DRUGSNOT CONSIDERED FOR REIMBURSEMENT THROUGH THE ODB PROGRAM

Drug products are covered under the Ontario DrugeBes (ODB) Exceptional Access Program (EAP) lthsa recommendations and guidelines from the
ministry’s expert advisory committee, the Committe€valuate Drugs (CED). The CED makes recomnt@nttato the Executive Officer (EO) as to whether
a drug product should be listed as a Formulary fitesrewhether it should be available through th&FEfor those who meet specific criteria. Basedon
thorough and comprehensive review, the CED maymetend that a drug product for specific indicatiprstsould not be listed as a Formulary benefit and
should not be considered through EAP. The follgndocument provides a summary of selected druguystedhat were reviewed by CED but were
recommended not to be funded through the ODB faargudr the EAP. A brief summary of the rationale the Committee’s decision is provided. Where
applicable, a link to more detailed informationtpéring to the CED’s review and subsequent decisiofunding from the Executive Officer has beenvjted.

This document will be updated on a regular basisdlude newly reviewed drugs and indications #ratnot recommended for funding and, on an “asewed
basis, if any changes are made to the reimburdestans of the drugs in this list. In additiame tministry is working with the manufacturers talesbs
concerns raised during a review and changes mayaoe to the recommended criteria and/or listintusta

It should be noted that there are other drugsisietd in this document at this time that may nottesidered for reimbursement through the ODB Ruogr

DOSAGE FORM/

DRUG NAME ‘ BRANDS ‘ STRENGTH ‘ RATIONALE
Alefacept Amevive 15 mg/0.5 mL The CED noted that there are significant concezganding the limited efficacy, safety arn

intramuscular cost-effectiveness data available for the use oéine in the treatment of moderate to

injection severe chronic plague psoriasis.
There are no data either comparing Amevive to egleeomparators or supporting the
efficacy of Amevive in patients who are refractéoystandard systemic therapies. The
cost-effectiveness of Amevive has not been estaddis Furthermore, there is a lack of
long-term safety data as a higher incidence of s&ircer and serious infections were
detected with various regimens.

Atazanavir Reyataz 300 mg Capsule The CED notedhbal 50 mg and 200 mg formulations of Reyatazaedlable on the
Ontario Drug Benefit Formulary as general beneiditd that the per mg cost of the 300 m
capsule does not offer a cost savings compardtet@30 mg or 200 mg formulation.

Butalbital and ASA | Fiorinal Plain The CED has indicated that there is no supportweesmce for the value of these fixed-dg

and caffeine + Cy¥ combination products for the symptomatic treatnedmtain such as headache, migraine

codeine CY% other neurological discomfort. Since the theraigewdlue of butalbital, which is included

in these products, has not been substantiated jbgtoke clinical evidence, these drug

and

combinations have no advantage over analgesi¢tei®htario Drug Benefit Formulary.
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DRUG NAME ‘

Calcium acetate

BRANDS
PhosLo

STRENGTH
667 mg tablet

DOSAGE FORM/ ‘

RATIONALE

The CED carmplevo reviews of PhosLo for the treatment of ippesphatemia in
hemodialysis patients and noted that there is mapedling evidence to support therapeut
superiority of PhosLo over standard calcium carb®imathis clinical setting. Furthermors

it was noted that PhosLo is significantly more exgiee than standard calcium carbonate.

Chlorpropamide

Generic products
available

100 mg and 250 mg
tablet

) The CED conducted a comprehensive review of theeswie related to treatments for blo
glucose control to ensure that reimbursement dfedess medications reflects current
clinical knowledge and data on efficacy, safety] aost-effectiveness. The committee ha
reviewed chlorpropamide for the treatment of typ#igbetes and noted the increased ris
cardiovascular mortality with chlorpropamide, basedhe UKPDS 33 study, where
systolic and diastolic blood pressure were sigaifity higher throughout the study in
patients assigned to the chlorpropamide group éingrother treatment group.

Ciclopirox olamine

Stieprox

1.5% shampoo

Stieprox was reviewed for topicaltineat and prophylaxis of dandruff and seborrheic
dermatitis. There is little compelling evidencestgport increased efficacy of Stieprox ir
comparison to ketoconazole shampoo (which is adailto patients over-the-counter) or
other formulary alternatives, including steroidames and antifungals.

Cinacalcet

Sensipar

30 mg, 60 mg, 90
mg tablet

Sensipar was reviewed for the treatment of secgriggrerparathyroidism in patients with
chronic renal disease. The CED noted that whilesipar has been shown to impact
parathyroid hormone and serum calcium levels, tieeiresufficient evidence to support th
therapeutic efficacy of this product in achievirigically important outcomes such as
quality of life, symptomatic bone disease, hosjztdions, cardiovascular disease and
mortality when compared to conventional therapurtffermore, the cost-effectiveness of
Sensipar has not been established.

For more information, please go to:
http://www.health.gov.on.ca/english/providers/pamgfdrugs/ced/pdf/sensipar.pdf

Collagenase

Santyl

250 units/gram
topical ointment

The CED has conducted several reviews of Santybirsment for topical debridement that

\S
k of

N

[¢)

has been available in North America for over 40ryeand has noted that there is evidence

that collagenase is superior to placebo and tdymito However, there is a lack of
compelling evidence comparing the efficacy of apdlaase to non-pharmacological
treatments currently used for debridement. Funtioee the cost-effectiveness of Santyl
therapy remains unknown.

Cyclosporine

Restasis

0.5% ophthalmic
solution

The CED noted that there is a lack of robust eviden demonstrate the efficacy of
cyclosporine ophthalmic solution in the populatadrpatients for which the manufacturer
seeking reimbursement and that currently availabidence demonstrated several
methodological flaws that limit the validity andrggalizability of the results. Furthermo
the cost is significantly higher than the altervatireatments available for dry eye diseag

S
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DRUG NAME ‘

Desogestrel and
ethinyl estradiol

BRANDS

Linessa

DOSAGE FORM/
STRENGTH
21-day and 28-day

packs

RATIONALE

The CED noted that Linessa provides no advantatgrins of efficacy, safety, or
tolerability to justify its price premium over orebntraceptives listed in the current
Formulary.

For more information, please go to:
http://www.health.gov.on.ca/english/providers/pangfdrugs/ced/pdf/desogestrel.pdf

Desvenlafaxine
extended release

Pristiq

50 mg and 100 mg
tablet

The CED noted the lack of evidence in terms ofadh®-head randomized, controlled tri
to demonstrate that desvenlafaxine is at leastimi@nior to venlafaxine or any other activ

comparator at Health Canada approved dosing. Funtre, there is a price premium that

has not been adequately justified as there are ®ff@gtive anti-depressants on the
formulary that are available at a lower cost. Aiddially, there are no therapeutic gaps.

Oy

Diclofenac sodium

Pennsaid

1.5% topical
solution

Pennsaid was reviewed in the treatment of symptsssciated with osteoarthritis of the
knee. The CED noted that there is a lack of exidén demonstrate that Pennsaid provi
superior therapeutic efficacy, safety, or cost@fteness over currently available
alternatives listed on the Formulary.

les

Donepezil

Aricept RDT

5 mg and 10 mg
orally disintegrating
tablet

Ariceptfilm-coated tablets are currently listed on therRolary as a Limited Use (LU)
benefit for the symptomatic treatment of patienithwwnild and moderate dementia of the
Alzheimer's type. The CED noted that Alzheime@signts with severe disease are mos
likely to have difficulty swallowing and may thecg& benefit from AricepRDT.

However, the manufacturer has never madetamission to the Ministry for the use of
Aricept RDT in the treatment of severe Alzheimeatisease.

For more information, please go to:
http://www.health.gov.on.ca/english/providers/pamgfdrugs/ced/pdf/donepezil.pdf

t

Doxycycline hyclate

Periostat

20mg capsule

The CED noted that alththiglproduct has been shown to have efficacy inrdretment

of periodontal disease, the manufacturer was urtalidlemonstrate cost-effectiveness given

the significant cost premium over viable clinicleenatives currently available (eg. gene
doxycycline).

=

C

Dronedarone

Multaq

400 mg tablet

The CED noted that available evidence suggestsdarone is not superior to amiodarone,

which is the current standard of care. The conemitiso expressed concerns of the saf
profile of this agent. Furthermore dronedaronmdse costly and the price premium is n
justified.

pty
Dt
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DRUG NAME ‘

Eletriptan

BRANDS
Relpax

DOSAGE FORM/
STRENGTH
20mg and 40mg

tablet

RATIONALE

The CED noted that there is a lack of compelliniglence demonstrating that Relpax is
therapeutically superior to the other "triptangttare currently considered for
reimbursement via the EAP mechanism (i.e., suntatrjalmotriptan, naratriptan, and
rizatriptan). The cost-effectiveness of Relpax pamd to the other triptans has not bee
clearly established. Additionally, the committested that eletriptan, unlike other drugs i
this class, is primarily metabolized by the cytaohe P450 (CYP3A4) pathway, thus
increasing its potential to cause drug interactiemd adverse effects.

>

Enalapril maleate/
hydrochlorothiazide

Vaseretic

10mg/25mg tablet

The CED noted that tigen® published evidence demonstrating that traslyct is more
effective than other ACE inhibitor/thiazide diuetiombination products already listed o
the Formulary. It was further noted that Vaseristialso more expensive than the other
formulary products and the sum of the individuab$e ingredient products (enalapril angd
hydrochlorothiazide).

=

Erythromycin and
benzoyl peroxide

Benzamycin

3% erythromycin
and 5% benzoyl
peroxide topical gel

The CED noted that there is no objective evidermaahstrating that Benzamycin is mor
effective than current formulary alternatives.

Esomeprazole

Nexium

20 mg and 40 mg

tablet

The CED noted that there is no compelling evideteraonstrating that Nexium is more

effective than the proton-pump inhibitors (PPIs)dd on the Formulary. Several PPIs a
listed in the Formulary as Limited Use benefitg] &ariet (rabeprazole) 10mg and 20mg
are listed as general benefits.

Etonogestrel and
ethinyl estradiol

NuvaRing

Contraceptive
vaginal ring

The CED noted there is no significant clinical bfgref NuvaRing versus oral
contraceptives. The clinical evidence does notatestnate any significant differences in
the pregnancy rates, rates of adverse events qulizome rates of NuvaRing over oral
contraceptives. In addition, Depo-Provera, whichvailable on the current Formulary a
General Benefit, and intrauterine devices (IUD)arailable alternatives for patients wha
are unable to use formulary oral contraceptivelse frice premium of NuvaRing over the
formulary alternatives has not been justified.

Fentanyl

Duragesic 12

12.5 mcg/hr
transdermal patch

The CED noted that Duragesic 12 patches were ptiopately more expensive than the
higher dose preparations of fentanyl transdermizhgs which are currently listed as
Limited Use (LU) benefits on the Formulary.

For more information, please go to:
http://www.health.gov.on.ca/english/providers/pangfdrugs/ced/pdf/fentanyl.pdf

Fluticasone
proprionate

Cutivate

0.05% cream

The CED noted that, in light of the lack of therafi@ or economic advantage compared
with other agents in its class, Cutivate has nehtshown to provide any additional valug
patient care. Also, several other alternativesazetlable on the formulary.
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DRUG NAME ‘

Fulvestrant

BRANDS

Faslodex

DOSAGE FORM/
STRENGTH
50 mg/mL prefille
syringe for
intramuscular
injection

‘ RATIONALE

dThe CED has completed a review of fulvestrant @@esk) for the treatment of metastatic
breast cancer. In their review, the CED has ntitatithe current evidence for use of
fulvestrant is second- or third-line therapy tostr@zole or exemestane for locally
advanced or metastatic hormone receptor positiadbicancer in post-menopausal womn
However, there is a lack of evidence demonstratieguse of fulvestrant would delay the
need for intravenous chemotherapy and palliative.cAs such, the Executive Officer ha
made the decision to not fund fulvestrant.

en.

Gatifloxacin

Zymar

0.3% ophthalmic
solution

The CED noted that in comparative trials, gatiflirawas not shown to be superior to
ofloxacin for the treatment of bacterial conjunttiss It was also noted that, since
gatifloxacin is dosed every two hours for the fixgd days of therapy, the risk for patient
non-compliance may compromise efficacy. Moreoitaappears that gatifloxacin has a
similar side effect profile to ofloxacin. Lastlgatifloxacin is significantly more expensive
than other formulary alternatives with no addeddpeutic benefit for this price premium

D

Glimepiride

Amaryl

1 mg, 2 mg, and
4 mg tablet

The CED noted that there is insufficient evidermddémonstrate a therapeutic advantage
Amaryl over other oral anti-diabetic agents curelisted on the Formulary. In addition,
was noted that Amaryl is more costly than othesraktives.

2 for
it

Idoxuridine

Herplex D

0.1% topical liquid

The CED has noted that Herplex D appears to haaemal effect in recurrent or primary
herpes simplex virus (HSV) on duration of symptonesy lesion formation, healing time,
or risk of subsequent recurrence. It may be aatmtiwith complications such as local
burning, generalized contact dermatitis, and vubaacinoma in situ.

Levonorgestrel and
ethinyl estradiol

Seasonale

0.15 mg/0.03 mg
tablet

The CED has completed a review of Seasonale foasigelong-term oral contraceptive.
While the CED noted that Seasonale is equally &tfmus to other oral contraceptives, th
CED did note that Seasonale was not associatedmitbased safety, increased
compliance, or improved quality of life versus cargtors. In addition, it was noted that
there are less costly contraceptives currenthyherFormulary. In view of the above, the
price premium of Seasonale is not justified.

For more information, please go to:
http://www.health.gov.on.ca/english/providers/pangfdrugs/ced/pdf/seasonale.pdf

Levothyroxine
sodium

Synthroid

0.137 mg

The CED has reviewed Synthral@Dmg tablets and the committee noted that the

proposed price for the 0.137mg tablet is signiftgahigher than other strengths of the s

the use of the 0.15mg and 0.125mg tablets altedrdstty. Therefore, there appears to b
little rationale to justify the significant costfféirence.

me

medication. This would translate into a significawerall cost increase when compared o
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DRUG NAME ‘

Loteprednol

BRANDS

Lotemax

DOSAGE FORM/ ‘

STRENGTH
0.5% ophthalmic
solution

RATIONALE

The CED acknowledged that loteprednol has been shiowave similar efficacy compare
to other ophthalmic corticosteroids. However lesé are several ophthalmic
corticosteroids already listed on the Formulargréhis no therapeutic gap that is
specifically addressed by loteprednol.

Memantine

Ebixa

10 mg tablet

The CED completedveeve of Ebixa for the symptomatic treatment of pats with
moderate to severe dementia of the Alzheimer's typeas noted that the evidence
currently available fails to establish clinicaligsificant benefits from the use of Ebixa; al
there were no demonstrated differences in ratéegbitalization or institutionalization wi
Ebixa in randomized clinical trials. In additiohetCommittee also noted that there are
safety concerns regarding the use of Ebixa, agibdescin the product's monograph.

d

Methyl
aminolevulinate

Metvix

168 mg/g topical
cream

The CED noted that Metvix appears to be as effeaiscryotherapy, simple excision
surgery, or imiquimod for the treatment of primanperficial basal cell carcinoma. The
cream must be used in combination with photodyndhgcapy (PDT). Several
disadvantages were further noted including acaeasdermatologist with the special lam
required for this treatment and there were conceraisthis would likely incur additional
costs for the photodynamic sessions. In additioe Gommittee noted that, given some o
the limitations identified in the pharmacoeconoamalysis, a cost savings of this treatmg
over available therapies is unlikely to be realized

O

1%

ent

Methylnaltrexone
bromide

Relistor

20 mg/mL
subcutaneous
injection

The CED raised concerns about the clinical relegaricstudy outcomes provided in the
trials submitted by the manufacturer. It was farthoted that data is lacking to examine
cost-effectiveness of Relistor in patients who himiled all other alternatives.

the

Moxifloxacin

Vigamox

0.5% ophthalmic
solution

The CED noted that the majority of cases of acatdyial conjunctivitis resolve
spontaneously within 5 days regardless of therdpwyas further noted that current
published medical literature did not demonstrag Yfigamox was superior to ciprofloxag
or ofloxacin eye drops, yet was significantly mexpensive. The physician is reminded
that ofloxacin eye drops are currently listed omEormulary as a Limited Use (LU)
benefit.

in

Nateglinide

Starlix

60 mg and 120 mg
tablet

The CED found that current head to head comparigetween nateglinide and other
antidiabetic agents indicate a decreased efficanpared to glyburide in lowering fasting
plasma glucose and is similar in cost to otherr@dtives such as repaglinide (Gluconorm

~

Omalizumab

Xolair

150 mg
subcutaneous
injection

The CED noted that while there are several upcottniaty that might help to provide
additional information to support the efficacy ahalizumab, there remains a lack of
evidence to demonstrate the efficacy of omalizuorabther clinically meaningful
outcomes such as hospitalizations or emergencyrhegat visits. In addition, the
Committee noted that there are several limitatiarthe manufacturer's pharmacoeconon

nic

analysis to substantiate the product’s cost-effeotss.
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DOSAGE FORM/
DRUG NAME ‘ BRANDS ‘ STRENGTH ‘ RATIONALE
Oxybutynin chloride | Ditropan XL 5mgand 10 mg | A review of the available clinical data demonstdatigat Ditropan XL has similar efficacy
extended release |and adverse effect profiles to regular oxybutynhick is a formulary benefit. Specifically
tablet it was noted that there is a lack of supportivelence demonstrating that Ditropan XL is
better tolerated than regular oxybutynin. The G&Df the opinion that Ditropan XL does
not provide an advantage over existing listed fdamualternatives.

Uromax 10 mg and 15 mg | The CED noted that there is no convincing eviddnaemonstrate that Uromax is
controlled release | therapeutically superior to immediate release @R)outynin or provides an improved
tablet adverse event profile to justify the price premiuthwas also noted that the clinical

evidence does not demonstrate any significantreifiges in quality of life between IR
oxybutynin and Uromax.
Oxycodone OxyContin 5 mg slow release The CED completed multiple reviews of OxyContin 5taglets and noted that even in
tablet patients who are very sensitive to opioids, the Sabipt does not appear to afford a
therapeutic advantage over other multiple shoitigand long-acting opioid analgesics
currently available on the Formulary. Moreovenrydés noted that the price of the 5mg
tablet is proportionately more expensive than ofeyContin tablets currently listed on tl
Formulary (10mg, 20mg, 40mg, and 80mg).
For more information, please go to:
http://www.health.gov.on.ca/english/providers/pangldrugs/ced/pdf/oxycodone.pdf
Pegaptanib Macugen 0.3 mg/90 pL The CED completed a review of Macugen for the tregit of wet form age-related macu
intravitreal injection| degeneration (AMD). While Macugen has been shanmpact visual acuity, there is
insufficient evidence to support the therapeutiicaty of this product in achieving
clinically important outcomes such as quality & ivhen compared to a sham procedure.
In addition, the committee has noted that therecaneerns surrounding ophthalmic relat
adverse events with the use of Macugen and contiplicsarelated to the intravitreal
injection such as endophthalmitis, traumatic cataind retinal detachment. Furthermot
the cost-effectiveness of Macugen has not beenlglestablished.
Pedfilgrastim Neulasta 10 mg/mL The CED noted that pedfilgrastim is therapeuticafiyivalent to filgrastim (Neupogen).
subcutaneous The Committee also noted that, based on Ontarig Benefit utilization data,
injection pegfilgrastim does not provide value-for-money canagl to filgrastim.
Pramipexole Mirapex 0.5 mg tablet Mirapex 0.25mg, 1mg and 1.5mg sttengte currently listed as General Benefits on th

Formulary. The CED noted that the price of thex@3ablet is similar to the price of the
1.0mg tablet and that the 1.0mg tablet is scoreldcan be split into halves. It was furthe
noted that the 0.5mg tablet is approximately dotifdeprice of the 0.25mg tablet. Given t
strengths available on the formulary, the CED cadet! that there is no cost advantage

ne

ar

!
he

>

reimbursing Mirapex 0.5mg tablets.
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DOSAGE FORM/

DRUG NAME ‘ BRANDS ‘ STRENGTH ‘ RATIONALE

Ramipril Altace 15 mg capsule The CED noted thaltipla strengths of generic ramipril are curreriiyed as General
Benefits in the Formulary. In addition, it was esthat there is no evidence of clinical
need or economic advantage to support the inclusfiddtace 15mg in the formulary.
For more information, please go to:
http://www.health.gov.on.ca/english/providers/pangtdrugs/ced/pdf/ramipril. pdf

Ramipril and Altace Plus Felodiping2.5 mg/2.5 mg and | The CED reviewed Altace Plus Felodipine for thetneent of mild to moderate essential

felodipine 5mg/5mg tablet hypertension in patients for whom combination tpgris appropriate. The Committee

determined that there was no compelling evidenoaothstrating superior clinical efficacy
improved compliance or an improved safety profilthwhe fixed dose combination versy
administration of the single agent components tugretMoreover, the Committee noted t
there is no cost-effective advantage of the fixededcombination over the combined use
the individual components. Lastly, the use of imdinal products allows for the ability to
titrate and offers improved flexibility in dosing.

s
hat
of

For more information, please go to:
http://www.health.gov.on.ca/english/providers/pargfdrugs/ced/pdf/ramipril _felodipine.
df

Risedronate

Actonel 75

75 mg tablet

The CED reviewed the pertinent literature for tse of Actonel 75 mg in the prevention
and treatment of osteoporosis and noted that there evidence that Actonel 75 mg is
more efficacious than currently available Formulaltgrnatives. A clinical study
comparing Actonel 75 mg twice monthly to Actoneh§ once daily found the two agents
demonstrated similar efficacy and adverse everfil@so There is no published data
supporting improved compliance with the 75 mg desaigd there is lack of evidence
comparing Actonel 75 mg to other agents such awledmate. Therefore, a clinically
relevant comparison with formulary agents is natilable.

Risedronate and
calcium carbonate

Actonel Plus Calcium

35 mg risedronate
sodium and

1250 mg calcium
carbonate

This is a combination/compliance package that d¢ostane tablet of risedronate sodium
35mg and six tablets of calcium carbonate 1250ige CED noted that there is a lack o
evidence to support therapeutic advantage of Attelus Calcium over existing

bisphosphonate alternatives on the formulary. a$ also noted that Actonel Plus Calcium
is significantly more expensive than formulary tispphonate alternatives. Furthermorg,
Actonel is currently listed on the Formulary as EmhBenefit.

For more information, please go to:
http://www.health.gov.on.ca/english/providers/pergrdrugs/ced/pdf/risedronate. pdf
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DRUG NAME ‘

Rivastigmine

BRANDS

Exelon Patch 5
Exelon Patch 10

DOSAGE FORM/
STRENGTH

4.6 mg/24 hours an

9.5 mg/24 hours

transdermal patch

‘ RATIONALE

dn the review, the CED noted that there is a soiallcal effect for rivastigmine patch
versus placebo and no evidence that the patchiis effective than the oral capsules ang
oral liquid. Furthermore, there is no comparatie¢a for the patch versus other
acetylcholine esterase inhibitors. As rivastignismdicated only in the treatment of mil
to moderate Alzheimer’s disease, the CED has espdesoncerns of misuse in the
treatment of severe Alzheimer’s disease.

)

n

Rosiglitazone and | Avandamet 1 mg/500 mg, Avandamet is a combination product containing yotiglitazone and metformin. The
metformin 2 mg/1000 mg, CED noted that there is a lack of clinical evidetwsupport the therapeutic advantage o
2 mg/500 mg, fixed-dose combinations. Furthermore, it was nobed the cost of the combination
4 mg/1000 mg, product is not significantly lower than that of them of the two single ingredient product
2 mg/500 mg tablet| at the most commonly prescribed doses.
Sapropterin Kuvan 100 mg tablet The CED notedttiexie is lack of evidence to demonstrate clinicedlgvant efficacy.
Furthermore the price premium of sapropterin isjuastified
Saxagliptin Onglyza 5 mg tablet The CED commenited there remain no trials showing clinically imgzat outcomes
with saxagliptin and that such studies are ongoi@gen that there is already a DPP-4
inhibitor listed on the Formulary at a lower efigetprice, there is no therapeutic gap or
cost reason to list saxagliptin at this time.
Sitagliptin/metformin| Janumet 50 mg/500 mg Overall, the CED noted the lack of evidence conmpthe fixed-dose combination tablet
50 mg/850 mg with its individual components to justify the pripeemium.
50 mg/1000 mg
Sodium oxybate Xyrem 500 mg/mL oral The CED raised concerns around the short-termiduaraf the submitted trials, the high

solution attrition rates, and the lack of long-term dafaurthermore, it was noted that cost-
effectiveness has not been demonstrated.
Sodium Thiosulfate 25% The CED noted that there is a lack of randomizedrotied trials to support the efficacy g

- 0.25 g/mL vials
for injection

sodium thiosulfate in the treatment of calciphy$axin addition, the true benefits of sodiu
thiosulfate are difficult to ascertain since mamyhe case reports included a number of
interventions that may have contributed to the aleffect observed. Furthermore, the
cost of sodium thiosulfate is significant and thisrao justification for the price premium.

="

m
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DRUG NAME ‘

Solifenacin

BRANDS

Vesicare

DOSAGE FORM/

STRENGTH
5mg and 10mg
tablet

RATIONALE

The CED found no clinically significant benefits fdesicare over existing formulary
alternatives for the treatment of overactive bladdedults with symptoms of urge urinar
incontinence, urinary urgency, and urinary frequyenit was also noted that there is a lag
of evidence assessing the efficacy and safety eicdes beyond twelve weeks of use. In
addition, the CED expressed concern regarding dtengial for this medication to cause
serious adverse effects in the elderly, particulddlirium.

= <

Somatropin

Saizen

6 mg cartridge
12 mg cartridge
20 mg cartridge
Injection solution

The CED that the data presented did not adequagghonstrate the benefits of these ney
formats of Saizen. Formats of Saizen that do emire reconsititution are already
currently funded by the OPDP. Furthermore, themoi therapeutic gap as there are ma
growth hormone products currently reimbursed ui@ebDP.

ny

Telbivudine

Sebivo

600 mg tablet

The CED raised concerns around the lack of evideapgorting clinically relevant
outcomes within clinical trials. It was also notbdt the true cost-effectiveness of this
product is questionable.

Telithromycin

Ketek

400mg tablet

The CED indicathdlt there is insufficient evidence to demonstth&s this product has
any therapeutic advantages over other less expefa@imulary alternatives, including
macrolide antibiotics. In addition, the Committeges noted that there are safety concern
regarding potential drug interactions involving glimetabolism by the CYP450-3A4

pathway; and, the side effect profile includesarisilisturbances which are not part of the

profile associated with the macrolide antibiotiosrently listed as formulary benefits.

174

Tolbutamide

Generic products
available

500mg tablet

Due to the increased risk of cardiovascular mdytalith tolbutamide compared to other
equally effective formulary alternatives, the CEH2ammended that tolbutamide no long
be reimbursed under the Ontario Drug Benefit PnogrBhe CED conducted a
comprehensive review of the evidence related ttriments for blood glucose control to
ensure that reimbursement of diabetes medicatiftects current clinical knowledge and
data on efficacy, safety, and cost-effectivenebg. Jommittee reviewed the use of
tolbutamide for the treatment of type 2 diabete$ moted that this agent has been
associated with an increased risk of cardiovaseutatality.

Teriparatide

Forteo

250uG/mL
subcutaneous
injection

The CED completed multiple reviews of Forteo far theatment of osteoporosis. Given t
large cost differential between teriparatide anit@sorptive therapies and the current
clinical information available, it was felt thatigaratide has not been shown to be
cost-effective for the first-line treatment of agberosis. In addition, the CED is unaware
any evidence to support Forteo's efficacy for pasievho continue to fracture despite
adequate anti-resorptive therapy. It was felt thatevidence was required to determine
whether a switch to teriparatide would offer anyattage over continued bisphosphona

of

treatment in these patients.
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DRUG NAME

BRANDS

DOSAGE FORM/
STRENGTH

RATIONALE

UJ

0]

Testosterone Androderm 24.3 mg transdermalThe CED noted that there is a lack of evidence destnating dose proportional
patch bioequivalence between the 24.3mg patch and ttritZpatch formulation, which is

currently available as a Limited Use (LU) benefittbe Formulary.

Tramadol Ralivia 100 mg, 200 mg, | The CED has reviewed Ralivia and noted that trermievidence that tramadol offers a
and 300 mg therapeutic advantage over existing formulary alives. The majority of clinical studie
extended release |compared Ralivia to placebo and there is minimé damparing the drug to long-acting
tablet narcotics. Therefore, a clinically relevant compan with many formulary alternatives is

not available.

Tridural 100 mg, 200 mg, | The CED has reviewed Tridural and noted that tieer® evidence that tramadol offers a
and 300 mg therapeutic advantage over existing formulary alives. Clinical trials with tramadol af
extended release | of short-duration and there’s concern with lackonig-term safety data as patients with
tablet chronic pain would be taking it indefinitely. Tudal has not been shown to be more

efficacious or safer than alternative analgesigastfy its price premium.

Zytram XL 150 mg, 200 mg, | The CED noted that there is no evidence that tramafters a therapeutic advantage ove
300 mg, and 400 mgormulary alternatives, including a codeine/acetaophen combination and nonsteroidal
controlled release | anti-inflammatory drugs (NSAIDs). Zytram XL wastremmpared to long-acting narcotig
tablet in clinical trials and therefore a clinically relwt comparison with many formulary

long-acting narcotic alternatives is not availabfeirthermore, there is a lack of clinical
safety and efficacy data to support the long-tesmaf Zytram XL beyond 28 days.

Trospium chloride Sanctura XR 60 mg extended The CED felt that there was no clear advantageogptum XR over currently funded
release capsule anticholinergics. As well the advantages have eentproven in good-quality clinical tria

and remain theoretical. In addition, cost savimgy be negated with the availability of
generic tolterodine.

Valsartan Diovan 40 mg tablet The CED has revieldeyan 40mg tablets to be used as an initial dosiggmen for the

reduction of cardiovascular mortality in patientishwsigns and symptoms of left ventricul
dysfunction in conjunction with acute myocardidhirction, when the use of an angioten
converting enzyme (ACE) inhibitor is not appropgiaffThe Committee determined that
there is no compelling evidence from clinical sidiemonstrating clinical superiority of
Diovan versus an ACE inhibitor for this indicatioMoreover, the Committee noted that
there is no cost-effective advantage for Diovan g@ablets over alternative formulary
agents.

Please note that Diovan 80mg, 160mg, and 320mgHss/Diovan-HCT 80mg/12.5mg,

=

n

)

160mg/12.5mg, and 150mg/25mg are listed on the Eamnas General Benefit.
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DRUG NAME ‘

Verapamil and
trandolapril

Tarka

BRANDS

DOSAGE FORM/
STRENGTH

2/240 mg and

4/240 mg tablet

RATIONALE

The CED noted that it offers no additional therdjpevalue over available Formulary
alternatives for the treatment of hypertensioner€hwere no studies that demonstrate
benefit in outcomes (i.e. mortality and cardiovdacevents) from treatment with Tarka.
Both verapamil and trandolapril are currently listen the Formulary as single agents.

Furthermore, there are other more appropriate aueibn products available on the mar
that are less expensive than Tarka.
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