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SASKATCHEWAN FORMULARY BULLETIN  
 

Update to the 62nd Edition of the Saskatchewan Formulary  
 
 
Recommended as a change from Exception Drug Status (EDS) benefit to full Formulary 
benefit: 
 

• solifenacin succinate, tablet, 5mg, 10mg (Vesicare-APC) (and listed generics) 
• tolterodine l-tartrate, extended release capsule, 2mg, 4mg (Detrol LA-PFI)  

(and listed generics) 
 
Recommended as Exception Drug Status benefit according to the following criteria: 
 

• edoxaban, tablet, 15mg, 30mg, 60mg (Lixiana-SEV)  
 

a) For at-risk patients with non-valvular atrial fibrillation, for the prevention of stroke and 
systemic embolism AND in whom: 

• Anticoagulation is inadequate following a reasonable trial on warfarin;  
OR 

• Anticoagulation using warfarin is contraindicated or not possible due to 
inability to regularly monitor the patient via International Normalized Ratio 
(INR) testing (i.e., no access to INR testing services at a laboratory, clinic, 
pharmacy, and at home). 

 
Exclusion Criteria: 
a) Patients with impaired renal function (creatinine clearance or estimated glomerular 

filtration rate less than 30mL/min) OR 
b) Patients who are 75 years of age or older and who do not have documented stable 

renal function OR 
c) Patients who have hemodynamically significant rheumatic valvular heart disease 

(especially mitral stenosis) OR 
d) Patients who have prosthetic heart valves. 

 
Notes: 
a) Documented stable renal function is defined as creatinine clearance or estimated 

glomerular filtration rate maintained for at least 3 months. 
b) At-risk patients with atrial fibrillation are defined as those with a CHADS2 score of 

greater than or equal to 1.  Prescribers may consider an antiplatelet regimen or oral 
anticoagulation for patients with a CHADS2 score of 1. 

c) Inadequate anticoagulation is defined as INR testing results that are outside the 
desired INR range for at least 35% of the tests during the monitoring period (i.e., 
adequate anticoagulation is defined as INR test results that are within the desired 
INR range for at least 65% of the tests during the monitoring period). 
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d) A reasonable trial on warfarin is defined as at least 2 months of therapy. 
e) Dosing:  The usual recommended dose is 60mg once daily.  A reduced dose of 

30mg once daily is recommended for patients with one or more of the following 
factors:   

• Moderate renal impairment (creatinine clearance of 30-50mL/min). 
• Body weight of 60kg (132lbs) or less. 
• Concomitant use of P-gp inhibitors except amiodarone and verapamil. 

f) Since renal impairment can increase bleeding risk, renal function should be 
regularly monitored.  Other factors that increase bleeding risk should also be 
assessed and monitored (see edoxaban product monograph). 

g) Patients starting edoxaban should have ready access to appropriate medical services 
to manage a bleeding event. 

h) There is currently no data to support that edoxaban provides adequate 
anticoagulation in patients with rheumatic valvular disease or those with prosthetic 
heart valves.  As a result, edoxaban is not recommended for these patient 
populations. 

 
 

b) For the treatment of deep vein thrombosis (DVT) or pulmonary embolism (PE). 
Approval Period:  Up to six (6) months. 
 Notes: 
a) The recommended dose of edoxaban for patients initiating DVT or PE treatment 

is 60mg once daily following initial use of a parenteral anticoagulant for five to 
ten days.  A dose of 30mg once daily is recommended in patients with one or 
more of the following clinical factors:   

• Moderate renal impairment (creatinine clearance 30-50mL/min);  
• Body weight of 60kg (132lbs) or less; and  
• Concomitant use of P-glycoprotein (P-gp) inhibitors except amiodarone 

and verapamil. 
b) Drug Plan coverage for edoxaban for the treatment of DVT or PE is an 

alternative to heparin/warfarin for up to 6 months.  When used for longer than 6 
months, edoxaban is more costly than heparin/warfarin.  As such, patients with 
an intended duration of therapy longer than 6 months should be considered for 
initiation on heparin/warfarin.  

c) Since renal impairment can increase bleeding risk, it is important to monitor 
renal function regularly.  Other factors that increase bleeding risks should also 
be assessed and monitored (see product monograph). 

 
• infliximab, injection (mg), 100mg/mL (Renflexis-MRK) 

  
 Rheumatoid arthritis: 

• Active rheumatoid arthritis in patients who have failed treatment with 
methotrexate and leflunomide;  
OR 

•  Active rheumatoid arthritis in patients intolerant to methotrexate and 
leflunomide.  
 
Treatment should be combined with an immunosuppressant. Exceptions can be 
considered in cases where methotrexate or leflunomide are contraindicated.  
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This product should be used in consultation with a specialist in this area. 

 
Plaque psoriasis: 

•  For treatment of adult patients with severe debilitating plaque psoriasis who 
meet all of the following criteria:  

i) failure to respond to, contraindications to, or intolerant of methotrexate and 
cyclosporine; AND  

ii) failure to respond to, intolerant to or unable to access phototherapy.  
 
Coverage will be approved initially for the induction phase of up to 16 weeks. 
Coverage can be renewed in patients who have responded to therapy.  
 
This product should be used in consultation with a specialist in this area. 
 

Psoriatic arthritis: 
• Psoriatic arthritis in patients who have failed or are intolerant to methotrexate 

and one other DMARD.  
 
Treatment should be combined with an immunosuppressant.  Exceptions can be 
considered in cases where methotrexate or leflunomide are contraindicated.  
 
This product should be used in consultation with a specialist in this area. 

 
 

Ankylosing spondylitis (A.S.): 
For treatment of ankylosing spondylitis (AS) according to the following criteria: 
 
Initial Application (for a 12-week medication trial): 

o For patients who have already been treated conventionally with two or more 
non-steroidal anti-inflammatory drugs (NSAIDs) taken sequentially at 
maximum tolerated or recommended doses for four weeks without symptom 
control; AND 

o Satisfy New York diagnostic criteria: a score ≥ 4 on the Bath Ankylosing 
Spondylitis Disease Activity Index (BASDAI) AND a score of ≥ 4 cm on the 0-
10cm spinal pain visual analogue scale (VAS) on two occasions at least 12 
weeks apart without any change of treatment. 

 
Second Application (following the initial 12-week approval, requests will be 
considered for a one-year approval timeframe): 

o Adequate response to treatment assessed at 12 weeks defined as at least 50% 
reduction in pre-treatment baseline BASDAI score OR by ≥ 2 units AND a 
reduction of ≥ 2cm in the spinal pain VAS. 

 
Subsequent Annual Renewal Applications (beyond the first 15 months, requests 
are to be submitted annually for consideration of ongoing approval on a yearly 
basis): 

o The BASDAI score does not worsen (i.e. remains within two units of the second 
assessment) AND remains at least two units less than the initial application’s 
BASDAI score. 
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Notes: 

o Requests for coverage for this indication must be made by a rheumatologist. 
o Applications for this indication must be submitted on the designated EDS 

Application – Ankylosing Spondylitis Drugs form found on the Formulary 
website. 

o Coverage may be provided for one switch for patients transitioning to another  
biologic agent following an adequate trial of the first agent if the patient fails to 
respond, if there is a loss of response, or is intolerant, to the first agent. 
Approval will be subject to the published Exception Drug Status criteria for the 
requested biologic agent. 

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

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

 
 

Crohn’s Disease:  
(a)  Moderate to severe Crohn's Disease:  
• For treatment of patients who demonstrate continuing symptoms despite the use of 
optimal conventional therapies, such as glucocorticoids and immunosuppressive 
therapy.  
• For treatment of patients who are intolerant to conventional therapy, including 
glucocorticoids and immunosuppressive therapy.  
 
(b) Fistulizing Crohn's Disease: 
For treatment of patients with symptomatic enterocutaneous or perineal fistulae, 
enterovaginal fistulae or enterovesical fistulae (i.e. any type of fistulizing Crohn’s 
Disease).  
Clinical response should be assessed after the induction dose.  Ongoing coverage will 
only be provided for those who respond to treatment.  
Patients undergoing this treatment should be reviewed every six months by a specialist 
in this area. 

 
 
Ulcerative colitis: 

• For treatment of ulcerative colitis in patients unresponsive to high dose steroids.  
 
 Clinical response should be assessed after the three-dose induction phase before 
 proceeding to maintenance therapy.  Ongoing coverage will only be provided for those 
 who respond to therapy.  
 
 Patients undergoing this treatment should be reviewed every six months by a specialist 
 in this area.  

 
Recommended Revised Exception Drug Status criteria: 
 

• darifenacin, extended release tablet, 7.5mg, 15mg (Enablex-SLP) 
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     For treatment of patients intolerant to oxybutynin chloride, solifenacin succinate or 
     tolterodine l-tartrate.  
 

• fesoterodine fumarate, extended release tablet, 4mg, 8mg (Toviaz-PFI) 
 For treatment of patients intolerant to oxybutynin chloride, solifenacin succinate or 
 tolterodine l-tartrate.  

 
• glecaprevir/pibrentasvir, tablet, 100mg/400mg (Maviret-EDS) 

 For treatment naïve and treatment experienced adult patients with chronic hepatitis C 
 infection (regardless of fibrosis stage) according to the following criteria: 
 
• Laboratory confirmed hepatitis C genotype 1, 2, 3, 4, 5 or 6; AND 
• Laboratory confirmed quantitative HCV RNA value within the last six months; AND 
• Treatment is prescribed by a hepatologist, gastroenterologist or an infectious disease 

specialist or other prescriber experienced in the treatment of hepatitis C as determined by 
the Drug Plan. 

 
Treatment regimens reimbursed: 
 
Treatment Naïve 
Genotype Treatment Regimen and Duration 
Genotype 1, 2, 3, 4, 5 or 6 8 weeks without cirrhosis 12 weeks with cirrhosis 
 
Treatment Experienced1 and previously treated with regimens containing: 
Genotype Previous Treatment Received Treatment Regimen and 

Duration 
Genotype 1, 2, 4, 5 
or 6 

PRS 
(peg)interferon, ribavirin, and/or 
sofosbuvir: 
- (peg)interferon/ribavirin,   
- sofosbuvir + 

(peg)interferon/ribavirin,  
- sofosbuvir + ribavirin 

8 weeks 
without 
cirrhosis 

12 weeks 
with 
cirrhosis2 

Genotype 1 NS3/4A PI (NS5A inhibitor-naïve) 
- simeprevir + sofosbuvir, or  
- simeprevir + 

(peg)interferon/ribavirin, or  
- boceprevir + 

(peg)interferon/ribavirin, or  
- telaprevir + 

(peg)interferon/ribavirin 

12 weeks  

Genotype 1 NS5A (NS3/4A inhibitor naïve) 
- daclatasvir + sofosbuvir, or  
- daclatasvir + 

(peg)interferon/ribavirin, or  
- ledipasvir + sofosbuvir  

16 weeks 

Genotype 3 PRS 
(peg)interferon, ribavirin, and/or 
sofosbuvir: 

16 weeks2 
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- (peg)interferon/ribavirin,   
- sofosbuvir + 

(peg)interferon/ribavirin,  
- sofosbuvir + ribavirin 

 
Exceptional case by case consideration: 
• Retreatment for direct acting antiviral failures will be considered on a case by case basis.  

Funding considerations will be based on recommendations from approved clinical practice 
guidelines.  The specific drug regimen may include combination therapy involving a 
different company’s products. 

 
NOTES: 
• Health care professionals are advised to refer to the product monograph and prescribing 

guidelines for appropriate use of the drug product, including use in special populations. 
• 1Treatment experienced is defined by the Health Canada Product Monograph based on the 

genotype treated and the scenario in which the previous drug(s) have been used. 
• 2See product monograph for dosing recommendations in patients with a liver or kidney 

transplant. 
 
 

• mirabegron, extended release tablet, 25mg, 50mg (Myrbetriq-APC) 
 For treatment of overactive bladder (OAB) for patients intolerant to, or with an 
 inadequate response to oxybutynin, solifenacin succinate or tolterodine l-tartrate. 
 
 Note: Should not be used in combination with other pharmacologic treatments for 
 OAB. 
 
• trospium chloride, tablet, 20mg (Trosec-SNV) 

     For treatment of patients intolerant to oxybutynin chloride, solifenacin succinate or 
     tolterodine l-tartrate.  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 Saskatchewan Ministry of Health 
Drug Plan and Extended Benefits Branch 
2nd Floor, 3475 Albert Street 
Regina, Saskatchewan  S4S 6X6 
(306) 787-3317  
1-800-667-7581 
 

This Bulletin is not to be reproduced or republished 
except with the approval of the Saskatchewan Ministry of  
Health.  Inquiries should be directed to the address or telephone 
numbers shown at left. 
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