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Sent: Friday, March 30, 2012 10:56 AM

To: Eide, Tamara J. - Medicaid

Cc: Case, David; Henrich, Christin

Subject: Idaho Medicaid P&T Committee 4/20/12

Dear Dr. Eide,

I hope this finds you welll | have attached proposed testimony for Vesicare which includes new data only as per
committee requirements . [am sending the hard copy of the testimony to you via Fed-Ex which will arrive on Monday

4/2,
Thank you,

Toni

Toni Shull, RN
Senior Scientific Affairs Manager
Astellas Scientific and Medical Affairs

26 Bellvista

Foothill Ranch, CA 92610
Cffice: (949) 598-0319
Cell: {714) 307-7886

Fax: (949) 586-3450
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VESlcare (solifenacin succinate)
Idaho Medicaid Pharmacy and Therapeutics Committee Meeting
Preferred Drug List
April 20, 2012

This presentation is in response to an unsolicited request for scientific data. The information provided is
for scientific exchange and in not intended to recommend administration of VESicare in a manner
inconsistent with approved labeling.

+ VESicare tablets are indicated for the treatment of overactive bladder with symptoms of urge urinary
incontinence, urgency, and urinary frequencyl.

« The recommended dose of VESicare is 5 mg once daily. If the 5mg dose Is well tolerated, the dose may
be increased to 10 mg once daily

* VESfcare has been evaluated in four Ph 3a and several Ph 3b/4 randomized control trials {(RCT) and
open-fabel trials investigating efficacy regarding key OAB symptoms and patient-reported outcomes.

Brand vs, Generic

An open label study of 156 patients with OAB compared the efficacy, tolerability and safety of name
hrand to generic medications for 8 weeks™ Patients were receiving Detrol LA, VESIcare, Enablex or
Sanctura XR. When switched to oxybutynin IR by their primary care prescriber or prescription benefit
provider, women and men, respectively experienced more frequency (2.1 to 2.4 episodes) mere nocturia
{1.2 to 1.4 episodes) and more urinary incontinence (40 to 46%). In addition, there were increased side
effects in both genders {dry mouth +14 to 23%) and constipation (+32 to 349%). Switching from VESIcare
and another brand competitor to generic oxybutynin resufted in the greatest changes in safety and
efficacy. There Is also a wide variability in generic preparations of oxybutynin.

Vector

The VECTOR study {randomized, double-blind, double-dummy, 8 week trial with 132 subjects) compared
the tolerability (primary) and efficacy {secondary) of 5 mg solifenacin once daily and 5 mg oxybutynin R
three times daily”.

« Solifenacin treatment was associated with significantly fe:wer dry mouth episodes and significantly less
dry mouth severity, as compared to oxybutynin IR, Solifenacin was also associated with lower rates of
adverse events and lower severity overall.

* Adverse events in patients taking selifenacin and oxybutynin included dry mouth (35%, 83%),
constipation (13%, 6%}, and nasal dryness {0%, 14%), respectively. Both solifenacin and oxybutynin IR
significantly reduced symptoms and improved patient-reported outcomes.

Solifenacin/Tolterodine Comparison

A prospective, randomized, open label study compared the efficacy and safety of solifenacin 5 mg a day {n

=39} to tolterodine 4 mg daily {n = 36) in a Taiwanese population4.

* At week 12, solifenacin and tolterodine demonstrated equal efficacy in reducing the number of
micturitions (p= 0.58), urgency { p= 0.37) and incontinence {p=0.28} episodes per 24 hours.

s  The authors conclude that both medications are comparably effective and safe, with the most
common adverse events being dry mouth and constipation.

Urodynamic Effects

A subanalysis of a post-marketing study evaluated the urodynamic effects, therapeutic efficacy and safety

of solifenacin 5 mg daily (n = 26) versus tolterodine 4 mg daily {n +=22) in Taiwanese women”.

¢ Both solifenacin and tolterodine had similar urodynamic effects, therapeutic efficacy and adverse
events in treating women with overactive bladder syndrome, however, tolterodine had a greater
effect in increasing heart at week 12 (increase of 1.5 bpm vs 3.5 bpm, p= 0.0004} rate than sofifenacin.




Please refer to Pl for complete safety information
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