patients will be limited to receiving two doses of rituximab per prescription at their pharmacy.

- For relapse following a remission, coverage may be provided for patients who experience a flare
of severe active disease that is life- or organ-threatening; or, who experience worsening symptoms
in 2 or more organs even if not life-threatening. Note: For relapse following a rituximab-induced
remission, additional coverage may be approved no sooner than 6 months after previous rituximab
treatment.”

All requests (including renewal requests) for rituximab for Granulomatosis with Polyangiitis (GPA) or
Microscopic Polyangiitis (MPA) must be completed using the Rituximab for Granulomatosis with
Polyangiitis/Microscopic Polyangiitis Special Authorization Request Form (ABC 60018).

Rheumatoid Arthritis

"Special authorization coverage may be provided for use in combination with methotrexate for the
reduction in signs and symptoms of severely active Rheumatoid Arthritis (RA) in adult patients (18
years of age or older) who are refractory or intolerant to:

- Methotrexate at 20 mg (PO, SC or IM) or greater total weekly dosage (15 mg or greater if patient

is 65 years of age or older) for more than 12 weeks. Patients who do not exhibit a clinical response
to PO methotrexate or experience gastrointestinal intolerance to PO methotrexate must have a trial
of parenteral methotrexate before being accepted as refractory; AND

- Methotrexate with other disease modifying anti-rheumatic agent(s) (minimum 4 month trial). [e.g.,
methotrexate with hydroxychloroquine or methotrexate with sulfasalazine]; AND

- Leflunomide (minimum 10 week trial at 20 mg daily); AND

- One anti-tumor necrosis factor (anti-TNF) therapy (minimum 12 week trial).

'Refractory’ is defined as lack of effect at the recommended doses and for duration of treatments
specified above.

'Intolerant’ is defined as demonstrating serious adverse effects or contraindications to treatments as
defined in product monographs.

For coverage, this drug must be initiated by a Specialist in Rheumatology ("RA Specialist").

- Initial coverage may be approved for a dose of 1000 mg of rituximab administered at 0 and 2
weeks (total of 2 - 1000 mg doses).

- Patients will be limited to receiving one dose of rituximab per prescription at their pharmacy.
- Patients will be permitted to switch from one biologic agent to another (with the exception of
anakinra) following an adequate trial of the first biologic agent if unresponsive to therapy, or due to
serious adverse effects or contraindications. An adequate trial is defined as at a minimum the
completion of induction dosing (e.g. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients will not be permitted to switch from anakinra to other biologic agents except under
exceptional circumstances.
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- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For coverage for an additional two-dose course of therapy, the patient must meet the following
criteria:

1) The patient must be assessed by an RA Specialist after each course of therapy, between 16 and
24 weeks after receiving the initial dose of each course of therapy, to determine response.

2) The RA Specialist must confirm in writing that the patient is a 'responder' that meets the following
criteria:

- An improvement of 1.2 units in the DAS28 score [reported to one (1) decimal place] following the
initial course of rituximab; AND

- An improvement of 0.22 in HAQ score [reported to two (2) decimal places] following the initial
course of rituximab.

It should be noted that the initial score for the DAS28 or HAQ score on record will be rounded to the
correct number of decimal places as indicated above, AND

3) The patient must have residual disease or disease activity returning to a level above a DAS28
score of 2.6.

Subsequent courses of therapy cannot be considered prior to 24 weeks elapsing from the initial
dose of the previous course of therapy."

All requests (including renewal requests) for rituximab for Rheumatoid Arthritis must be completed
using the Rituximab for Rheumatoid Arthritis Special Authorization Request Form (ABC 60046).

1 00002478382  TRUXIMA (10 ML) CTC $ 29.7000
Rheumatoid Arthritis

"Special authorization coverage may be provided for use in combination with methotrexate for the
reduction in signs and symptoms of severely active Rheumatoid Arthritis (RA) in adult patients (18
years of age or older) who are refractory or intolerant to:

- Methotrexate at 20 mg (PO, SC or IM) or greater total weekly dosage (15 mg or greater if patient

is 65 years of age or older) for more than 12 weeks. Patients who do not exhibit a clinical response
to PO methotrexate or experience gastrointestinal intolerance to PO methotrexate must have a trial
of parenteral methotrexate before being accepted as refractory; AND

- Methotrexate with other disease modifying anti-rheumatic agent(s) (minimum 4 month trial). [e.g.,
methotrexate with hydroxychloroquine or methotrexate with sulfasalazine]; AND

- Leflunomide (minimum 10 week trial at 20 mg daily); AND

- One anti-tumor necrosis factor (anti-TNF) therapy (minimum 12 week trial).

'Refractory' is defined as lack of effect at the recommended doses and for duration of treatments
specified above.

'Intolerant’ is defined as demonstrating serious adverse effects or contraindications to treatments as
defined in product monographs.

For coverage, this drug must be initiated by a Specialist in Rheumatology ("RA Specialist").

- Initial coverage may be approved for a dose of 1000 mg of rituximab administered at O and 2
weeks (total of 2 - 1000 mg doses).

- Patients will be limited to receiving one dose of rituximab per prescription at their pharmacy.

- Patients will be permitted to switch from one biologic agent to another (with the exception of
anakinra) following an adequate trial of the first biologic agent if unresponsive to therapy, or due to
serious adverse effects or contraindications. An adequate trial is defined as at a minimum the
completion of induction dosing (e.qg. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients will not be permitted to switch from anakinra to other biologic agents except under
exceptional circumstances.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For coverage for an additional two-dose course of therapy, the patient must meet the following
criteria:

1) The patient must be assessed by an RA Specialist after each course of therapy, between 16 and
24 weeks after receiving the initial dose of each course of therapy, to determine response.

2) The RA Specialist must confirm in writing that the patient is a 'responder' that meets the following
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criteria:

- An improvement of 1.2 units in the DAS28 score [reported to one (1) decimal place] following the
initial course of rituximab; AND

- An improvement of 0.22 in HAQ score [reported to two (2) decimal places] following the initial
course of rituximab.

It should be noted that the initial score for the DAS28 or HAQ score on record will be rounded to the
correct number of decimal places as indicated above, AND

3) The patient must have residual disease or disease activity returning to a level above a DAS28
score of 2.6.

Subsequent courses of therapy cannot be considered prior to 24 weeks elapsing from the initial
dose of the previous course of therapy."

All requests (including renewal requests) for rituximab for Rheumatoid Arthritis must be completed
using the Rituximab for Rheumatoid Arthritis Special Authorization Request Form (ABC 60046).

3 00002478390 TRUXIMA (50 ML) CTC $ 29.7000
Rheumatoid Arthritis

"Special authorization coverage may be provided for use in combination with methotrexate for the
reduction in signs and symptoms of severely active Rheumatoid Arthritis (RA) in adult patients (18
years of age or older) who are refractory or intolerant to:

- Methotrexate at 20 mg (PO, SC or IM) or greater total weekly dosage (15 mg or greater if patient

is 65 years of age or older) for more than 12 weeks. Patients who do not exhibit a clinical response
to PO methotrexate or experience gastrointestinal intolerance to PO methotrexate must have a trial
of parenteral methotrexate before being accepted as refractory; AND

- Methotrexate with other disease modifying anti-rheumatic agent(s) (minimum 4 month trial). [e.g.,
methotrexate with hydroxychloroquine or methotrexate with sulfasalazine]; AND

- Leflunomide (minimum 10 week trial at 20 mg daily); AND

- One anti-tumor necrosis factor (anti-TNF) therapy (minimum 12 week trial).

'Refractory’ is defined as lack of effect at the recommended doses and for duration of treatments
specified above.

'Intolerant’ is defined as demonstrating serious adverse effects or contraindications to treatments as
defined in product monographs.

For coverage, this drug must be initiated by a Specialist in Rheumatology ("RA Specialist").

- Initial coverage may be approved for a dose of 1000 mg of rituximab administered at 0 and 2
weeks (total of 2 - 1000 mg doses).

- Patients will be limited to receiving one dose of rituximab per prescription at their pharmacy.

- Patients will be permitted to switch from one biologic agent to another (with the exception of
anakinra) following an adequate trial of the first biologic agent if unresponsive to therapy, or due to
serious adverse effects or contraindications. An adequate trial is defined as at a minimum the
completion of induction dosing (e.qg. initial coverage period).

- Patients will not be permitted to switch back to a previously trialed biologic agent if they were
deemed unresponsive to therapy.

- Patients will not be permitted to switch from anakinra to other biologic agents except under
exceptional circumstances.

- Patients are limited to receiving one biologic agent at a time regardless of the condition for which it
is being prescribed.

For coverage for an additional two-dose course of therapy, the patient must meet the following
criteria:

1) The patient must be assessed by an RA Specialist after each course of therapy, between 16 and
24 weeks after receiving the initial dose of each course of therapy, to determine response.

2) The RA Specialist must confirm in writing that the patient is a ‘'responder' that meets the following
criteria:

- An improvement of 1.2 units in the DAS28 score [reported to one (1) decimal place] following the
initial course of rituximab; AND

- An improvement of 0.22 in HAQ score [reported to two (2) decimal places] following the initial
course of rituximab.

It should be noted that the initial score for the DAS28 or HAQ score on record will be rounded to the
correct number of decimal places as indicated above, AND

3) The patient must have residual disease or disease activity returning to a level above a DAS28
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score of 2.6.

Subsequent courses of therapy cannot be considered prior to 24 weeks elapsing from the initial
dose of the previous course of therapy."

All requests (including renewal requests) for rituximab for Rheumatoid Arthritis must be completed
using the Rituximab for Rheumatoid Arthritis Special Authorization Request Form (ABC 60046).

[ 00002241927  RITUXAN HLR $ 48.2308
Granulomatosis with Polyangiitis (GPA) or Microscopic Polyangiitis (MPA)

***Effective September 1, 2020, all new Special Authorization requests for the treatment of
Granulomatosis with Polyangiitis or Microscopic Polyangiitis for rituximab naive patients will be
assessed for coverage with Ruxience. Rituxan will not be approved for new rituximab starts for
patients with Granulomatosis with Polyangiitis or Microscopic Polyangiitis; however, coverage for
Rituxan will continue for patients who completed a previous 4 week course of therapy with Rituxan
and achieved remission but subsequently relapsed.

Additionally, patients will not be permitted to switch between rituximab products, if the patient has
been previously trialed on any rituximab product and deemed unresponsive to therapy.***

"For use in combination with glucocorticoids for the induction of remission of severely active
granulomatosis with polyangiitis (GPA, also known as Wegener's granulomatosis) or microscopic
polyangiitis (MPA) in adult patients who have:

- Severe active disease that is life- or organ-threatening. The organ(s) and how the organ(s) is (are)
threatened must be specified;

AND

- A positive serum assay for either proteinase 3-ANCA (anti-neutrophil cytoplasmic antibody) or
myeloperoxidase-ANCA. A copy of the lab report must be provided; AND

- Cyclophosphamide cannot be used for ONE of the following reasons:

a) The patient has failed a minimum of six intravenous pulses of cyclophosphamide; OR

b) The patient has failed three months of oral cyclophosphamide therapy; OR

¢) The patient has a severe intolerance or an allergy to cyclophosphamide; OR

d) Cyclophosphamide is contraindicated; OR

e) The patient has received a cumulative lifetime dose of at least 25 grams of cyclophosphamide.

- Coverage may be approved for a maximum of 375 mg per square metre of body surface area
weekly for 4 weeks.

- Patients will be limited to receiving two doses of rituximab per prescription at their pharmacy.

- For relapse following a remission, coverage may be provided for patients who experience a flare
of severe active disease that is life- or organ-threatening; or, who experience worsening symptoms
in 2 or more organs even if not life-threatening. Note: For relapse following a rituximab-induced
remission, additional coverage may be approved no sooner than 6 months after previous rituximab
treatment."

All requests (including renewal requests) for rituximab for Granulomatosis with Polyangiitis (GPA) or
Microscopic Polyangiitis (MPA) must be completed using the Rituximab for Granulomatosis with
Polyangiitis/Microscopic Polyangiitis Special Authorization Request Form (ABC 60018).
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