
DEPARTMENT OF DEFENSE 


PHARMACY AND THERAPEUTICS COMMITTEE RECOMMENDATIONS 

November 2009 
I. CONVENING 

The Department of Defense (DoD) Pharmacy and Therapeutics (P&T) Committee 
convened at 0800 hours on 5 November 2009 and 6 November 2009 at the DoD 
Pharmacoeconomic Center (PEC), Fort Sam Houston, Texas. 

II. ATTENDANCE 

The attendance roster is found in Appendix A. 

A. 	Review Minutes of Last Meetings 

1. Approval of August minutes - Ellen P. Embrey, Acting Director, approved the 
minutes of the August 2009 DoD P&T Committee meeting on 21 October 2009. 

III. REVIEW OF RECENTLY APPROVED FDA AGENTS 

A. Multiple Sclerosis - Disease-Modulating Drugs (MS-DMDs) -	 Interferon 
Beta-1 b Injection (Extavia) 

Relative Clinical Effectiveness - Interferon beta-1 b injection (Extavia) is an 
immunomodulator classified as a multiple sclerosis disease-modulating drugs (MS
DMDs). The MS-DMDs were last reviewed for Uniform Formulary (UF) placement in 
August 2005; no products are currently designated non-formulary. 

Extavia is a new branded version of interferon beta-l b, and is the same product as that 
found under the proprietary name Betaseron. The two manufacturers have agreed to 
this arrangement. FDA approval for Extavia was based on the same registration trials 
as the approval for Betaseron, but a separate Biologic License Agreement (BLA) was 
filed by the manufacturer of Extavia. Availability of generic formulations of biologic 
agents, including the MS-DMDs, is unknown at this time. Extavia is supplied with a 
larger needle size (27 gauge vs. 30 gauge) and different packaging than Betaseron (30
day supply vs. 28-day supply). The FDA-approved indications for Extavia are the same 
as Betaseron. 

The interferon beta-l b clinical evaluation included, but was not limited to, the 
requirements stated in the UF rule, 32 CFR 199.2l(e)(l). There are no head-to-head 
trials comparing interferon beta-l b (Extavia) to interferon-beta-1 b (Betaseron) and 
there is no conclusive data to support superiority of one drug over the other. After 
review of the clinical literature, interferon beta-l b (Extavia) does not have compelling 
clinical advantages over existing MS-DMDs on the UF. 
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Relative Clinical Effectiveness Conclusion - The P&T Committee concluded (15 for, 0 
opposed, 0 abstained, 1 absent) there is currently insufficient data to conclude interferon 
beta-1 b (Extavia) offers improved efficacy, safety, or tolerability compared to the UF 
product interferon beta-1 b (Betaseron). 

Relative Cost-Effectiveness - The P&T Committee evaluated the costs of the agent in 
relation to the efficacy, safety, tolerability, and clinical outcomes of the other currently 
available MS-DMDs. Information considered by the P&T Committee included, but 
was not limited to, sources of information listed in 32 CFR 199.21(e)(2). 

Cost minimization analysis (CMA) was used to evaluate the relative cost-effectiveness 
of interferon beta-1 b (Extavia). Results from the CMA showed the projected weighted 
average cost per day for interferon beta-1 b (Extavia) is higher than the other formulary 
MS-DMDs, including interferon beta-1a (Avonex), interferon beta-1a (Rebif), 
interferon beta-1b (Betaseron), and glatiramer acetate (Copaxone). 

Relative Cost-Effectiveness Conclusion - The P&T Committee, based upon its 
collective professional judgment, voted (15 for, 0 opposed, 0 abstained, 1 absent) 
interferon beta-1 b (Extavia) was not cost effective relative to the other UF agents in the 
MS-DMDs drug class. 

1. 	 COMMITTEE ACTION: UF RECOMMENDATION - Taking into 
consideration the conclusions from the relative clinical effectiveness and relative 
cost-effectiveness determinations, and other relevant factors, the P&T 
Committee, based upon its collective professional judgment, recommended (15 
for, 0 opposed, 0 abstained, 1 absent) interferon beta-1 b (Extavia) be designated 
non- ormulary on the UF. 

Acting Director, TMA, Decision: R Approved 0 Disapproved 

Approved, but modified as follows: 

2. 	 COMMITTEE ACTION: MEDICAL NECESSITY (MN) CRITERIA -Based 
on the clinical evaluation of interferon beta-1 b (Extavia) and the conditions for 
establishing medical necessity (MN) of a non-formulary medication provided for 
in the UF rule, the P&T Committee recommended (15 for, 0 opposed, 0 
abstained, 1 absent) that no MN criteria are applicable for Extavia. 

Acting Director, TMA, Decision: DJ(Approved 0 Disapproved 
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Approved, but modified as follows: 

3. 	 COMMITTEE ACTION: UF IMPLEMENTATION PERIOD - The P&T 
Committee recommended (14 for, 0 opposed, 0 abstained, 2 absent) I) an 
effective date of the frrst Wednesday one week after the minutes are signed, 
following a 60-day implementation period in the TRICARE Pharmacy Benefits 
Program (TPHARM), and at Military Treatment Facilities (MTFs) no later than a 
60-day implementation period; and 2) TMA send a letter to beneficiaries 
affected by this UF decision. The implementation period will begin immediately 
following approval by the Director, TMA. 

" 

Acting Director, TMA, Decision: Ii!"Approved 0 Disapproved 

Approved, but modified as follows: 

B. Antldepressant-1s (AD-1s) -	 Bupropion Hydrobromide Extended Release 
(Bupropion HBr ER) Tablets (Aplenzin) 

Relative Clinical Effectiveness - Bupropion HBr (Aplenzin) is a norepinephrine and 
dopamine reuptake inhibitor (NDRI) approved for the treatment of major depressive 
disorder (MDD) in adults. The antidepressants in the AD-I drug class were last 
reviewed for UF placement in November 2005 and are comprised of the selective 
serotonin reuptake inhibitors (SSRIs), NDRIs, serotonin-norepinephrine reuptake 
inhibitors (SNRIs). and the serotonin antagonistlreuptake inhibitors. Bupropion HBr 
ER (Aplenzin) was approved under section 505(b)(2) of the Federal Food. Drug, and 
Cosmetic (FDC) Act after demonstrating bioequivalence to bupropion hydrochloride 
(HCI) ER tablets (Wellbutrin XL). The other NDRIs on the UF are bupropion HCI 
immediate release (IR) (Wellbutrin IR, generics) and bupropion HCI sustained release 
(SR) (Wellbutrin SR, generics), with the latter designated as BCF. Bupropion HBr ER 
tablets are dosed daily, whereas the IR and SR formulations of bupropion HCI are 
dosed three times and two times daily, respectively. Inclusion of the HBr salt in 
Aplenzin, rather than the HCI salt included in Wellbutrin products, allows the 
maximum bupropion dose to be contained in one tablet. 

The bupropion HBr ER (Aplenzin) clinical evaluation included, but was not limited to, 
the requirements stated in the UF rule, 32 CFR 199.21(e)(I). There are no direct 
comparative clinical trials between bupropion HBr ER tablets and the other NDRIs, and 
no trials are available that evaluate outcomes. The clinical trials used to obtain FDA 
approval were pharmacokinetic studies demonstrating bioequivalence to bupropion HCI 
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ER (Wellbutrin XL). The safety profile of bupropion HBr is based on data collected for 
Wellbutrin SR (bupropion hydrochloride sustained release), thus it is identical to other 
bupropion products. 

Relative Clinical Effectiveness Conclusion - The P&T Committee concluded (16 for, 0 
opposed, 0 abstained, 0 absent) bupropion HBr ER tablets (Aplenzin) do not have a 
significant, clinically meaningful therapeutic advantage in terms of effectiveness, 
safety, and clinical outcomes compared to other NDRIs currently included on the UF. 

Relative Cost-Effectiveness - The P&T Committee evaluated the cost of the agent in 
relation to the efficacy, safety, tolerability, and clinical outcomes of the other NDRIs in 
the AD-I class. Information considered by the P&T Committee included, but was not 
limited to, sources of information listed in 32 CPR 199.21(e)(2). 

Cost minimization analysis (CMA) was used to evaluate the relative cost-effectiveness 
of bupropion HBr ER tablets (Aplenzin) relative to other UF NDRIs. Results from the 
CMA showed the projected weighted average cost per day for bupropion HBr ER 
(Aplenzin) is higher than the bupropion HCI formulations (Wellbutrin IR, SR, and XL). 
The CMA also revealed the projected weighted average cost per day for bupropion HBr 
ER tablets (Aplenzin) is higher than the formulary NDRI, bupropion HCl12-hour 
formulation (Wellbutrin SR) and the non-formulary 24-hour formulation (Wellbutrin 
XL). 

Relative Cost-Effectiveness Conclusion -The P&T Committee, based upon its 
collective professional judgment, voted (15 for, 0 opposed, 1 abstained, 0 absent) that 
bupropion HBr ER tablets (Aplenzin) are not cost effective relative to other AD-I 
NDRIs included on the UF. 

1. 	 COMMITTEE ACTION: UF RECOMMENDATION - Taking into 
consideration the conclusions from the relative clinical effectiveness, relative 
cost-effectiveness determinations, and other relevant factors, the P&T 
Committee, based upon its collective professional judgment, recommended (14 
for, 0 opposed, 2 abstained, 0 absent) that bupropion HBr ER tablets (Aplenzin) 
be . ted non-formulary on the UF. 

Acting Director, TMA, Decision: II{ Approved 0 Disapproved 

Approved, but modified as follows: 
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2. COMMITTEE ACTION: MEDICAL NECESSITY (MN) CRITERIA 

Based on the clinical evaluation of bupropion HBr ER tablets (Aplenzin) and the 
conditions for establishing MN of a non-fonnulary medication provided for in 
the UP rule, the P&T Committee recommended (16 for, 0 opposed, 0 abstained, 
oa sent) that no MN criteria are applicable for Aplenzin. 

Acting Director, TMA, Decision: srApproved 0 Disapproved 

Approved, but modified as follows: 

3. 	 COMMITTEE ACTION: UF IMPLEMENTATION PERIOD - The P&T 
Committee recommended (16 for, 0 opposed, 0 abstained, 0 absent) 1) an 
effective date of the frrst Wednesday one week after the minutes are signed, 
following a 60-day implementation period in the TPHARM, and at MTFs no 
later than a 60-day implementation period; and 2) TMA send a letter to 
beneficiaries affected by this UP decision. The implementation period will begin 
. iately following approval by the Director, TMA. 

Acting Director, TMA, Decision: Iii! Approved 0 Disapproved 

Approved, but modified as follows: 

c. 	Antidepressant-1s (AD-1s) - Mllnacipran Tablets (Savella) 

Relative Clinical Effectiveness - Milnacipran (Savella) is an SNRI approved for the 
treatment of fibromyalgia in adults. The agents in the AD-I drug class were last 
reviewed for UP placement in November 2005. The other SNRIs on the Unifonn 
Fonnulary are venlafaxine immediate-release tablets (Effexor, generics), venlafaxine 
extended release capsules (Effexor XR), and venlafaxine extended-release tablets (no 
brand name). The UF also includes other drugs medically accepted to treat 
fibromyalgia, including several selective serotonin reuptake inhibitors (SSRIs), the 
tricyclic antidepressant (TCA) amitriptyline (Elavil, generics) and cyclobenzaprine 
(Flexeril, generics). Milnacipran is approved for depression outside of the US, but the 
manufacturer will not seek FDA approval for depression. 
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The milnacipran (Savella) clinical evaluation included, but was not limited to, the 
requirements stated in the UF rule, 32 CPR 199.21(e)(1). In clinical trials, milnacipran 
significantly improved a composite of fibromyalgia symptoms when compared to 
placebo. There are no direct comparative clinical trials between milnacipran and the 
other medications FDA-approved or used off-label for the management of fibromyalgia. 
Meta-analyses have shown efficacy for use of the antidepressants (SSRIs and TCAs) 
and cyclobenzaprine in treating fibromyalgia. After review of the clinical literature, 
milnacipran (Savella) does not have compelling clinical advantages over existing 
fibromyalgia therapies on the UF. There is currently insufficient data to conclude that 
milnacipran (Savella) offers improved efficacy, safety, or tolerability compared to other 
SNRIs or other drugs medically accepted for the treatment of fibromyalgia. 

Other Factors - The Pharmacy Outcomes Research Team (PORT) reported results 
of an analysis comparing the relative frequency of ICD-9 diagnosis codes indicative 
of fibromyalgia; nerve disorders including phantom limb syndrome, carpal tunnel, 
peripheral neuropathy, diabetes with neurological symptoms, and postherpetic 
neuralgia (neuropathic pain); depression; or seizure disorder, among patients 
receiving SNRIs (duloxetine or venlafaxine), GABA analogs (pregabalin or 
gabapentin), or the SSRI citalopram. 

Study patients (n=20,271) comprised a 10% random sample of all patients who 
received a prescription for any of these medications at any DoD pharmacy point of 
service in March 2009. All ICD-9 diagnosis codes were collected for these patients 
over a 21-month period (1 Oct 07 - 30 Jun 09) from purchased and direct care 
medical claims data (inpatient and outpatient) in the MHS Data Mart (M2). A 
second, separate analysis using the same methods examined ICD-9 coding among a 
10% sample of patients who received a tricyclic antidepressant (TCA) or 
cyclobenzaprine in March 2009 (n=10,866). 

Pertinent results included: 

• The percentage of patients with a ICD-9 diagnosis code for fibromyalgia 
(729.1) was highest among patients with prescriptions for the two agents with 
FDA-approved indications for fibromyalgia, pregabalin (30%) and duloxetine 
(26%), followed by 15% with gabapentin, 11 % with venlafaxine, and 7% 
with citalopram. A total of 14% of patients with prescriptions for a TCA or 
cyclobenzaprine had ICD-9 codes for fibromyalgia. 

• 	 ICD-9 codes consistent with neuropathic pain occurred most commonly 
among patients with prescriptions for pregabalin (50%) or gabapentin (44%), 
followed by 29%, 15%, and 13% of patients with prescriptions for 
duloxetine, venlafaxine, or citalopram, respectively. 

• 	 A diagnosis of depression was noted in more than half of patients with 
prescriptions for duloxetine (54%) or venlafaxine (52%), followed by 
citalopram (47%), pregabalin (28%), and gabapentin (24%). 
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• 	 A high percentage of patients with ICD-9 codes for fibromyalgia also had 
ICD-9 codes for depression, ranging from 71 % of patients with prescriptions 
for citalopram to about 40% with gabapentin or pregabalin. A smaller but 
still substantial percentage of patients with ICD-9 codes for neuropathic pain 
also had ICD-9 codes for depression (25 to 60%). 

• 	 ICD-9 codes for seizure disorder ranged between 2-3% for any study 
medication. 

While this analysis had clear limitations (including the inability to link diagnosis 
codes with the actual reason for use), the Committee agreed that it was unlikely that 
fibromyalgia represents the most common use for any study medication. Taken 
together with milnacipran's regulatory approval and use for depression outside the 
U.S. and multiple uses for other agents with a fibromyalgia indication, the 
Committee did not feel that the results supported consideration of a separate drug 
class for fibromya1gia. even given milnacipran's lack of any other FDA-approved 
indication. Several Committee members commented that logically such a grouping 
of agents should also contain the TCAs (particularly amitriptyline) and 
cyclobenzaprine, which have a substantial body of evidence supporting fIrst-line use 
for fibromyalgia. 

Relative Clinical Effectiveness Conclusion - The P&T Committee concluded (16 for, 0 
opposed, 0 abstained, 0 absent) that despite its FDA-approved status, milnacipran is one 
of many available treatments for fibromyalgia. Milnacipran (Savella) does not have a 
significant, clinically meaningful therapeutic advantage in terms of effectiveness, 
safety. and clinical outcomes compared to other SNRIs and medically-accepted drugs 
used for fibromyalgia currently included on the UF. 

Relative Cost-Effectiveness - The P&T Committee evaluated the cost of milnacipran 
(Savella) in relation to the efficacy, safety, tolerability, and clinical outcomes of the 
other SNRIs in the AD-I class, as well as other medically-accepted treatments for 
fibromyalgia. Information considered by the P&T Committee included, but was not 
limited to, sources of information listed in 32 CFR 199.2I(e)(2). 

Cost minimization analysis (CMA) was used to evaluate the relative cost-effectiveness 
of milnacipran (Savella) relative to other UF SNRIs and medically-accepted treatments 
for fibromyalgia. Results from the CMA showed the projected weighted average cost 
per day for milnacipran (Savella) is higher than the UF alternatives commonly used to 
treat fibromyalgia. including the tricyclic antidepressant amitriptyline (Elavil. generics) 
and cyclobenzaprine (Flexeril. generics). 

Relative Cost-Effectiveness Conclusion - The P&T Committee, based upon its 
collective professional judgment, voted (15 for, 0 opposed, 1 abstained, 0 absent) that 
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non-formulary on the UF. 

Acting Director, TMA. Decision: 

milnacipran (Savella) is not cost effective relative to other medically-accepted drugs for 
the management of fibromyalgia included on the UF. 

1. 	 COMMITTEE ACTION: UF RECOMMENDATION - Taking into 
consideration the conclusions from the relative clinical effectiveness, relative 
cost-effectiveness determinations, and other relevant factors, the P&T 
Committee, based upon its collective professional judgment, recommended (14 
for, 1 opposed, 1 abstained, 0 absent) that milnacipran (Savella) be designated 

iii' Approved 0 Disapproved 

Approved, but modified as follows: 

2. 	 COMMITTEE ACTION: MEDICAL NECESSITY (MN) CRITERIA -Based 
on the clinical evaluation of milnacipran (Savella) and the conditions for 
establishing MN of a non-formulary medication provided for in the UF rule, the 
P&T Committee recommended (16 for, 0 opposed, 0 abstained, 0 absent) MN 

Acting Director, TMA, Decision: 

criteria. (See Appendix B for full MN criteria). 

il'Approved 0 Disapproved 

Approved, but modified as follows: 

3. 	 COMMITTEE ACTION: UF IMPLEMENTATION PERIOD - The P&T 
Committee recommended (16 for, 0 opposed, 0 abstained, 0 absent) 1) an 
effective date of the frrst Wednesday one week after the minutes are signed, 
following a 60-day implementation period in the TPHARM, and at MTFs no 
later than a 60-day implementation period; and 2) TMA send a letter to 
beneficiaries affected by this UF decision. The implementation period will begin 
. . ately following approval by the Director, TMA. 

Acting Director, TMA, Decision: rB Approved 0 Disapproved 

Approved, but modified as follows: 

Minutes and Recommendations of the DoD P&T Committee Meeting !i--e November 2009 Page 80t 53 

Cumulative Page #160



D. Overactive Bladder Drugs (OABs) - Oxybutynln Topical Gel (Gelnique) 

Relative Clinical Effectiveness - Oxybutynin chloride 10% topical gel (Gelnique) is an 
antimuscarinic agent classified as an overactive bladder (OAB) drug. It is the second 
topical oxybutynin product to reach the market, following the transdermal patch 
(Oxytrol). Like the other OAB drugs, Gelnique is FDA-approved for the treatment of 
OAB with symptoms of urge urinary incontinence, urgency, and frequency. Gelnique 
is a clear and colorless hydroalcoholic gel available in a 1 gram sachet (1.14 mL) unit 
dose that contains 100 mg oxybutynin chloride, which is estimated to deliver 
approximately 4 mg of oxybutynin chloride per day. The OAB drug class was 
previously reviewed for UF placement in August 2008 and February 2006. Other 
oxybutynin products are included on the UF (oxybutynin immediate release (IR) and 
sustained release (SR) tablets [Ditropan, Ditropan SR, generics] and the Oxytrol patch). 

The oxybutynin 10% gel (Gelnique) clinical evaluation included, but was not limited to, 
the requirements stated in the UF rule, 32 CPR 199.21(e)(1). There are no comparative 
clinical trials between Gelnique and the other OAB drugs, and no published trials 
evaluating outcomes other than changes in signs and symptoms of OAB. The clinical 
trials used to obtain FDA approval reported Gelnique was effective at reducing the 
number of incontinence episodes per day, number of urinary frequency episodes per 
day, and increasing the urinary volume per void in patients with OAB, comparable to 
the other OAB agents. The safety profile of Gelnique appears to be comparable to other 
OAB agents. 

Relative Clinical Effectiveness Conclusion - The P&T Committee concluded (15 for. 0 
opposed, 0 abstained, 1 absent) that oxybutynin 10% gel (Gelnique) did not have a 
significant, clinically meaningful therapeutic advantage in terms of safety, 
effectiveness, or clinical outcome over other OAB agents included on the UF. 

Relative Cost-Effectiveness - The P&T Committee evaluated the cost of the agent in 
relation to the efficacy, safety, tolerability, and clinical outcomes of the anticholinergic 
agents in the overactive bladder (OAB) class. Information considered by the P&T 
Committee included, but was not limited to, sources of information listed in 32 CPR 
199.2l(e)(2). 

Cost minimization analysis (CMA) was used to evaluate the relative cost-effectiveness 
of oxybutynin 10% gel (Gelnique) relative to other UF anticholinergic OAB agents. 
Results from the CMA showed the projected weighted average cost per day for 
oxybutynin 10% gel (Gelnique) is higher than the other formulary OAB anticholinergic 
agents, including extended-release oral agents (oxybutynin ER [Ditropan XL] and 
tolterodine ER [Detrol LAD, and the UF transdermal patch formulation (Oxytrol). 
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Relative Cost-Effectiveness Conclusion - The P&T Committee, based upon its 
collective professional judgment, voted (15 for, 0 opposed, 0 abstained, 1 absent) that 
oxybutynin 10% gel (Gelnique) is not cost effective relative to the other UF 
anticholinergic agents in the OAB class. 

1. 	 COMMITTEE ACTION: UF RECOMMENDATION - Taking into 
consideration the conclusions from the relative clinical effectiveness and relative 
cost-effectiveness determinations, and other relevant factors, the P&T 
Committee, based upon its collective professional judgment, recommended (14 
for, 1 opposed, 0 abstained, 1 absent) oxybutynin 10% gel (Gelnique) be 
d~ted non-formulary on the UF. 

~~eciSjOn: ~ Approved 0 Disapproved 

Approved, but modified as follows: 

2. 	 COMMITTEE ACTION: MEDICAL NECESSITY (MN) CRITERIA 
Based on the clinical evaluation for oxybutynin 10% gel (Gelnique) and the 
conditions for establishing medical necessity for a non-formulary medication 
provided for in the UF rule, the P&T Committee recommended (14 for, 0 
opposed, 0 abstained, 2 absent) MN criteria for oxybutynin 10% gel (Gelnique). 
(S . pendix B for full MN criteria). 

Acting Director. TMA, Decision: g. Approved 0 Disapproved 

Approved, but modified as follows: 

3. 	 COMMITTEE ACTION: UF IMPLEMENTATION PERIOD - The P&T 
Committee recommended (14 for, 0 opposed, 0 abstained, 2 absent) 1) an 
effective date of the first Wednesday one week after the minutes are signed, 
following a 60-day implementation period in the TPHARM, and at MTFs no 
later than a 60-day implementation period; and 2) TMA send a letter to 
beneficiaries affected by this UF decision. The implementation period will begin 
imm . tely following approval by the Director, TMA. 

Acting Director, TMA, Decision: .g Approved 0 Disapproved 
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Approved, but modified as follows: 

E. Narcotic Analgesics - Tapentadol Tablets (Nucynta) 

Relativt$ Clinical Effectiveness - Tapentadol (Nucynta) is an oral, centrally acting, 
synthetic opioid analgesic, indicated for the relief of moderate to severe acute pain in 
adults. It is a Schedule II controlled substance and classified as an immediate release, 
single component high potency agent in the narcotic analgesic drug class, which was last 
reviewed for UF in February 2007. Tapentadol's exact mechanism of action is unknown, 
but analgesia is potentially conferred by mu-agonist activity and inhibition of 
norepinephrine reuptake. It has no pharmacologically active metabolites and requires 
multiple daily dosing. 

The clinical evaluation for tapentadol included, but was not limited to, the requirements 
stated in the UF rule, 32 CFR 199.21(e)(1). The pivotal trials used to obtain FDA approval 
reported that tapentadol was superior to placebo, and non-inferior at specific doses to 
oxycodone immediate release (IR) in relieving pain in patients with end-stage joint disease 
or following bunionectomy. There are no published direct comparative trials between 
tapentadol and other narcotic analgesics. The safety profile of tapentadol reflects that of 
other narcotic analgesics on the UF, with the exception of a lower incidence of constipation 
observed in clinical trials compared to immediate-release oxycodone. 

Relative Clinical Effectiveness Conclusion - The P&T Committee concluded (16 for, 0 
opposed, 0 abstained, 0 absent) that although tapentadol may result in less gastrointestinal 
adverse events compared to oxycodone IR, this was an irrelevant benefit given its current 
indication for short-term therapy in the treatment of acute pain. There is insufficient 
evidence to suggest a clinically meaningful therapeutic advantage in patient outcomes, in 
terms of efficacy and safety, compared to the other narcotic analgesics already on the UF. 

Relative Cost-Effectiveness - The P&T Committee evaluated the cost of tapentadol in 
relation to the efficacy, safety, tolerability, and clinical outcomes of the other immediate 
release, single component high potency agents in the narcotic analgesic drug class. 
Information considered by the P&T Committee included, but was not limited to, sources of 
information listed in 32 CFR 199.21(e)(2). 

Cost minimization analysis (CMA) was used to evaluate the relative cost-effectiveness of 
tapentadol (Nucynta) relative to other UF scheduled and non-scheduled agents in the 
narcotic analgesic class. Results from the CMA showed the projected weighted average 
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cost per day for tapentadol (Nucynta) is higher than the other fonnulary immediate release. 
single component high potency agent in the narcotic analgesic drug class. including 
morphine sulfate IR oral, oxycodone hydrochloride IR. and tramadol hydrochloride IR 
fonnulations. 

Relative Cost-Effectiveness Conclusion - The P&T Committee. based upon its collective 
professional judgment. voted (16 for. 0 opposed. 0 abstained, 0 absent) that tapentadol 
(Nucynta) is not cost effective relative to the other immediate release, single component 
high potency agents in the narcotic analgesic drug class 

1. 	 COMMITTEE ACTION: UF RECOMMENDATION - Taking into 
consideration the conclusions from the relative clinical effectiveness and relative 
cost-effectiveness determinations, and other relevant factors, the P&T 
Committee, based upon its collective professional judgment, recommended (15 
for, 0 opposed, 1 abstained, 0 absent) tapentadol (Nucynta) be designated non
fonnulary on the UF. This recommendation was based on the clinical 
effectiveness conclusion and the determination that morphine sulfate (MS
IRIgeneric; MS-Continlgeneric) remains the most cost-effective narcotic 
analgesic on the UF compared to tapentadol (Nucynta). 

Acting Director, TMA,· Decision: II Approved 0 Disapproved 

Approved. but modified as follows: 

2. 	 COMMITTEE ACTION: MEDICAL NECESSITY (MN) CRITERIA -Based 
on the clinical evaluation of tapentadol (Nucynta) and the conditions for 
establishing medical necessity (MN) of a non-fonnulary medication provided for 
in the UP rule, the P&T Committee recommended (16 for, 0 opposed, 0 
abstained. 0 absent) MN criteria for tapentadol (Nucynta). (See Appendix B for 
full criteria). 

Acting Director, TMA, Decision: 118 Approved 0 Disapproved 

Approved, but modified as follows: 
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3. 	 COMMITrEE ACTION: UF IMPLEMENTATION PERIOD-
The P&T Committee recommended (16 for, 0 opposed, 0 abstained, 0 absent) 1) 
an effective date of the frrst Wednesday one week after the minutes are signed, 
following a 60-day implementation period in the TPHARM, and at MTFs no 
later than a 60-day implementation period; and 2) TMA send a letter to 
beneficiaries affected by this UF decision. The implementation period will begin 
. ediately following approval by the Director, TMA. 

Acting Director, TMA, Decision: )it Approved 0 Disapproved 

Approved. but modified as follows: 

F. 	 Narcotic Analgesics - Tramadol Extended Release (ER) 
Tablets (Ryzolt) 

Relative Clinical Effectiveness - Tramadol extended-release (ER), (Ryzolt) is an oral 
centrally acting analgesic, and is classified as an extended release, single component, 
low-potency agent in the narcotic analgesic drug class; it is not a controlled drug. 
Ryzolt has the same active ingredient as Ultram IR and Ultram ER, but with a differing 
mode of delivery, and was approved under section 505(b)(2) of the FDC. Ryzolt 
exhibits immediate-release and extended-release properties, due to its dual-matrix 
delivery system. 

Tramadol ER is indicated for the management of moderate to moderately severe 
chronic pain in adults who require around-the-clock treatment of their pain for an 
extended period of time. The postulated mechanism for analgesic efficacy of tramadol 
is a combination of mu-agonist activity and weak inhibition of serotonin and 
norepinephrine reuptake. The clinical evaluation for Ryzolt included, but was not 
limited to the requirements stated in the UF rule, 32 CFR 199 .21{e)(1). 

In three out of four pivotal trials, Ryzolt was unable to demonstrate superiority over a 
comparator. The study on which approval was based showed questionable efficacy over 
placebo. No direct comparative trials have been conducted between Ryzolt and other 
tramadol products available in the US or other narcotic analgesics. The safety profile of 
Ryzolt reflects that of other tramadol products on the UF. 

Relative Clinical Effectiveness Conclusion - The P&T Committee concluded (15 for, 0 
opposed, 0 abstained, 1 absent) that although Ryzolt offered a novel delivery 
mechanism, there was insufficient evidence to suggest a clinically meaningful 
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therapeutic advantage in tenns of efficacy and safety, compared to the other tramadol 
products available on the UF. 

Relative Cost-Effectiveness - The P&T Committee evaluated the cost of the tramadol 
ER in relation to the efficacy, safety, tolerability, and clinical outcomes of the other 
extended release, single component low-potency agents in the narcotic analgesic drug 
class. Infonnation considered by the P&T Committee included, but was not limited to, 
sources of information listed in 32 CPR 199.21(e)(2). 

Cost minimization analysis (CMA) was used to evaluate the relative cost-effectiveness 
of tramadol ER (Ryzolt) relative to the other UF chemically identical chronic pain 
agents. Results from the CMA showed the projected weighted average cost per day for 
tramadol ER (Ryzolt) is higher than the non-fonnulary low-potency single analgesic 
agent, tramadol extended-release (Ultram ER) and significantly higher than the 
fonnulary product tramadol immediate-release (Ultram/generics) Results from the 
CMA showed the projected weighted average cost per day for tramadol ER (Ryzolt) is 
higher than the non-fonnulary low-potency single analgesic agent, tramadol extended 
release (Ultram ER) and significantly higher than the fonnulary product tramadol 
immediate release (Ultram/generics). 

Relative Cost-Effectiveness Conclusion - The P&T Committee, based upon its 
collective professional judgment, voted (15 for, 0 opposed, 0 abstained, 1 absent) that 
tramadol ER (Ryzolt) is not cost effective relative to tramadol extended-release (Ultram 
ER). 

1. 	 COMMI1TEE ACTION: UF RECOMMENDATION - Taking into 
consideration the conclusions from the relative clinical effectiveness and relative 
cost-effectiveness determinations, and other relevant factors, the P&T 
Committee, based upon its collective professional judgment, recommended (15 
for, 0 opposed, 0 abstained, I absent) tramadol ER tablets (Ryzolt) be designated 
non-fonnulary on the UF. This recommendation was based on the clinical 
effectiveness conclusion and the detennination that Ultram (tramadol IR) 
remains the most cost effective low-potency single narcotic agent on the UF 

rnn~l..-...rl to Ryzolt (tramadol ER). 

Acting Director, TMA, Decision: \It Approved 0 Disapproved 

Approved, but modified as follows: 
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full criteria). 

Acting Director, TMA, Decision: 

2. 	 COMMITTEE ACTION: MEDICAL NECESSITY (MN) CRITERIA -Based 
on the clinical evaluation of Ryzolt (tramadol ER) and the conditions for 
establishing medical necessity (MN) of a non-formulary medication provided for 
in the UF rule, the P&T Committee recommended (15 for, 0 opposed, 0 
abstained, 1 absent) MN criteria for Ryzolt (tramadol ER). (See Appendix B for 

r!!IApproved 0 Disapproved 

Approved, but modified as follows: 

3. 	 COMMITTEE ACTION: UF IMPLEMENTATION PERIOD - The P&T 
Committee recommended (15 for, 0 opposed, 0 abstained, 1 absent) 1) an 
effective date of the ftrst Wednesday one week after the minutes are signed, 
following a 60-day implementation period in the TPHARM, and at MTFs no 
later than a 60-day implementation period; and 2) TMA send a letter to 
beneftciaries affected by this UF decision. The implementation period will begin 
immediately following approval by the Director, TMA. 

Acting Director, TMA, Decision: M Approved 0 Disapproved 

Approved, but modified as follows: 

G. Renin Angiotensin Aldosterone Antihypertensive Agents (RAAs) -
ValsartaniAmlodlpineJHydrochlorothiazlde (HCTZ) Tablets 
(Exforge HCT) 

Relative Clinical Effectiveness - Exforge HCT is a fIXed-dose combination product 
containing valsartan (Diovan), amlodipine (Norvasc, generics), and hydrochlorothiazide 
(HCTZ, generics). It is the frrst three-drug combination product approved for 
hypertension and contains an angiotensin receptor blocker (ARB; Diovan), a 
dihydropyridine calcium channel blocker (DHP CCB; amlodipine), and a diuretic 
(HCTZ). Valsartan/amlodipinelhydrochlorothiazide is solely indicated for treating 
hypertension. Valsartan (Diovan) and the combination product valsartan/amlodipine 
(Exforge) are currently designated as non-formulary on the UF; amlodipine (Norvasc, 
generics) and HCTZ are BCF products. Exforge HCT is included in the renin
angiotensin antihypertensive agents (RAAs) UF drug class, which is comprised of 
several sub-classes (ARBs, angiotensin converting enzyme (ACE) inhibitors, direct 
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renin inhibitors and their combinations with CCBs or HCTZ). 

Treatment with Exforge HCT has been shown in one randomized trial to produce 
additive BP lowering and superior BP control compared to combinations of the 
individual components administered as pairs. 

The adverse event profile of valsartan/amlodipine/HCTZ is similar to that of the 
individual ARB, DHP CCB, and diuretic components. In the clinical trial, the 
incidence of dizziness (7%) was higher among patients taking the three-drug 
combination than with any of two-drug combinations, resulting in a 0.7% study drop
out rate, which is less than that seen in a typical ACE inhibitor trial. Hypokalemia was 
less frequent among participants who took a combination that included the ARB and 
diuretic than among those who took a combination that included a diuretic without an 
ARB. Peripheral edema was less common among participants who took a combination 
that included an ARB and a DHP CCB than among those who took a combination that 
included a DHP CCB without an ARB. 

Studies specifically evaluating patient compliance (adherence and persistence) using 
Exforge HCT have not been conducted. Nevertheless, there is significant evidence that 
adherence (short-term compliance) and persistence (long-term compliance) are 
improved 10-15% for each tablet reduced. That is, both measures of compliance 
improve 15% when reducing from three tablets to two, and improve 10% when 
reducing two tablets to one. No study has been conducted addressing reduction of three 
tablets to one. 

Relative Clinical Effectiveness Conclusion - The P&T Committee concluded (15 for, 0 
opposed, 0 abstained, 1 absent) that, while valsartan/amlodipine/HCTZ (Exforge HCT) 
does not have a significant, clinically meaningful therapeutic advantage in terms of 
safety or efficacy over other antihypertensive combinations/agents included on the UF, 
the benefits it offers in terms of improved compliance, via decreased tablet burden and 
simplified medication regimen, are clinically significant. 

Relative Cost-Effectiveness - The P&T Committee evaluated the cost of 
valsartan/amlodipineIHCTZ (Exforge HCT) in relation to the efficacy, safety, 
tolerability, and clinical outcomes of the antihypertensive agents in the RAAs UF drug 
class as single ingredient agents and combination formulations. Information considered 
by the P&T Committee included, but was not limited to, sources of information listed in 
32 CFR 199.21(e)(2). 

Cost minimization analysis (CMA) was used to evaluate the relative cost-effectiveness 
of Exforge HCT relative to other UF RAAs. Results from the CMA showed the 
projected weighted average cost per day for amlodipinelvalsartan/HCTZ (Exforge 
HCT) is higher than multi-tablet combinations of the other formulary RAAs, including 
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amlodipine tablets with lisinopriUHCTZ (Prinzide, generics), telmisartan/HCTZ 
(Micardis HCT), aliskirenIHCTZ (Tektuma HCT) and losartan/HCTZ (Hyzaar). 

Relative Cost-Effectiveness Conclusion - The P&T Committee voted (14 for, 0 
opposed, 1 abstained, 1 absent) that amlodipineJvalsartan/HCTZ (Exforge HCT) is cost 
effective relative to the other single ingredient or combination agents in the RAAs drug 
class. After extensive discussion, the P&T Committee determined that the minimal 
extra daily cost for the amlodipine/valsartan/HCTZ (Exforge HCT) single tablet 
formulation was offset by the added patient convenience, and may clinically improve 
patient compliance. 

1. 	 COMMITTEE ACTION: UF RECOMMENDATION - Taking into 
consideration the conclusions from the relative clinical effectiveness and relative 
cost effectiveness determinations, and other relevant factors, the P&T 
Committee, based upon its collective professional-judgment, voted (4 for, 11 
opposed, 0 abstained, 1 absent) against recommending that valsartanl 
amlodipinelHCTZ (Exforge HCT) be designated as non-formulary on the UF, 
~ rge HCT will retain unifonn fonnulary status. 

Acting Director, 1', 	 II!lI Approved 0 Disapproved 

Approved, but modified as follows: 

2. 	 COMMITTEE ACTION: BCF RECOMMENDATION - The P&T Committee 
considered the BCF status of valsartanlamlodipinelHCTZ (Exforge HCT). Based on 
the results of the clinical and economic evaluations presented, the P&T Committee 
voted (15 for, 0 opposed, 0 abstained, and 1 absent) to recommend Exforge HCT not 
be a d to the BCF. 

«tApproved 0 Disapproved 

Approved. but modified as follows: 

IV. UNIFORM FORMULARY DRUG CLASS REVIEWS 

A. 	Phosphodlesterase-5 (PDE5) Inhibitors for Pulmonary Arterial 

Hypertension (PAH) 
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Relative Clinical Effectiveness - The P&T Committee evaluated the clinical 
effectiveness of the Phosphodiesterase Type-5 (PDE-5) inhibitors for the treatment of 
pulmonary arterial hypertension (PAH). Sildenafil (Revatio) was previously reviewed 
for UF placement in August 2005. Tadalafil (Adcirca) is the second PDE-5 inhibitor 
FDA-approved for PAH, and was recently launched in August 2009. Sildenafil and 
tadalafil are FDA-approved for treating erectile dysfunction (ED), under the trade 
names of Viagra and Cialis, respectively. Information regarding the safety, 
effectiveness, and clinical outcomes of the PAH subclass of the PDE-5 inhibitors was 
considered. The clinical review included, but was not limited to, the requirements stated 
in the UF Rule, 32 CFR 199.21(e)(1). 

Military Health System (MHS) expenditures for the PDE-5 inhibitors for PAH 
exceeded $400,000 per month at the retail, mail order and MTFs points of service from 
September 2007 to September 2009. In the MHS, sildenafil (Revatio) is the highest 
utilized PDE-5 inhibitor for P AH, with approximately 500 prescriptions dispensed 
monthly. There have been less than 60 unique utilizers of Adcirca, since its market 
launch in August 2009. 

Relative Clinical Effectiveness Conclusion - The P&T Committee recommended (16 
for, 0 opposed, 0 abstained, 0 absent) the following clinical effectiveness conclusions 
regarding PDE-5 inhibitors for PAH: 

1. 	 With regard to efficacy, the following conclusions were made: 

a) Sildenafil (Revatio) and tadalafil (Adcirca) are FDA-approved to improve 
exercise ability in patients with P AH. Sildenafil has an additional 
indication specifically to delay clinical worsening in patients with PAH 
when used in combination with background intravenous epoprostenol 
(Flolan). 

b) There are no head-to-head trials comparing the two PDE-5 inhibitors for 
P AH. However, sildenafil and tadalafil show similar improvements in 6
minute walking distance (6MWD) when indirect comparisons of clinical 
trial results that incorporated the FDA-approved dosing regimens are 
made. 

c) 	 Sildenafil and tadalafil delay the time to clinical worsening of disease, 
which is defmed variously as a composite of death, transplantation, 
hospitalization for PAH, initiation of new therapy, or worsening 
functional class. 

(I) A clinically significant delay in the time to clinical worsening with 
sildenafil was shown in one trial that used doses four times higher than 
the FDA-approved dose, and used adjunctive IV epoprostenol 
treatment in all the patients. 
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(2) Tadalafil was shown to delay the time to clinical worsening of PAH in 
one trial that used FDA-approved dosing and used adjunctive bosentan 
(Tracleer) therapy in 55% of the patients. 

d) There is insufficient evidence to conclude that there are clinically relevant 
differences in clinical effectiveness of PDE-5 inhibitors for PAH. 

2. 	 With regards to safety and tolerability, the P&T Committee agreed that there is 
insufficient evidence to conclude there are clinically relevant differences in 
safety between PDE-5 inhibitors for PAH. The product labeling for the two 
drugs is similar with regard to contraindications, precautions, and warnings, and 
reflects the safety section found in the package inserts for the ED products 
Viagra and Cialis. The sildenafil and tadalafil doses used for P AH treatment are 
associated with an increased incidence of adverse events (headache, flushing, 
myalgia), than occurs with the doses used in ED. Headache is the most 
frequently reported adverse event with Revatio and Adcirca. 

3. 	 With regards to other factors, generic availability of sildenafil (Viagra and 
Revatio trade names) is expected in 2012, compared to 2020 for tadalafil (Cialis 
and Adcirca). Additionally, the P&T Committee recognized the convenience to 
the patient with the once daily dosing required with Adcirca, in contrast to the 3
times daily dosing needed with Revatio. Sildenafil and tadalafil require Prior 
Authorization when used for PAH (see August 2009 DoD P&T Committee 
meeting minutes for full PA criteria for the PDE-5 inhibitors). 

Relative Cost-Effectiveness -The P&T Committee evaluated the costs of sildenafil 
(Revatio) and tadalafll (Adcirca) in relation to the efficacy, safety, tolerability, and 
clinical outcomes of the PDE-5 inhibitors for PAH. Information considered by the P&T 
Committee included, but was not limited to, sources of information listed in 32 CFR 
199.21(e)(2). CMA and Budget Impact Analysis (BIA) were used to evaluate the cost 
effectiveness of the PDE-5 inhibitors for PAH. 

Relative Cost-Effectiveness Conclusion - The P&T Committee, based upon its 
collective professional judgment, voted (16 for, 0 opposed, 0 abstained, 0 absent) that: 

1. 	 Results from the CMA of PDE-5 inhibitors for PAH agents revealed that 
sildenafil (Revatio) is the most cost effective PDE-5 inhibitor for PAH agent 
based on an analysis of the cost per day of treatment. Cost per day of therapy 
was calculated using average daily consumption rates for sildenafil (Revatio) and 
tadalafil (Adcirca). 

2. 	 Budget impact analysis (BIA) was used to evaluate the potential impact of 
scenarios with selected PDE-5 inhibitor agents designated formulary or non
formulary on the UF. Results from the BIA of PDE-5 inhibitors for P AH 
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revealed that placing sildenafil citrate (Revatio) on the UF was the most cost 
effective scenario overall. 

3-: 	 The results of the BIA showed that tadalafil (Adcirca) is more costly than 

sildenafil (Revatio) in all scenarios evaluated. 


I. 	 COMMITTEE ACTION: UF RECOMMENDATION - Taking into 
consideration the conclusions from the relative clinical effectiveness and relative 
cost-effectiveness determinations, and other relevant factors, the P&T Committee, 
based upon its collective professional judgment, voted (14 for, 0 opposed, 1 
abstained, 1 absent): 

a) 	 Sildenafil (Revatio 20 mg) remain classified as fonnulary on the UF. 

b) Tadalafil (Adcirca 20 mg) be designated as non-fonnulary under the UF, based 
on cost effectiveness. 

Acting Director, TMA, Decision: iii!S Approved 0 Disapproved 

Approved, but modified as follows: 

2. 	 COMMITTEE ACTION: MEDICAL NECESSITY (MN) CRITERIA 

Based on the clinical evaluation of tadalafil (Adcirca) and the conditions for 
establishing medical necessity (MN) of a non-fonnulary medication provided for in 
the UF rule, the P&T Committee recommended (15 for, 0 opposed, 0 abstained, 1 
abse N criteria for tadalafil (Adcirca). (See Appendix B for full MN criteria). 

Acting Director, TMA, Decision: gApproved 0 Disapproved 

Approved. but modified as follows: 

3. 	 COMMITTEE ACTION: UF IMPLEMENTATION PERIOD - The P&T 
Committee recommended (15 for, 0 opposed, 0 abstained, 1 absent) 1) an effective 
date of the frrst Wednesday one week after the minutes are signed, following a 60
day implementation period in the TPHARM, and at MTFs no later than a 6O-day 
implementation period; and 2) TMA send a letter to beneficiaries affected by this 
UF decision. The implementation period will begin immediately following approval 
by the Director, TMA. 
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Acting Director, TMA, Decision: it! Approved 0 Disapproved 

Approved, but modified as follows: 

IV. UTILIZATION MANAGEMENT - UFIBCF ADDITIONSIDELETIONS 

A. 	Status of Bupropion HCI ER Tablets (Wellbutrln XL) on the UF 

On an ongoing basis, the DoD PEC monitors changes in the clinical information, current 
costs, and utilization trends to determine whether the UF status of agents designated as 
non-formulary needs to be readdressed. The P&T Committee reevaluated the UF status of 
bupropion ER (Wellbutrin XL, generics) in light of recent price reductions in the generic 
150 mg and 300 mg formulations across all three points of service. 

Clinical Effectiveness Conclusion - The AD-I agents were evaluated for UF status at the 
November 2005 meeting. At that meeting, the P&T Committee concluded bupropion 
appears similar in efficacy to SSRIs; its major advantage is a lower incidence of sexual 
adverse effects than the other AD-I agents. The major disadvantages are the risk of 
seizures at high doses and its tendency to produce activation/agitation. The putative 
advantage of the once-daily ER formulation (Wellbutrin XL) is increased compliance, 
although clinical trial data assessing compliance is not available. 

Cost Effectiveness Conclusion - The P&T Committee agreed that the generic bupropion 
ER (Wellbutrin XL) formulations were now cost effective at all three points of service. 

1. 	 COMMITTEE ACTION: UF DECISION - Taking into consideration the 
conclusions from the relative clinical effectiveness and relative cost 
effectiveness determinations, and other relevant factors, the P&T Committee, 
based upon its collective professional judgment. voted (15 for, 0 opposed, 1 
abstained, and 0 absent) that bupropion ER (Wellbutrin XL, generic) be 
immediately reclassified as generic on the UF. Wellbutrin XL was included on 
the "list of non-formulary drugs for re-evaluation of UF status" presented to the 
Beneficiary Advisory Panel in January 2008 and approved by the Director, TMA 
on 13 February 2008. No further approval is needed. 

VI. BASIC CORE FORMULARY ISSUES 

A. 	Levonorgestrel - BCF Addition 
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The Committee received a request to reconsider BCF addition of levonorgestrel 
(Plan B, generics). Levonorgestrel is currently designated as formulary on the UF; 
it was originally reviewed for UF status as part of the contraceptive drug class in 
May 2006. Since the original UF class review, levonorgestrel is now available in a 
generic product under the trade name Next Choice, which contains two 0.75 mg 
tablets, taken 12 hours apart for emergency contraception. The Plan B product has 
been voluntarily discontinued by the manufacturer as of June 2009. A new product, 
Plan B One Step, is marketed that contains one 1.5 mg tablet, taken in a single dose. 
Studies evaluating the two tablets vs. one tablet products reported no clinically 
relevant differences between the regimens in the pharmacokinetic profiles, number 
of resulting pregnancies, or incidence of nausea and vomiting. The American 
College of Obstetrics and Gynecology recommends a single dose of 1.5 mg 
levonorgestrel as one option, or two doses of levonorgestrel 0.75 mg taken 12-24 
hours as another option for emergency contraception. 

Plan B, Next Choice, and Plan B One Step do not require a prescription for patients 
17 years of age and older, thus they are not available from the TPHARM, since they 
are over-the-counter products for this age group. A prescription is required for 
patients younger than 17 years; the products are available from the TPHARM if a 
prescription is supplied. A quantity limit of one fill per prescription, with no refills 
applies at the TPHARM. Each of the three military services has a policy supporting 
availability of emergency contraception at the MTFs. A cost analysis between Next 
Choice and Plan B One Step found Next Choice as the more cost effective product. 
After reviewing the clinical and cost effectiveness of the product, the P&T 
Committee agreed that levonorgestrel should be placed on the BCF. 

1. 	 COMMITTEE ACTION: BCF ADDITION - The Committee voted (13 for, 2 
opposed, 0 abstained, 1 absent) to recommend adding levonorgestrel 0.75 mg 
(Next Choice; generic Plan B) to the BCF immediately upon signing of the 
November 2009 meeting minutes. Plan B One Step would remain designated as 
formulary under the UF. The current quantity limits of one fill per prescription, 

~ efills, remains. 

Acting Dine/a:, T. 	 pilApproved 0 Disapproved 

Approved, but modified as follows: 

B. 	HydrocodoneiAcetaminophen 5 mg/500 mg - BCF Deletion 

The P&T Committee received a request from the field to re-examine the BCF status 
of hydrocQdone/acetaminophen (Vicodin, generics). Recent FDA communications 
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outline the potential for accidental ingestion of excessive acetaminophen (Tylenol, 
generics) doses and a proposed black box warning for prescription products that 
combine acetaminophen with another drug. Several prescription and OTC products 
contain acetaminophen, which increases the risk of inadvertent ingestion of higher 
than maximally recommended dose, and the potential for resulting hepatic injury. 
Administering hydrocodone/acetaminophen Smg/SOO mg at the highest 
recommended dose and dosing interval results in an acetaminophen dose that 
exceeds the maximal FDA-approved dose. 

1. COMMITTEE ACTION: BCF DELETION - The Committee voted (11 for, 3 
opposed, 0 abstained, 2 absent) to delete hydrocodone/acetaminophen Smg/500 
mg from the BCF immediately upon signing of the November 2009 meeting 
mi tes; it will remain fonnulary on the UF. 

Acting Director, TMA. Decision: I!J. Approved 0 Disapproved 

Approved, but modified as follows: 

C. Telmlsartan +/- HCTZ (Micardis, Mlcardls HCT) - BCF Deletion 

The ARBs and ARB combinations with HCTZ were last reviewed for UF placement 
in May 2007. Since the last review, the ARB +/- HCTZ combinations have been 
categorized into a larger class, the Renin-Angiotensin Antihypertensives (RAAs), 
which is comprised of the angiotensin converting enzyme inhibitors (ACEs +/
HCTZ), the ARB combinations with CCBs, the direct renin inhibitors +/- HCTZ, 
and the ARB/CCBIHCTZ combinations. The existing preferential pricing for the 
current BCF ARB, telmisartan +/- HCTZ (Micardis, Micardis HCT) has been 
tenninated by the manufacturer, effective Jan 2010. Additionally in 2010, generic 
competition in the class is expected, and updated hypertension treatment guidelines 
from the Joint National Commission will be released. The RAAs drug class will be 
reviewed for UF status at an upcoming meeting. Due to the aforementioned 
developments, the Committee recommended deleting telmisartan +/- HCTZ from 
the BCF. 

1. COMMITTEE ACTION: BCF DELETION - The Committee voted (15 for, 0 
opposed, 0 abstained, 1 absent) to delete telmisartan +/- HCTZ (Micardis, 
Micardis HCT) from the BCF immediately upon signing of the November 2009 
DoD T Committee minutes; it will remain fonnulary on the UFo 

Acting Director, TMA, Decision: Iii Approved 0 Disapproved 
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Approved, but modified as follows: 

VII. 	NATIONAL DEFENSE AUTHORIZATION ACT (NDAA) SECTION 703 
INCLUSION OF TRICARE RETAIL PHARMACY PROGRAM IN 
FEDERAL PROCUREMENT OF PHARMACEUTICALS UPDATE 

A. Medical Necessity for August 09 Section 703 Recommendations 

The committee reviewed medical necessity criteria for drugs that were not included 
on a Department of Defense Retail Refund Pricing Agreement at the August 2009 
meeting. These drugs are not compliant with FY2008 National Defense 
Authorization Act, Section 703. The law stipulates that if a drug is not compliant 
with Section 703, these drugs will be designated non-formulary under the Uniform 
Formulary and will require a pre-authorization prior to use in the retail point of 
service (POS) and medical necessity in military treatment facilities. These non
formulary drugs will remain available in the mail order POS without pre
authorization. Pre-authorization was determined at the November 2009 DoD p&r 
Committee meeting. Drugs with and without pricing agreements were 
systematically classified based along therapeutic and pharmacologic lines. The 
classification system was based on the American Hospital Formulary System . 
Classification and First Data Bank classification. See Appendix C for the full list of 
affected medications. 

1. 	 COMMITTEE ACTION - DRUGS GENERICAUYAVAILABLE 
REQUIRING PRIORI-AUTHORIZATION: The P&T Committee voted (15 
for, 0 against, 0 abstained, 1 absent) to recommend the drugs listed in Appendix 
C, Section A follow the standard rRICARE rules for brand-generic prior
auth . ation criteria. 

Acting Director, TMA, Decision: til' Approved 0 Disapproved 

Approved, but modified as follows: 

2. 	 COMMITTEE ACTION - MEDICAL NECESSITY CRITERIA: The P&T 
Committee voted (13 for, 0 against, 0 abstained, 3 absent) to recommend 
medical necessity criteria for the drugs listed in Appendix C, Section B. 

Acting Director, TMA, Decision: .fiJ Approved 0 Disapproved 
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Approved, but modified as follows: 

3. 	 COMMITTEE ACTION -IMPLEMENTATION DATE FOR MEDICAL 
NECESSITY: The P&T Committee voted (13 for, 0 against, 0 abstained, 3 
absent) to recommend the implementation date will not be prior to 1 April 2010 
~~ys after the minutes of this meeting are signed 

,~Director, TMA. Decision: )l Approved 0 Disapproved 

Approved, but modified as follows: 

4. 	 COMMITTEE ACTION - TRANSITION DATE AT THE MTF POS: The 
P&T Committee voted (13 for, 0 against, 0 abstained, 3 absent) to recommend a 
transition period at the MTF POS as ending no later than 1 January 2011. 

Acting Director, TMA, Decision: s Approved 0 Disapproved 

Approved, but modified as follows: 

B. 	 Drug Non-compliant with NDAA Section 703 The P&T Committee reviewed 
drugs that were not included on a DoD Retail Refund Pricing Agreement. These 
drugs are not compliant with FY08 National Defense Authorization Act, Section 
703. The law stipulates that if a drug is not compliant with Section 703, these 
drugs will be designated non-formulary on the UF and will require a pre
authorization prior to use in the retail point of service (POS) and medical necessity 
in MTFs. These non-formulary drugs will remain available in the mail order POS 
without pre-authorization. Pre-authorization will be determined at the February 
2010 DoD P&T Committee meeting. Drugs with and without pricing agreements 
were systematically classified based along therapeutic and pharmacologic lines. 
The classification system was based on the American Hospital Formulary System 
Classification and First Data Bank classification. See Appendix D for the full list 
of affected medications. 
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1. 	 COMMITTEE ACTION - DRUGS RETAINING UF STATUS: The P&T 
Committee voted (12 for, 0 against, 0 abstained, 4 absent) to recommend the 
drugs listed in Appendix E, Section A to retain formulary status on the Uniform 
Formulary. 

"Acting Director, TMA, Decision: i!'Approved 0 Disapproved 

Approved, but modified as follows: 

2. 	 COMMITTEE ACTION - DRUGS RETAININ OR DESIGNATED AS 
NON-FORMULARY: The P&T Committee voted (12 for, 0 against, 0 
abstained, 4 absent) to recommend the drugs listed in Appendix E, Section B to 
retain non-formulary status or be designated non-formulary on the Uniform 
Formulary. 

Acting Director, TMA, Decision: fit Approved 0 Disapproved 

Approved, but modified as follows: 

3. 	 COMMITTEE ACTION -IMPLEMENTATION DATE FOR PRE
AUTHORIZATION: The P&T Committee voted (12 for, 0 against, 0 abstained, 
4 absent) to recommend the implementation date will not be prior to 1 April 
2010 and not later than 180 days after the minutes of this meeting are signed. 
Formulary status of a drug in these lists will revert back to previous formulary 
sta if Price Agreements are received prior to 1 February, 2010. 

Acting Director, TMA. Decision: ~Approved 0 Disapproved 

Approved, but modified as follows: 

4. 	 COMMITTEE ACTION - TRANSITION DATE AT THE MTF POS: The 
P&T Committee voted (12 for, 0 against, 0 abstained, 4 absent) to recommend a 
transition period at the MTF POS as ending no later than 1 January 2011. 
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Acting Director. TMA. Decision: ~Approved 0 Disapproved 

Approved, but modified as follows: 

VIII. CLASS OVERVIEWS 

Class overviews for the Basal Insulins and the RAAs were presented to the P&T 
Committee. The P&T Committee provided expert opinion regarding those clinical 
outcomes considered most important for the PEC to use in completing the clinical 
effectiveness reviews and developing the appropriate cost effectiveness models. The 
clinical and economic analyses of these classes will be completed at an upcoming meeting. 

IX. ADJOURNMENT 

The meeting adjourned at 1700 hours on 5 November 2009 and at 1100 hours on 6 

November 2009. The next meeting will be in February 2010. 


Appendix A- Attendance 

Appendix B - Table of Medical Necessity Criteria for Newly Approved Drugs 

Appendix C - Table of Medical Necessity for August 09 Section 703 

Recommendations 


Appendix D - National Defense Authorization Act {NDAA)-Sectlon 703 

Affected Medications 


Appendix E- Table of Implementation Status of UF 

Recommendations/Decisions 

Appendix F - Table of Abbreviations 
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SUBMITTED BY: 


DECISION ON RECOMMENDATIONS 

Director, TMA, decisions are as annotated above. 

Allen W. Middleton 
Acting Director 

(Date) 
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Appendix A - Attendance 

CDR James Ellzy. MC DoD P&T Committee Chair 

LTC Stacia Spridgen. MSC 

Lt Col Thom Baconfor 
Col Everett McAllister, MSC 
Lt Col William Hannah. MC 

;:a,,#I'n'lV King. MC 

CAPT David Tanen. MC 
Lt Col Mike BSC 
Lt Col Brian Crownover. MC 
CDR Phil Blaine for CAPT Stephanie 

Simon, MSC 
COL Doreen MC 
LTC Bruce Lovins. MC 
LTC Douglas Louggee for COL Ted 

Cieslak, MC 

Director. DoD Phannacoeconomic Center. 

Chief. Pharmaceutical Operations Directorate 

Air Force, Internal Medicine 

Air Force. OB/GYN 
Internal Medicine Physician 

Physician at 
Consultant to the AF/SG 
Air Force. at 
Navy. Pharmacy Officer 

Alternate 
Alternate 

COL Peter Bulatao for COL Carole 
Labadie, MSC 

Army. Pharmacy Officer. Alternate 

CAPT Vernon Lew Coast Guard. Officer 
Mr. Joe Canzolino Department of Veterans Affairs 

COL Carole Labadie. MSC 
CAPT Simon. MSC 
COL Ted Cieslak. MC 

CDR Michael Lee 

Dr. Lisa 
Ms. Melanie Richardson 

Army. Pharmacy Officer 

Indian Health Service 
VAPBM 
DoD Pharmacy Directorate 
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Appendix A - Attendance (continued) 

Lt Col James McCrary. MC DoD Pharmacoeconomic Center 
Lt Col Lee. BSC DoD Pharmacoeconomic Center 
LCDR Bob Selvester. MC DoD Pharmacoeconomic Center 
CAPT Brian Haney, MC DoD Pharmacoeconomic Center 
LCDR Marisol Martinez DoD Pharmacoeconomic Center 
HM2 McMihelk DoD Pharmacoeconomic Center 
Dr. Shana Trice DoD Pharmacoeconomic Center 
Dr. Moore DoD Pharmacoeconomic Center 
Dr. Allennan DoD Pharmacoeconomic Center 
Dr. David Meade DoD Pharmacoeconomic Center 
Dr. Teresa Anekwe DoD Pharmacoeconomic Center 

DoD Pharmacoeconomic Center 
Mr. Stephen Yarger DoD Pharmacy Outcomes Research Team 

contractor 
Dr. Esmond Nwokeji DoD Pharmacy Outcomes Research Team 

contractor 
Ms. Deborah Garcia DoD Pharmacy Outcomes Research Team 

contractor 
Dr. Roger Potyk DoD Pharmacy Outcomes Research Team 

contractor 
Dr. Dean Valibhai DoD Center contractor 

Dr. Jercmtv 
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Appendix B - Table of Medical Necessity Criteria for Newly Approved Drugs 

Tadalafll tablets (Adclrca) • 	 Use 01 fonnulary alternatives Is contraindicated 
• 	 The patient has experienced significant adverse effects from fonnulary

PhoIphod~(PDE~) alternatives.Inhlbltora for Pulmonary 
• 	 Fonnulary agents have resulted In therapeutic failureArterI.1 Hyperten"on (PAH) 

Interferon Beta 1-b injection 
(ExtavJa) 

• None 01 the medical necessity criteria apply; interferon Beta 1-b injection 
Multiple Sclerael •• DI..... (Betaseron brand name) is on the UF 


Modulating Druge (MS

DMDe) 


• 	 Use 01 formulary alternatives is contraindicated 
• The patient has experienced or is likely to experience significant adverse 

Mllnacipran tablets (Savella) effects from fonnulary aHematives. 
• Formulary agents have resulted or are likely to result in therapeutic 

AntIdap......nt ·1. (AD-1.) failure. 
• 	 The patient previously responded to non-fonnulary agent and changing 

to a formulary agent would Incur unacceptable risk 

Buproplon hydrobromide extended • 	 None 01 the medical necessity criteria apply; Bupropion HCI ERrelease tablets (Aplenzin) (Wellbutrin XL generic) Is now recommended for UF status 

AntIdap......nt ·1. (AD-1.) 

Oxybutynin topical gel (Gelnique) 
• 	 The patient has experienced significant adverse effects from fonnulary 

aHematlves.Overactive Bladder (OAB) 

Tapendatol tablets (Nucynta) 
Tramadol ER (Ryzolt) 

• 	 Use 01 fonnulary aHematlves is contraindicated 

Narcotic Analgealca 
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Appendix C - Table of Medical Necessity and Branded Drugs with 
Formulary Equivalents for August 09 Section 703 Recommendations 
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Appendix C - Table of Medical Necessity and Branded Drugs with 

Formulary Equivalents for August 09 Section 703 (continued) 


ATROVENT HFA 

CORGARD 

CYTOMEL 

ELESTRIN Estradiol Patch 

ELiGARD Leuprolide Acetate Kit 

ENDOMETRIN 

LlTHOSTAT 

MIRAPEX Bromocriptine 

NIRAVAM Alprazolam Tabs Generic 

Clotrimazole Cream, 
OXISTAT Ketoconazole Cream, 

Shampoo 

PAMINE Methscopolamine 
Bromide tablets 

PAMINE FORTE Methscopolamine 
Bromide tablets 

PAMINEFQ Methscopolamine 
Bromide tablets 

PHOSLO Calcium Acetate Tabs 

RHEUMATREX Methotrexate dosepack 

SALAGEN Pilocarpine HC. Tab 

THALITONE Chlorthalidone Tabs 

TINDAMAX 

TRANSDERM-SCO 

ULTRAVATE PAC 

VIRAMUNE 

Splriva Inhaler 1,2,3,4 

1,2,4 

Armour Thyroid 1,2,3,4,5 

Estrogel Divigel Gel, 
Evamist Spray, Menostar 1,2,4 

Vivelle Dot Patch 
1,2,3,4,5 

1,2,3,4 

Requip XL, Ropinirole 

1,2,3,4,5 

1,2,3,4 

1,2,3 

Lamisil, Mentax, Halotln, 
XolegelGel 1,3 

1,2,3 

1,2,3 

1,2,3 

Eliphos Tabs, Renage\ 
Tabs, Renvela Tabs 

EvoxacCaps 

Diuril Oral Susp 

1,2,3,4 

1,2,3 

1,2,3 

1,2,3,4 

1,2,3,4,5 

1,2,3,4,5 

1, 

1,2,3,4,5 
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1) Use of fonnulary alternatives is contraindicated; 2) Patient has experienced significant adverse effects from the fonnulary 
alternative; 3) The fonnulary agents have resulted in therapeutic failure; 4) The patient previously responded to non-fonnulary 
agent, and changing to the fonnulary agent would incur unacceptable risk; 5) There is no fonnulary alternative 

Appendix C - Table of Medical Necessity for August 09 Section 703 Recommendations 
Minutes and Recommendations of the DoD P&T Committee Meeting 5-6 November 2009 Page 34 of 53 

Cumulative Page #186



Appendix D - National Defense Authorization Act (NOAA) Section 703 Affected Medications 

Appendix 0 - National Defense Authorization Act (NOAA) Section 703 Affected MedIcations 
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Appendix 0 - National Defense Authorization Act (NOAA) Section 703 Affected Medications 
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antimania medications 
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*Added to list by electronic vote Nov 16-18, 2009 
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*Added to llat by electronic vote Nov 16-18, 2009 
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Appendix E - Table of Implementation Status of UF RecommendationslDecislons 

Phosphodiesterase 
Type-51nhlbitors Recommended for non-fonnulary statu.I for Pulmonary INov08 Arterial Nov 08 pending approval 

Hypertension • tadaIafIl (Adclrca) Now NlA 
subclass BCFfor • van:lenafil (Levltra) is BCF for erectile 

ED dysfLI'ICtion (ED) 
Aug08 No change to non-fonnulary atatua from lIa,0Ii 
(update; Phosphodiesterase Automated PA requiring trial of vardenafli (Levitra) 21 Oct 09original reVIew Type-5 Inhibitors applies to new u&eI'8 of non-formulary PDE5s (no 
May OS) use of PDE5s In last 160 days) 

Nov08 
Recommended for non-fonnulary atatua No chana- to ECF raconwnendecl Nov 08 

pending approval 
(update; MS-DMDs Nov 08 ECF • Interferon beta·1a Intramuscular injectionoriginal reVIew (original decision 
May OS) • Beta Interferon 1.0 Injection (Extavia) (Avonex) 14JulOS) 

Recommended for non-fonnulary statue Nov 08 
• bupropion HBr (ApIenzin) 
• mllnaclpran (&avella) 

I No chana- to BCF raconwnendecI Nov 08 
Recom....,decI to move from narHormUIary 
atatua to UP Nov 08 
• buproplon extended release (Wellbutrln XL)

Antidepressants I BCF 
• paro.xetIne HCI CR (Pal) CwrentIy BCF 
• fluoxetIne 90 mg weekly admin. (Prozac Weekly) • citalopram
• fiuoxetine in special packaging for PMDD • fluoxetine (excluding weekly regimen & 

(Satafem) special packaging for PMDD) 
• escItaIopmm (Lexapro) • sertraline (ZoIott) 
• duloxetlne (Cymbalta) • trazodone
• desvenlafaxine (Pristiq) • bupropion sustained release 

Recommended for non-fonnulary statue Nov 08 Narcotic 
• tramadol ER (RyzoIt) BCF No chana- to BeF recornrnendecI Nov 08Analgesics 
• tapendatoI (Nucynta) 

Appendix E - Table of Implementation Status of UF RecommendationslDecisions 
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Nov08 
(update; 
original review 
Nov 05; 
updated Nov 
08 &Aug 08) 

Nov08 
(update; 
original review 
Feb07) 

I pending approval 

28 Dec 09 
(60 days) 

pending approval 
(60 days) 

I pending approval I pending approval 

10 Feb 09; original 7 Jan 09signing date (Pristiq)24 Oct 08 (Pristiq) 19Jul0619 Jan 06 (original (180 days) 
review) 

I pending approval I pending approval 
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• morphine sulfate IR 15 mg. 30 mg 
• morphine sulfate 12·hour ER (MS Cantin or 
equivalent) 15.30.60 mg 
• oxycodoneIAPAP 5fJ25 mg 01 Aug 07 

• tramadol ER (Ultram ER) 02 May 07• hydrooodonelAPAP 51500 mg (90 days) 
• codeIneIAPAP 301300 mg 
• codeIneIAPAP elixir 121120 mgl5 mL 
• tramadoIlR 

...,oa 
update; 
reviewedAug 
08; Feb 06 
original 
review) 

Novoa 

Novoa 

OVeractive Bladder 
Drugs 

ARB-Renin 
I Angiotensin 

Antihypertensiv 

ARBlCCBldiuretic 
I Renin Angiotensin 

Antihypertensives 

Recommandecl tar non-fonnulery ..... 

Novoa; 

• oxybutynln topical gel Gelnique) 


• fesoterodlne (TovIaz) (recommended for NF 
status May 09) 
• toIterodIne IA (Detro!) 
• trospium IA (5anctura) 

INo changaa to NF recommandecl Novoa 

INo changaa to NF recommandecl Nov oa 

BCF 

BCF 

No changaa to BCF rec:ommended Nov oa pending approval pending approval 

• toIterodlne ER (Detro! LA) 17 Aug 09 28 Oct 
• oxybutynln ER (Ditropan XL. generics) (fesoterodlne) 09(fesoterodlne) 
(Note: oxybutynln IR [generic Ditropan) 4 Feb 09 
removed from BCF. but still UF) 

24 Oct 08 (original 
(original review)review) 

BCF change rec:ommended Novoa 
• DeItIIe IIIIm ........ +I- Hen (II1card1a, I pending approval I pending approval 
1l1card.. HCI) from BCF 

No changaa to BCF recommandecl Nov 09; 

vaIIIrIanIamlodlplnalHClZ (Exfarge HCI) pending approval pending approval 
I I 
rec:ommended tar UF 
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ARBICCB combosTo remain NF Currently on the BCFJun 08 (update) ARBICCB combos
Original reviews RevisedARBICCB combos ACE inhibitors -Z1 Aug OS (Azor)- ACE implementationcaptoprll• oImesartanIamlodipine (Azor) - rae NF JtI1 OS 
Inhibitors: Aug -13 Feb OS date: 26 Nov 08 -• lisinopril• valsartan amlodiplne (Exforge) 

- (Exforge)05 AzorACE inhibitors Iisinoprill HeTZ
• Misc. anti (60 days) ACEICCB combos• MoexIprII +I- HCTZ (Univasc; Uniretic) -ACE inhibitors 
hypertensives, amIodiplnelbenazepril (L.otreI.• perIndoprIl (Aceon) -10 Feb 09 -including ACE Inhibitors ACEICCB combos generics) (Ramipril removed ACElCCB • felodipinelenaJapril (Lexxel) (D/C'd from market) ARBsRenin Angiotensin • 15 Feb 06 from NFandcombos. Feb • telmisertan (Mical'dis) - verapamilltrandolaprll (Tarka) Antihypertensives moved to UF at 06 • teknisartan HCTZ (Micardis HCT)ARBs NovOSmtg)- ARBs: May ACElCCB combos 
07 

- eprosartan +I- HCTZ (Teveten; Teveten Hen 
-13 Oct 05- Irbesartan+l- HCTZ (Avapro, Avalk:le) - 26Jul06• Renin - oImesartan +I- HCTZ (Benlcar, BenIcar Hen ACElCCB combos

Inhibitors. Aug - valsartan +I- (DIovan; 0I0van HCT) ·26 Apr 06 07 ARBs 
-ARBs- CCBlARB 

• 21 Nov 07 combos Nov 07 ·24 July 07 
• 16 Apr 08 update 

Recommended for non-formulary status 

Aug 09; no change to non-formulary status from 
 280ec09 

, Nov07 ECF No changes to ECF recommendatiOn Nov 07 21 Oct 09Aug09 
Targeted (60 days) 

(update; • goIimtl1"l8b Injection (Simponi) 
Immtl1Oll1Oduiatory • certoIlzI.mab Injection (CirnzIa)original review 
BioIogk:sNov2(07) 

• etanercept Injection (Enbrel) 18Jun 08 ECF I · adalirmmab Injection (HlI1lil8) 13 Feb OS 
• anakInra injection (Klneret) (120 days) 

Recommended for non-formulary status IAug 09; no change to non-formulary status from BCF INo changes to BCF recommendatiOn Nov 07 21 Oct 09 
280ec09 

Aug09 Nov 07 or Aug 05 (60 days) 
(update; • silodosin (Rapaflo)
updated Nov Alpha Blockers for 

07; original 
 BPH 

reviewAug 
 I · tamsulosln (FIomax)
05) Automated PA requiring trial of alfuzosln (Uroxatral) - terazosln tablets or capsules 16 Apr OSBCF 13 Feb 08

applies to new users of tamsuklsln (no use of • aJfuzosln tablets (Uroxatral) (60 days) 
uroseIective alpha blockers In last 160 days) 
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Aug09 
(update; 
updated Nov 
07; original 
revlewNov 
(6) 

"8V09 
(update; 
revlewedJun 
08; original 
review May 
07) 

ADHD I Nan::oIepsy 
Agents 

Antilipic:\emlc 
Agents-II 

No change to non-foonulary status from Aug 05 or 
Nov 07 

Recommended for non-foonulary status Nov 07 
• llsdexamfetamine (Vyvanse) 

ToremainNF 
• dem1ethylphenidate IR (FocaIin) 
• dem1ethylphenldate SODAS (Focalin XR) 
• methylphenidate transdennaJ system (Daytrana) 

Recommended for non-foonulary status 
May 09; no change to non-foonulary status in JI.I'\ 
08 
• fenofibnlte acid (Triliplx) 

No changes to NF recommended JI.I'\ 08 

ToremainNF 
• fenofibrate nanocrystaHIzed (Trlcor) 
• fenoflbrate micronized (Antara) 

BCF I ;: changes to BCF recommendation from Aug 

No change to BCF recommended Nov 07 

BCF Currently on the BCF 
• methylphenidate OROS (Concerta) 
• mixed amphetamine salts ER (Adderall XR) 
• methylphenidate IR (RItalIn) 

BCF I No changes to BCF recommendation May 09 

Recommended for addition to BCF JI.I'\ 08 

• fenofibrate meItdose (Fenogllde). to replace
BCF fenoflbrate IDD-P (Trigllde) 

(Note: fenofibrate IDD-P (Trigllde) removed 
from BCF but still UF) 

Currently BCFBCF 

21 Oct 09 

13 Feb 08 

17 Jan 07 

17 Aug 09 

27 Aug 08 

24 July 07 

280ec09 

16 Apr 08 
(60 days) 

18 Apr 07 

28 Oct 09 

RevIsed 
implementation 
date: 26 Nov 08 

original 
implementation 

date: 29 Oct 08 (60 
days) 

21 Nov 07 
(120 days) • gemfibrozll • omega-3 fatly acids (Omacor) 

• ooIesevelam (WeIchol) 

"8V09 
(update; 
reviewed Nov 
08) update to 
include nasal 

Nasal Allergy 
Drugs 

Recommended for non-foonulary status 
May 09; no change to non-foonulary status in Nov BCF I No changes to BCF recommendation May 09
08 
• aze/astine with sucraJoae (Astepro) 

17 Aug 09 28 Oct 09 
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antihistamines 
; nasal 
steroids 
reviewed Nov 
05&Aug07 
for Veramyst) 

• oIopatadlne (Patanase) 
• cIcIesonlde (0mnarIs) 
• fIuticasone furoate (Veramyst) BCF • FIuticasone propionate (generic FIonase) 
• becIomethasone (Beconase AQ) • AzeIastine (AsteIin)
• budesonlde (Rhinocoft Aqua) 
• trlamcinoIone (Nasacort AQ) 

10 Feb 09 
8 Apr 09 
(eo days) 

Mayoa 
(update; 
reviewed May 
07& Feb 05) 

lIayoa 
(update; 
reviewed May 
(6) 

Proton Pl.I1lp 
Inhibltofs 

, Antiemetics 

Recommended for non-formulary status May 09 no 
change to non-fonnulary status In May 07 BCF I No changes to BCF recommendation May 09 
• 	 t)e)dansoprazoI (KapIdex) 

• 	IansoprazoIe (Prevacld) 
• 	amepra:mlelsodkm bicarbonate (Zegerid) 
• pantoprazoIe (Protonlx) 
• rabeprazoIe (AcIphex) 

Automated PA requiring trial of omeprazole OR 
esomeprazoIe (Nexlum) applies to new users of 
non-formulary PPls (no use of PPIs In last 160 
days) 

I · generic omeprazole 10 mg and 20 mg
BCF (excludes Prilosec 40 mg) 

• esomeprazoIe (Nexlum) 

I	Recommended for non-formulary status May 09; no 
change to non-formulary status BCF I No changes to BCF recommendation May 09 
• 	 granisetron transdermaI system (Sancuso) 

BCF • promethazine (oral and rectal)• doIasetron (Anzemet) 

• 	 BecIomethasone HFA 11.401 (Qvar) 
• Auticasone OPI (Fiovent Olskus) • 	 Budesonide MFA 11.401 (Pulmlcort FIeJchaIer)I 	Inhaled • Auticasone HFA MOA (Flovent HFA) Faboa 	 I · Clclesonlde HFA 11.401 (Alvesco) BCFCortIcosteroids 

• 	 Al.IlisoIlde CFC 11.401 (Aerobld. Aerobid 11.4) • Mometa&one OPI (Asmanex Twlsthaler) 

17 Aug 09 28Od09 

24 Od 07
24 July 07 (90 days) 

17 Aug 09 28Od09 

27 Sep06
26 Jul 06 (eo days) 

16 Sep 09 12 May 2009 (120 days) 

• Triamcinolone CFC MOl (Azmacort) 

I Long-Acting Beta 16Sep09Faboa 
Agonisls I· - -- '011'''' <-loll BCF I · Salmeterol OPI (Serevent Olskus) 12 May 2009 (120 days) 
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Inhaled 

Feb08 
Corticosteroids I 

I I..ong:Acting Beta 
Agonist 

(No ICSIlASA combinations recommended for NF 
placement Feb 09) BCF 

Combinations 

Short-ActingNovOS I Beta Agonlsts 

• albuterol chlorofluoroc.arbon (CFC) meterad dose 
inhaler (MOl) (no longer manufactured) I · metaproterenol (AIupent) CFC MOl (no longer BCFmarketed) 
• metaproterenollnhalat.ion solutiOn 
• plrbuteroI (Maxalr) MOl 

OctOS 
(Interim 
tlllecanferen Triptans 

• ainotrlptan (Axert) 
• frovatrlptan (Frova) BCF 

cemeallng) • naratriptan (Amerge)
&JunOS 

Self-Monitoling 
Blood GlucoseALlgD8 I Systems (SMOGS) 
test strips 

• OneTouch Ultra 2 strips (for OneTouch Ultra 2. 
Ultra MinI. and Ultra Smart meters) 
• TrueTrack strips (for TrueTrack meter) 
• Accu-c::heK Comfort Curve strips (for Accu-c::heK 
Advantage meter) 
• Accu-chek Compact Plus drun (for Accu-check 
Compact Plus meter) 
• Accu-c::heK Simplicity. Ascensia Autodlsk, 
Ascensia Breeze 2, Ascensia Bite, Assure, 
Assure 3. Assure II. Assure Pro, Bd Test Strips, 
Chemstrlp Bg, Control AST, Dextrostlx Reagent, BCF 
Eaayg/uco. Easypro, Fast Take, Freestyle test 
strips (other than Freestyle Ute), GlucofIm, 
GlucoIab, Glucometer Oex. Glucometer Bite, 
Glucose Test Strip, GlucostIx, Optium, 
Precision Pcx. Precision Pcx Plus, Precision Q-I-O, 
Precision Sol-Tact. Prestige Smart System, 
Prodigy, Qulckl:ek, SIdekIck. Sol-Tact. Surestep. 
Surestep Pro, Test StrIp, Ration Ultima, Uni-Check 
• Plus all other storeIprIvate label brand strips not 
Included on 1he UF (see BCFIECF column) 

• FlutIcasoneI'salmeteroi OPI (Advalr Oiskus) 
• FlutIcasoneI'salmeterol HFA MOl 
(Advalr HFA) 

• Ventolin HFA (albuterol hydrofluoroalkane 
(HFA)MOl 
• AIbuteroI inhalation solutiOn; 
Note - does not include 1he following: 
ACCLIleb 0.021% [0.63 mglmL) 
ACCLIleb 0.042% [1.25 mgl3mL] 
Albuterol 0.5% [2.5 mWQ.5 mL in 
0.5 tnt dose vial] 

• rizatriptan (MaxaIt). inmediate upon signing 
of 1he minutes 
• Sl.I1latriptan oral and one injectable 
formulation. when multl-source generics are 
available 

BaaJc Core Formulary &MEIGS teat strtpe 
• Precision xtra strips 
(for Precision Xtr8 meter) 
Uniform Fonnulary &MEIGS teat atrIP8 
• Accu-dlek Aviva (for Accu-dlek Aviva meter) 
• Ascensia Contour (for Ascensia Contour 
meter) 
• Freestyle Ute (for Freestyle Freedom lite 
and Freestyle Ute meters) 

16Sep09
12 May 2009 (120 days) 

8 Apr 09
10 Feb 09 (80 days) 

24 Od08;; 26 Nov 08
original signing (90 days) 
date: 'Z1 Aug 08 

17 Mar 09
24 Od 08 (120 days) 
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Recommended for non-formulary status Aug 08 I No changes to BCF recommended Aug 08 24 Oct 08
• nisoldipine geomatrbc (Sular geomatrbc) 

Aug08 
(update; 
reviewed Aug 
05; also 
updatedNov 
07) 

Jun08 

Jun08 
(update; 
reviewed Nov 
07) 

Jun08 
(update; 
reviewed Aug 

Calcill'T1 ChaJvIeI 
Blockers 

Previously non-formulary. recommended for UF 
status Nov 07 

• amlodipine besylate (Norvasc generic) 

To Remaln Non-Formulary 

• Isradlplne IR, ER (Dynaclrc; Oynaclrc CR) 
• nlcaldipine IR (Can:Iene, generics) 
• nlcaldipine SR (Cardene SR) 
• verapamll ER (Verelan) 
• verapamH ER HS dosing (Verelan PM, Cavera 
HS) 
• diltlazem ER for bedtime dosing (Caldlzem LA) 

Osteoporosis I · calcitonin salmon nasaJ spray (MiaQaIcIn)I Agents 

Recommended for non-formulary status Jun 08 
• nebivoIoI (BystD/ic) 

Adrenergic 
BJocking Agents 

(No ABAs selected for NF placement at Nov 07 
meeting) 

Newer Recommended for non-formulary status Jun 08 
Antihistamines • Ievocetlrlzlne (Xyzal) 

BCF 

BCF 

BCF 

BCF 

Recommended for addition to BCF Nov 07 
13 Feb 08 13 Feb 08 

• amlodipine besylate tablets 

CUI'T8I'ItIy BCF 

• amIodlpine besylate (Norvasc. generics) 

(Recommended at Nov 07 meeting) 


15 Mar 06 • nlfedipine ER (Adalat ce. generics) 13 Oct 05 (150 days)• verapamll SA 
• diltiazem ER (TJaZac, generics) 

• aJendronate (Fosamax)I . ibandronate (Boniva) 26 Nov 08 
27 Aug 08

(Note: raIoxIfene (EvIsta) removed from BCF, (90 days) 

but still UF) 


RevIsed 
Implementation 
date: 26 Nov 08 

No change to BCF recommended Jun 08 original27 Aug 08 
implementation 

date: 29 Oct 08 (60 
days) 

Currently BCF 
• atenoloi tablets 
• metopr%l tartrate IR tablets 13 Feb 08 
• carvedilol IR tablets 
• metoprolol8UCClnate ER tablets 

Revised 
Implementation 
date: 26 Nov 08 

No change to BCF recommended Jun 08 27 Aug 08 original 
implementation 

date: 29 Oct 08 (60 
days) 
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Jun08 
(update; Leuko1riene 
reviewed Aug Modifiers 
07) 

Novf11 
(update, 

Contraceptivesoriginal review 
May (6) 

To remainNF 
• clesloratadlne (CIarInex) 
• clesloratadinefpseudoephedrine (Clarinex D) 

Recommended for non-formuiary status JU'l OS 
• Zileuton ER (ZyfIo CR) 

ToremainNF 
• zlleuton (ZyfIo) 

Recommended for non-formuiary status Nov 07 
• EE 20 mcgIIevonorgestei 0.09 mg In special 
packaging for conttnuous use (LybreI) 

To remain NF 
• EE 30 meg llevonorgestrel 0.15 mg in special 
packaging for extended use (SeasonaIe) 
• EE 25 meg 1norethindrone 0.4 mg (0Vc0n 35) 
• EE 50 meg 1norethindrone 1 mg (0Vc0n 50) 
• EE 20l3OI35 meg 1noreth. 1 mg (Estrostep Fe) 

• EE 30110 meg 10.15 mg levonorgestrel in special 
packaging for eldended use (Seasonique) 
• EE 20 meg 11 mg norethindrone (L.oestrin 24 Fe) 

BCF 

BCF 

• MTFs required to cany at least one singleIingredient agent from the newer antihistamine 
class (Ioratadlne. cetirIzlne. or fexofenadlne) on 
their local formuiary. including at least one 
dosage form suitable for pediatric use 

No changes to BCF ree JU'l OS 

Currently BCF 
• monteIukast (Singulair) 

No change to BCF recommended Nov 07 

Currently on the BCF 
• EE 20 meg 13 mg drospirenone (Yaz) 
• EE 20 meg 10.1 mg IevonorgestreI (Lutera, 
Sronyx. or equivalent) 
• EE 30 meg 13 mg drospirenone (Yasmin) 
• EE 30 meg 10.15 mg IevonorgestreI 
(Nordette or equivalent 1excludes SeasonaIe) 
• EE 35 meg 11 mg norethindrone (Ortho-
Novum 1135 or equivalent) 
• EE 35 meg 10.25 mg norgestimate (Ortho-
Cyclen or equivalent) I · EE 25 meg 10.1810.21510.25 mg 
norgestimate (Ortho Tri-Cyclen La) 
• EE 35 meg 10.1810.21510.25 mg 
norgestimate (Ortho Tri-Cyclen or equivalent) 
• 0.35 mg norethindrone (Nor-QD. Ortho 
Micronor. or equivalent) 

16 Jan OS17 Oct 07 (90 days) 

Revised 
implementation 
date: 26 Nov OS 

27 Aug OS original 
Implementation 

date: 29 Oct OS (60 
days) 

16 Jan OS17 Oct 07 (90 days) 

16 Apr OS13 Feb OS (60 days)I 	 I 

I 26 Jui 06 I 24 Jan 07 

17 Jan 07 18 Mar 07 

• somatropln (Genotropin, Genotropin Miniquick) 

Augf11 	 I Growth Stimulating I · somatropln (Hl.Il18trope) ECF I · somatropin (Norditropln) 17 Oct 07 19 Dec 07 
Agents • somatropin (Omnltrope) (60 days) 

• somatropin (Salzen) 
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..ay 07 I ;;"":sReductase I· dutasterlde (Avodart) BCF I· finasteride 24 July 07 ~C:;!~ 
• zolpidem ER (Amblen CR) 
• zaleplon (Sonata) 
• ramelteon (Rozerem) 

Feb 07 I Newer ~tlve IAutomated PA requiring trial of zoIpidem IR applies BCF I. zoIpidem IR (Ambien) 02 May 07 01 Aug 07 
Hypnotics to new users of eszopIcIone (Ll.l"lesta). ramelteon (90 days) 

(Rozeram). zaleplon (Sonata). or zoIpidem ER 
(Amblen CR) (new users II: no use of newer 

sedative hypnotics in last 180 days) 


I Monoamine I . I I . 01 Aug 07Feb 07 Oxidase Inhibitors • selegiline transclennal patch (Emsam) ECF· phenelzine (Nardil) 02 May 07 (90 days) 

• morphine sulfate IR 15 mg. 30 mg 
• morphine sulfate 12-hour ER (MS Conlin 

Feb 07 I Narootic 
Analgesics 

I . tramadoI ER (Ultram ER) BCF 

or equivalent) 15.30.60 mgI·o~APAP 51325 mg
• hydrocodoneIAPAP 51500 mg 

02 Ma 07 
Y 

01 Aug 07 
(90 days) 

• oodeineIAPAP 3Ot'3OO mg 
• codeinelAPAP elixir 12/120 mgl5 mL 
• tmmadollR 

• travoprost (Travatan. Travatan Z) • Ia~ (XaIatan) 
Ophthalmic I . tImoIoI maleate for once dally dosing (Istalol) : brimonidlne (Alphagan P); excludes 0.1 % 01 Aug 07 

Feb 07 I Glaucoma AgenlS • tinoIoI hemihydrate (Betlmol) BCF timoIoI maleate. 02 May 07 (90 days) 
• brinzoIamide (Azopt) : =Ieate gel-formmg solution 

Nov 08 I ~tIve BCF • temazepam 15 and 30 mg 17 Jan 07 

Recommended for non-formulary status Nov 06: 17 A 05 
0.25% miconazole 115% zinc oxide 181.35% white No change to BCF recommended Nov 06 14 Jut 05 (30 :ys) 

(update; 

reviewed Nov T~. • econazoIe BCF 

-.. - I---~) 
(6) AntifulgaIs : ='e(Oxistat) • nystatin 17 Jan 07 18 Mar 07 

• sertaconazole (Ertaczo) • cIotrImazoIe (60 days) 

• suJconazole (ExeIderm) 
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Aug08 23 Oct 06 

1 Feb 07Aug08 23 Oct 06 (90 days) 

I H2 Antagonists I GI 
protectants BCF • ranitldlne (Zantac) - excludes geIcaps and 

effervescent tablets 

I Antilipidemic
Agents I 

• rosuvastatln (Crestor) 
• atorvastatln I amlodiplne (Caduet) BCF 

• simvastatln (locor) 
• pravastatln 
• sirnvastatln I ezetimibe (Vytorin) 
• niacin extended release (Niaspan) 

28Jun06Feb08 I GASA-analogs I • pregabalin (Lyrlca) BCF • gabapentln 26 Apr 06 (60 days) 

19 Apr 06NovOS I Alzheimer'S Drugs 19 Jan 06ECF• tacrine (Cognex) • donepezil (Aricept) (90 days) 

Macrolldel 22 Mar 06• azlthromycln 2 gm (Zmax) • azlthromycln (Z-Pak)HovOS I KetoIIde 19 Jan 06BCF (60 days)• telithromycln (Ketek) • erythromycin salts and basesAntIbIotics 

BCF =Basic Core FoImulary; ECF =Extended Core FoImulary; MN = Medical Necessity; TMOP = TRICAREMaiI Order Pharmacy; TRRx = TRICARE RetaIl Pharmacy program; UF =Unlfonn Fonnulary 
CFC =chlorofll.lOl'OO8l'bon; ER = extended release; HFA = hydrofluoroalkane; IR = Immediate release; SR =sustained release; IDD-P =insoluble drug delivery-microParticIe; 
AD-1s: Antidepressant-1 Drugs; ADHD =Atten1Ion Deficit HyperactivIty DIsorder; ARBs = Angiotensin Receptor Blockers; ACE Inhibitors =Angiotensin Converting Enzyme Inhibitors; BPH == Benign Prostatic 
Hyperplasia; CCBs == CaIcllJTl Channel Blockers; ED = erectile dysfl.rlctIon; EE =ethlnyl estradiol; GI =gastroIntestina; GASA =gamma-amlnobulyric acid; H2 = Hislamlne-2 receptor; HBr = hydrobromide; 
HCTZ =hydtochIorothia; UP-1 =AntihyperIIpidemic-1 Drugs; UP-2 =AntihyperIipidemic-2 Drugs; MOls =metered dose Inhalers; MOAIs =MonoamIne Oxidase Inhibitor Drugs; MS-OMDs =Multiple 
Sclerosis Disease-Modifying Drugs; NAOs =Nasal Allergy Drugs; OABs = OveractIve Bladder MedIcatIons; PAH =puknonary arterial hypertension; POESlnhlbitors = Phosphodiesterase- type 5 inhibitors; 
PPls = Proton PlJTIP Inhibitors; RAAs = Renin AngIotensin AntIhypertensives Drugs; SABAs =Short-Acting Beta Agonlsts; 5MBGS: Self-Monitorlng Blood Glucose S~ems; lIBs =Targeted 
Immunomodulatory BIologics; TZDs= Thiazolldinedlones 

"The Dermatologlc Topical Antift.rlgaI drug class excludes vaginal products and products for onychomycosis (e.g., cicIopirox topical solution (Penlac]) 
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-- - ---- - -A dlxF-T,---- of -------- -.-:::... I::-::_--

6MWD 6-minute walking distance 
ACE angiotensin convertina enzyme 
AD-1 antideplessant-1 drug class 
ARB angiotensin receptor blocker 

Beneficiary Advisory PanelBAP 
BCF Basic Core Formulary 
BIA budget imJ!act analysis 
CCB calcium channel blocker 
CEA Cost-effectiveness analysis 
CFR Code of Federal Reaulations 
CMA cost minimization analysis 
DHP dihydropyridine CCB 
DoD Department of Defense 
ECF Extended Core Formulary 
ED erectile dysfunction 
ER extended release 
ESI Express Scripts, Inc 
FCP Federal Ceiling Price 
FDA Food and Drug Administration 
FSS Federal Supply Schedule Price 
FY fiscal year 
HA Health Affairs 

hydrobromideHBr 
hydrochlorideHCI 

HCTZ hydrochlorothiazide 
IR immediate release 
M2 MHS Data mart 

Military Health SystemMHS 
MN medical necessity 
MS-DMOs multiple sclerosis disease modulating drugs class 

Military Treatment FacilityMTF 
National Defense Authorization ActNDAA 
overactive bladder drug classOAB 
Office of Management and BudgetOMB 

paT Pharmacy and TherapeutiCS 
prior authorizationPA 
pulmonary arterial hypertensionPAH 
phosphodiesterase-type 5 inhibitor drug classPOE-5 
Pharmacoeconomic CenterPEe 
Pharmaceutical Outcomes Research TeamPORT 
point of servicePOS 
Quantity limitQL 
renin-angiotensin antihypertensive drug classRAAs 
serotonin norepinephrine reuptake inhibitorSNRI 
selective serotonin reuptake inhibitorSSRI 
sustained releaseSR 
tricyclic antidepressantTCA 
TRICARE Management ActivityTMA 
TRICARE Mail Order PharmacyTMOP 
TRICARE Pharmacy Benefit ProgramTPHARM 
TRfCARE Retail Pharmacy NetworkTRRx 
Uniform Formulary Voluntary Agreement for Retail RefundsUFVARR 
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DEPARTMENT OF DEFENSE 


PHARMACY AND THERAPEUTICS COMMITTEE RECOMMENDATIONS 


August 2009 

I. CONVENING 
The Department of Defense (DoD) Pharmacy and Therapeutics (P&T) Committee 
convened at 0800 hours on August 12,2009 and August 13,2009 at the DoD 
Pharmacoeconomic Center (PEC), Fort Sam Houston, Texas. 

II. ATTENDANCE 
The attendance roster is found in Appendix A. 

A. Review Minutes of Last Meetings 

1. 	 Revisions to the minutes - Revisions to the May 2009 minutes will be 
reviewed at the November 2009 DoD P&T Committee meeting. 

2. 	 Approval of May minutes - The minutes from the DoD P&T Committee 
meeting held May 13, 2009 are still undergoing review. 

III. REVIEW OF RECENTLY FDA-APPROVED AGENTS 

A. 	 Targeted Immunomodulatory Biologics (Tffis) - Golimumab injection 
(Simponi) 

Relative Clinical Effectiveness - Golimumab injection (Simponi) is a 
humanized monoclonal antibody that inhibits biological activity of tumor 
necrosis factor alpha (TNFa). Golimumab injection is classified in the 
Targeted Immunomodulatory Biologic (TIB) drug class, which was reviewed 
for Uniform Formulary (UP) placement in November 2007. 

1. 	 Background - The clinical evaluation for golimumab included, but was 
not limited to, the requirements stated in the UF rule, 32 CPR 199.21(e)(1). 
Golimumab is administered subcutaneously (SQ) once a month. It is FDA
approved for the treatment of moderate to severely active rheumatoid 
arthritis (RA) in combination with methotrexate (MTX), moderate to 
severely active psoriatic arthritis (PsA) alone or in combination with MTX, 
and active ankylosing spondylitis (AS) in adults. The other injectable TNFa 
inhibitors with multiple FDA-approved indications for use include 
adalimumab (Humira), etanercept (Enbrel), and certolizumab (Cimzia). 

2. 	 Efficacy and Safety - Golimumab was superior to placebo in the treatment 
of RA, PsA, and AS in the pivotal phase III trials used to obtain FDA 
approval. There are no direct comparative clinical trials between 
golimumab and other TNFa inhibitors. There is insufficient evidence to 

Minutes and Recommendations of the 000 P&T Committee Meeting 12-13 AuguS12009 Page 1 of 49 

Cumulative Page #206



determine whether treatment with golimumab would result in greater 
clinical response than other TNF inhibitors. The safety profile of 
golimumab reflects that of the other anti-TNF agents currently on the 
market. 

3. 	 Other Factors - The Pharmacy Outcomes Research Team (PORT) 
reported results of an analysis evaluating patterns of use of adalimumab 
(Humira) and etanercept (Enbrel) among 6,257 new Military Health System 
(MHS) users. Overall, persistence at -3 years ranged from 35% to 57%. 
Switching between the two drugs occurred relatively rarely, as 15% 
(938/6,257) of patients switched once, and 2% subsequently switched back 
to the original agent. Most patients who were on MTX prior to starting 
adalimumab or etanercept continued to receive MTX (2,327/3,027 = 77%), 
but it was relatively uncommon for MTX to be started with or after the TIB 
for patients who were MTX-naive (642/3,230 = 20%). Overall, about 5% of 
patients were considered to be potentially "dissatisfied" with the available 
multi-indication TIBs, based on switching between etanercept and 
adalimumab, followed by discontinuation. Based on these data, the P &T 
Committee agreed that clinical coverage in the TIB class appears adequate 
overall as relatively few patients (17%) switch between the two multi-use 
TIBs in the first -3 years of treatment, and only about 5% discontinue 
treatment after trying both. 

Relative Clinical Effectiveness Conclusion - The P&T Committee concluded 
(13 for, 0 opposed, 0 abstained, 0 absent) that although golimumab injection 
(Simponi) requires less frequent administration than the other multi-indication 
TIBs, it did not have a significant, clinically meaningful therapeutic advantage 
in terms of effectiveness. safety. and clinical outcomes compared to other TIBs 
currently included on the UFo 

Relative Cost-Effectiveness - The P&T Committee evaluated the costs of the 
agent in relation to the efficacy, safety, tolerability, and clinical outcomes of 
the multi-indication agents in the TIB class. Information considered by the 
P&T Committee included, but was not limited to, sources of information listed 
in 32 CPR 199.21(e)(2). A cost minimization analysis (CMA) was used to 
evaluate the cost-effectiveness of golimumab. 

Relative Cost-Effectiveness Conclusion - The P&T Committee, based upon 
its collective professional judgment, voted (12 for, 0 opposed, 0 abstained, 1 
absent) golimumab injection (Simponi) was not cost effective compared to 
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other agents currently on the UF. Results of the CMA confinned that 
adalimumab remains the most cost-effective TIB agent available on the UFo 

a) 	 COMMITTEE ACTION: UF RECOMMENDATION - Taking into 
consideration the conclusions from the relative clinical effectiveness, 
relative cost-effectiveness determinations, and other relevant factors, the 
P&T Committee, based upon its collective professional judgment, 
recommended (12 for, 0 opposed, 0 abstained, 1 absent) golimumab 
injection (Simponi) be designated non-formulary on the UFo This 
recommendation was based on the clinical effectiveness conclusion and the 
determination that adalimumab (Humira) remains the most cost effective 
multi-indication TIB on the UF compared to golimumab (Simponi). 

Acting Director, TMA, Decision: ~pproved 0 Disapproved 

Approved. but modified as follows: ~~ 

b) 	COMMITTEE ACTION: MEDICAL NECESSITY (MN) CRITERIA 
Based on the clinical evaluation of golimumab injection (Simponi) and the 
conditions for establishing medical necessity (MN) of a non-formulary 
medication provided for in the UF rule, the P&T Committee recommended 
(12 for, 0 opposed, 0 abstained, 1 absent) MN criteria for golimumab 
injection (Simponi). (See Appendix B for full MN criteria). 

Acting Director, TMA, Decision: rY'A~~t,,~ ~isapproved 

Approved, but modified as follows: ~ r:;HV(l7 

c) 	COMMITTEE ACTION: UF IMPLEMENTATION PERIOD - The 
P&T Committee voted (11 for, 0 opposed, 1 abstained, 1 absent) to 
recommend 1) an effective date of the first Wednesday one week after the 
minutes are signed, following a 60-day implementation period in the 
TRICAREMail Order Pharmacy (TMOP) and TRICARE Retail Pharmacy 
Network (TRRx), and at Military Treatment Facilities (MTFs) no later than 
a 60-day implementation period; and 2) TMA send a letter to beneficiaries 
affected by this UF decision. The implementation period will begin 
immediately following approval by the Director, TMA. 
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Acting Director. TMA. Decision: ~~~~Q~0 ~isapproved 
Approved. but modified as follows: l::fI;p..f.'t:A<.<:I7 

d) 	COMMITTEE ACTION: PRIOR AUTHORIZATION (PA) CRITERIA 
- Currently PA requirements apply to etanercept (Enbrel), adalimumab 
(Humira) and the other TIBs. The P&T Committee agreed that the 
following P A criteria should apply to golimumab injection. consistent with 
the FDA-approved labeling and PA requirements for the other TIBs. 

(1) Coverage would be approved for the treatment of adult patients with 
moderate to severely active RA in combination with MTX, moderate 
to severely active PsA alone or in combination with MTX, and 
active AS in adults. 

(2) Coverage would not be provided for concomitant use with abatacept 
(Orencia), adalimumab (Humira), anakinra (Kineret), certolizumab 
(Cirnzia), etanercept (Enbrel), infliximab (Remicade), or rituximab 
(Rituxan). 

The P&T Committee voted (12 for, 0 opposed, 0 abstained, 1 absent) to 
recommend the P A criteria outlined above. See Appendix C for full P A 
criteria. 

Acting Director. TMA, Decision: tB'1\pproved 0 Disapproved 

Approved. but modified as fOllOWS:~p'~ 

e) 	COMMITTEE ACTION: PRIOR AUTHORIZATION (PA) 
IMPLEMENTATION PLAN- The P&T Committee voted (11 for, 0 
opposed, 1 abstained, 1 absent) to recommend the effective date for the 
golimumab injection (Simponi) be timed to coincide with that established 
for the UF decision for golimumab injection (Simponi). 
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Acting Director, TMA, Decision: ~pproved 0 Disapproved 

Approved, but modified as follows: 

f) 	 COMMITTEE ACTION: QUANTITY UMITS - Quantity limits (QLs) 
or days supply limits currently apply to etanercept (Enbrel) and 
adalimumab (Humira) as outlined in Appendix C, and the other TIBs. The 
P&T Committee voted (12 for, 0 opposed, 0 abstained, 1 absent) to 
recommend QLs for golimumab injection (Simponi) consistent with FDA
approved labeling and the requirements for the other TIBs. See Appendix 
C for full recommended QLs. 

Acting Director, TMA, Decision: an<pproved 0 Disapproved 

Approved, but modified as follows: ~f.~ 
B. 	Targeted Immunomodulatory Biologics (TIBs) - Certolizumab Injection 

(Cirnzia) 

Relative Clinical Effectiveness - Certolizumab injection (Cirnzia) is a TNFa 
inhibitor that is conjugated to polyethylene glycol to increase the duration of 
action. Certolizumab injection is classified in the Targeted Immunomodulatory 
Biologic (TIB) drug class that was reviewed for Uniform Formulary (UF) 
placement in November 2007. 

I. 	 Background The certolizumab (Cirnzia) clinical evaluation included, but 
was not limited to, the requirements stated in the UF rule, 32 CFR 
199.21(e)(1). Certolizumab (Cirnzia) is available as a lyophilized powder 
for reconstitution and a solution for SQ injection. It is dosed once monthly 
for Crohn's disease and every two weeks (with the option of once monthly 
dosing) for RA. Certolizumab (Cimzia) is FDA-approved for reducing 
signs and symptoms of Crohn's disease and maintaining clinical response 
in adult patients with moderate to severely active disease refractory to 
conventional therapy. It is also approved for the treatment of moderate to 
severely active RA in adults. 
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2. 	 Efficacy and Safety - There are no direct comparative clinical trials 
between certolizumab and other TNF inhibitors. Phase III trials 
demonstrated that certolizurnab (Cirnzia) was more effective than placebo 
in achieving and maintaining clinical response in Crohn's disease and RA, 
and was also more effective than placebo in delaying the progression of 
structural damage in patients with active RA. There is insufficient evidence 
to determine whether certolizurnab would result in greater response than 
other anti-TNF agents, and pegylation did not appear to confer added 
benefits in efficacy or toxicity profile. In general, the safety profile of 
certolizurnab is similar to that of the other TNF inhibitors. 

3. 	 Other Factors - Based on the Pharmacy Outcomes Research Team 
(PORT) analysis previously discussed, the P&T Committee agreed that 
clinical coverage in the TIB class appears adequate overall as relatively few 
patients (17%) switch between the two multi-use TIBs in the first -3 years 
of treatment, and only about 5% discontinue treatment after trying both. 

Relative Clinical Effectiveness Conclusion - The P&T Committee concluded 
(12 for, 0 opposed, 0 abstained, 1 absent) that although certolizumab injection 
(Cirnzia) has the potential for less frequent administration than adalimumab 
(Humira) and etanercept (Enbrel), it did not have a significant, clinically 
meaningful therapeutic advantage in tenns of effectiveness, safety, and clinical 
outcomes compared to other TIBs currently included on the UE 

Relative Cost-Effectiveness - The P&T Committee evaluated the costs of the 
agent in relation to the efficacy, safety, tolerability, and clinical outcomes of 
the multi-indication agents in the TIBs class. Information considered by the 
P&T Committee included, but was not limited to, sources of information listed 
in 32 CFR 199.21(e)(2). A cost minimization analysis (CMA) was used to 
evaluate the cost-effectiveness of certolizumab (Cirnzia). 

Relative Cost-Effectiveness Conclusion - The P&T Committee concluded (12 
for, 0 opposed, 0 abstained, 1 absent) certolizumab injection (Cirnzia) is not 
cost effective relative to other fonnulary TIBs agents. 

a) 	 COMMITTEE ACTION: UF RECOMMENDATION - Taking into 
consideration the conclusions from the relative clinical effectiveness and 
relative cost-effectiveness determinations, and other relevant factors, the 
P&T Committee, based upon its collective professional jUdgment, 
recommended (12 for, 0 opposed, 0 abstained, 1 absent) that certolizurnab 
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injection (Cimzia) be designated non-fonnulary on the UP. This 
recommendation was based on the clinical effectiveness conclusion and the 
detennination that adalimumab (Humira) remains the most cost effective 
multi-indication TIB on the UF compared to certolizumab injection 
(Cirnzia). 

Acting Director, TMA, Decision: ~proved 0 Disapproved 

Approved, but modified as follows: 

b) 	COMMITTEE ACTION: MN CRITERIA - Based on the clinical 
evaluation of certolizumab (Cirnzia) and the conditions for establishing MN 
of a non-fonnulary medication provided for in the UF rule, the P&T 
Committee recommended (12 for, 0 opposed, 0 abstained, 1 absent) MN 
criteria for certolizumab injection (Cirnzia). (See Appendix B for full MN 
criteria). 

Acting Director, TMA, Decision: ~pproved 0 Disapproved 

Approved, but modified as follows: ~~ 
c) 	 COMMITTEE ACTION: UF IMPLEMENTATION PERIOD - The 

P&T Committee voted (12 for, 0 opposed, 0 abstained, 1 absent) to 
recommend 1) an effective date of the first Wednesday one week after the 
minutes are signed, following a 60-day implementation period in the 
TRICAREMail Order Phannacy (TMOP) and TRICARE Retail Phannacy 
Network (TRRx), and at Military Treatment Facilities (MTFs) no later than 
a 60-day implementation period; and 2) TMA send a letter to beneficiaries 
affected by this UF decision. The implementation period will begin 
immediately following approval by the Director, TMA. 
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Acting Director. TMA, Decision: ~pproved D Disapproved 

Approved, but modified as follows: 

d) COMMITTEE ACTION: PRIOR AUTHORIZATION (PA) CRITERIA 
Currently PA requirements apply to etanercept (Enbrel), adalimumab 

(Humira) and the other TIBs. The P&T Committee agreed that the 
following PA criteria should apply to certolizumab injection (Cirnzia), 
consistent with the FDA-approved labeling and PA requirements for the 
other TIBs. 

(1) Coverage would be approved for reducing signs and symptoms of 
Crohn's disease, maintaining clinical response in adult patients with 
moderate to severely active disease refractory to conventional 
therapy, and for the treatment of moderate to severely active RA in 
adults. 

(2) Coverage would not be provided for concomitant use with abatacept 
(Orencia), adalimumab (Humira), anakinra (Kineret), etanercept 
(Enbrel), golimumab (Simponi), infliximab (Remicade), or 
rituximab (Rituxan). 

The P&T Committee voted (11 for, 0 opposed, 1 abstained, 1 absent) to 
recommend the PA criteria outlined above. See Appendix C for full P A 
criteria. 

Acting Director, TMA. Decision: ~pproved D Disapproved 

Approved, but modified as follows: 

e) 	 COMMITTEE ACTION: PA IMPLEMENTATION PLAN - The P&T 
Committee voted (12 for, 0 opposed, 0 abstained, 1 absent) to recommend 
the effective date for the certolizumab injection (Cirnzia) be timed to 
coincide with that established for the UF decision for certolizumab 
Cirnzia). 
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Acting Director, TMA, Decision: ~pproved 0 Disapproved 

Approved, but modified as follows: 

f) 	 COMMITTEE ACTION: QUANTITY UMITS -The P&T Committee 
voted (12 for, 0 opposed, 0 abstained, 1 absent) to recommend QLs for 
certolizumab injection (Cirnzia) consistent with FDA-approved labeling 
and the requirements for the other TIBs. See Appendix C for full 
recommended QLs. 

ActingDirector, TMA, Decision: ~pproved 0 Disapproved 

Approved, but modified as follows: 

c. Alpha Blockers for Benign Prostatic Hyperplasia (BPH) - Silodosin 
capsules (RapaDo) 

Relative Clinical Effectiveness - Silodosin (Rapaflo) is an alpha blocker 
FDA-approved for the treatment of the signs and symptoms of benign prostatic 
hyperplasia (BPH). The alpha blockers for BPH were last reviewed for UP 
placement in November 2007. Silodosin (Rapaflo) is similar to tamsulosin 
(Flomax); it is a highly selective antagonist of alA-adrenoceptors (alA-AR) in 
the prostate. Alfuzosin (Uroxatral) is the third uroselective alpha blocker for 
BPH in the class. 

The silodosin capsules (Rapaflo) clinical evaluation included, but was not 
limited to, the requirements stated in the UF rule, 32 CFR 199.21(e)(1). There 
are no direct comparative clinical trials between silodosin and the other alpha 
blockers for BPH, and no trials are available that evaluate outcomes other than 
changes in signs and symptoms of BPH. The clinical trials used to obtain FDA 
approval reported silodosin is effective at reducing International Prostate 
Symptom Score (IPSS) (which signifies reduction in symptoms) and increasing 
maximum urinary flow rate (Qmax) in patients with BPH. Improvements in 
the IPSS score and Qmax are comparable to the changes seen with the other 
alpha blockers. The safety profile of silodosin (Rapaflo) appears to be 
comparable to other uroselective agents. 
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Relative Clinical Effectiveness Conclusion - The P&T Committee concluded 
(13 for, 0 opposed, 0 abstained, 0 absent) silodosin capsules (Rapaflo) do not 
have a significant, clinically meaningful therapeutic advantage in terms of 
effectiveness, safety, and clinical outcomes compared to other alpha blockers 
for BPH currently included on the UF. 

Relative Cost-Effectiveness - The P&T Committee evaluated the costs of the 
agent in relation to the efficacy, safety, tolerability, and clinical outcomes of 
the Alpha Blocker class. Information considered by the P&T Committee 
included, but was not limited to, sources of information listed in 32 CPR 
199.21(e)(2). Cost minimization analysis (CMA) was used to evaluate the 
relative cost-effectiveness of silodosin capsules (Rapaflo) relative to other UF 
alpha blocking agents. Results from the CMA showed the projected weighted 
average cost per day for silodosin (Rapaflo) is higher than alfuzosin 
(Uroxatral). The CMA also revealed the projected weighted average cost per 
day for silodosin (Rapaflo) is lower than the non-formulary alpha blocking 
agent, tamsulosin (Flomax). Alfuzosin (Uroxatral) remains the most cost 
effective alpha blocking agents on the UF. 

Relative Cost-Effectiveness Conclusion The P&T Committee, based upon 
its collective professional judgment, voted (13 for, 0 opposed, 0 abstained, 0 
absent) that silodosin capsules (Rapaflo) are not cost effective relative to other 
alpha blockers for BPH included on the UP. Based on the results of the cost 
analyses and other clinical and cost considerations, the P&T Committee 
concluded the following: 

1. 	 Results of the CMA revealed that silodosin (Rapaflo) was more cost 
effective than tamsulosin (Flomax) and was not cost-effective compared to 
alfuzosin (Uroxatral). 

2. 	 Results of the CMA confirmed that alfuzosin (Uroxatral) remains the most 
cost-effective alpha blocking agent available on the UP. 

a) 	 COMMITTEE ACTION: UF RECOMMENDATION - Taking into 
consideration the conclusions from the relative clinical effectiveness, 
relative cost-effectiveness determinations, and other relevant factors, the 
P&T Committee, based upon its collective professional judgment, 
recommended (13 for, 0 opposed, 0 abstained, 0 absent) that silodosin 
capsules (Rapaflo) be designated non-formulary on the UFo This 
recommendation was based on the clinical effectiveness conclusion and the 
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detennination that alfuzosin (Uroxatral) remains the most cost effective 
uroselective alpha blocker for BPH on the UF compared to silodosin 
capsules (Rapaflo). 

Acting Director, TMA, Decision: ~pproved 0 Disapproved 

Approved, but modified as follows: 

b) 	COMMITTEE ACTION: MN CRITERIA - Based on the clinical 
evaluation of silodosin and the conditions for establishing MN of a non
formulary medication provided for in the UF rule, the P&T Committee 
recommended (13 for, 0 opposed, 0 abstained, 0 absent) MN criteria for 
silodosin capsules (Rapaflo) when use of formulary alternatives is 
contraindicated, when the patient has experienced significant adverse 
effects from formulary alternatives, when formulary agents have resulted in 
therapeutic failure, or when the patient requires a drug that can be crushed 
or sprinkled on food. (See Appendix B for full MN criteria). 

Acting Director, TMA, Decision: ~pproved 0 Disapproved 

Approved, but modified as follows: BttA.l~ 
c) 	COMMITTEE ACTION: UF IMPLEMENTATION PERIOD - The 

P&T Committee voted (13 for, 0 opposed, 0 abstained, 0 absent) to 
recommend 1) an effective date of the first Wednesday one week after the 
minutes are signed, following a 60-day implementation period in the 
TRICAREMail Order Pharmacy (TMOP) and TRICARE Retail Pharmacy 
Network (TRRx), and at Military Treatment Facilities (MTFs) no later than 
a 60-day implementation period; and 2) TMA send a letter to beneficiaries 
affected by this UF decision. The implementation period will begin 
immediately following approval by the Director, TMA. 
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Acting Director, TMA. Decision: ~proved 0 Disapproved 

Approved, but modified as follows: 

d) COMMITTEE ACTION: PA CRITERIA -An automated prior 
authorization (APR) or step therapy is currently in effect and requires use 
of UF alfuzosin (Uroxatral) before other non-formulary alpha blockers for 
BPR, unless there is therapeutic failure, intolerance, or hypersensitivity. 
The Committee agreed that the following PA criteria should apply to 
silodosin capsules (Rapaflo). Coverage would be approved if the patient 
met any of the following criteria: 

(1) Automated P A criteria: 

(a) The patient has received a prescription for either silodosin 
(Rapaflo) or alfuzosin (Uroxatral) at any MRS pharmacy point of 
service (MTFs, retail network pharmacies, or mail order) during 
the previous 180 days. 

(2) PA criteria if automated criteria are not met: 

(a) The patient has tried alfuzosin (Uroxatral) and had an inadequate 
response or was unable to tolerate treatment due to adverse 
effects. 

(b) Treatment with alfuzosin (Uroxatral) is contraindicated. 

(c) The patient requires an alpha blocker that can be crushed and 
sprinkled on food. 

e) COMMITTEE ACTION: The P&T Committee voted (12 for, 0 opposed, 1 
abstained, 0 absent) to recommend the PA criteria outlined above. 

Acting Director, TMA, Decision: ~pproved 0 Disapproved 

Approved, but modified as follows: ~f.~ 
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f) 	 COMMITTEE ACTION: PA IMPLEMENTATION PIAN- The P&T 
Committee voted (13 for, 0 opposed, 0 abstained, 0 absent) to recommend 
the effective date for the silodosin (Rapaflo) P A be timed to coincide with 
that established for the UF decision for silodosin. 

Acting Director, TMA, Decision: ~pproved 0 Disapproved 

Approved. but modified as follows: ~f~ 

D. Narcolepsy/Attention Deficit Hyperactivity Disorder (ADHD)
Armodafinil tablets (Nuvigil) 

Relative Clinical Effectiveness - Armodafmil (Nuvigil) is a non-amphetamine 
wakefulness promoting agent. It is the single R-enantiomer of modafinil 
(Provigil), which is a racemic mixture. The R-enantiomer has been shown to 
have a longer half-life than its S-counterpart; however, the half-lives of 
annodafinil and modafinil are similar. The subclass of narcolepsy agents was 
last reviewed in November 2006 as part of the ADHD and narcolepsy drug 
class. The other narcolepsy agents on the uniform formulary are modafinil 
(Provigil) and sodium oxybate. 

Armodafinil (Nuvigil) is FDA-approved for the treatment of excessive 
sleepiness associated with narcolepsy, obstructive sleep apnealhypopnea 
syndrome, and shift work sleep disorder. These are the same FDA indications 
as the current UF agent modafinil (Provigil). Generic formulations of 
modafinil (Provigil) are expected in mid-2010. 

The annodafinil (Nuvigil) clinical evaluation included, but was not limited to, 
the requirements stated in the UF rule, 32 CFR 199.21(e)(1). There are no 
head-to-head trials comparing annodafmil (Nuvigil) to modafmil (Provigil) 
and there is no conclusive data to support longer-lasting effects of annodafinil 
(Nuvigil) as compared to modafinil (Provigil). After review of the clinical 
literature, armodafmil (Nuvigil) does not have compelling clinical advantages 
over existing narcolepsy agents on the UFo There is currently insufficient data 
to conclude that armodafmil (Nuvigil) offers improved efficacy, safety, or 
tolerability compared to modafmil (Provigil). 
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Relative Clinical Effectiveness Conclusion - The P&T Committee concluded 
(12 for, 0 opposed, 1 abstained, 0 absent) there is currently insufficient data to 
conclude that arrnodafinil (Nuvigil) offers improved efficacy, safety, or 
tolerability compared to the UF product modafinil (Provigil). 

Relative Cost-Effectiveness - The P&T Committee evaluated the costs of the 
agent in relation to the efficacy, safety, tolerability, and clinical outcomes of 
the Narcolepsy/ADHD class. Infonnation considered by the P&T Committee 
included, but was not limited to, sources of infonnation listed in 32 CFR 
199.21 (e)(2). A cost minimization analysis (CMA) was used to evaluate the 
cost-effectiveness of arrnodafinil tablets (Nuvigil). 

Relative Cost-Effectiveness Conclusion - The P&T Committee, based upon 
its collective professional judgment, voted (10 for, 2 opposed, 0 abstained, 1 
absent) that arrnodafinil tablets (Nuvigil) are cost effective relative to 
modafinil (Provigil). Results of the CMA revealed that arrnodafinil was more 
cost effective than modafinil, the only UF agent. 

a) 	 COMMITTEE ACTION: UF RECOMMENDATION - Taking into 
consideration the conclusions from the relative clinical effectiveness and 
relative cost-effectiveness detenninations, and other relevant factors, the 
P&T Committee, based upon its collective professional jUdgment, 
recommended (12 for, 0 opposed, 1 abstained, 0 absent) that arrnodafinil 
tablets (Nuvigil) be designated fonnulary on the UFo 

Acting Director, TMA, Decision: ~proved 0 Disapproved 

Approved, but modified as follows: ~p.~ 

b) 	COMMITTEE ACTION: BCF RECOMMENDATION - Based on the 
results of the clinical and economic evaluations presented, the P&T 
Committee voted (13 for, 0 opposed, oabstained, and 0 absent) to 
recommend arrnodafinil (Nuvigil) not be added to the BCF. 
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Acting Director, TMA, Decision: ~pproved 0 Disapproved 

Approved, but modified as follows: 

c) 	 COMMITTEE ACTION: PRIOR AUTHORIZATION (PA) CRITERIA 
- Taking into consideration the clinical review, the P&T Committee 
recommended the following PA criteria should apply to armodafinil 
(Nuvigil). Coverage would be approved if a patient met any of the 
following criteria and would expire in 1 year: 

(1) Narcolepsy associated with persistent and excessive daytime 
sleepiness as diagnosed by polysomnogram or mean sleep latency 
time (MSL T) objective testing; 

(2) Obstructive sleep apnea associated with persistent and excessive 
daytime sleepiness (CP AP treatment adequately titrated and patient 
is compliant with treatment); and 

(3) Nightshift worker with diagnosis of shift-work sleep disorder 
associated with excessive sleepiness. 

d) 	COMMITTEE ACTION: The P&T Committee voted (12 for, 1 opposed,O 
abstained, 0 absent) to recommend P A criteria for armodafinil (Nuvigil) as 
outlined above. 

Acting Director, TMA, Decision: ~pproved 0 Disapproved 

Approved, but modified as fOllOW~p' ~ 

e) 	 COMMITTEE ACTION: PA IMPLEMENTATION PIAN - The P&T 
Committee voted (13 for, 0 opposed, 0 abstained, 0 absent) to recommend 
an effective date of the first Wednesday one week after the minutes are 
signed, following a 60-day implementation period. The implementation 
period will begin immediately following approval by the Director, TMA. 
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Acting Director, TMA, Decision: ~prOVed 0 Disapproved 

Approved. but modified as follows: -aJW, ~ 

IV. UNIFORM FORMULARY DRUG CLASS REVIEWS 

A. 	Phosphodiesterase-Type 5 (PDE-5) Inhibitors 

Relative Clinical Effectiveness - The P&T Committee evaluated the clinical 
effectiveness of the Phosphodiesterase Type-5 (PDE-5) inhibitors for the treatment 
of erectile dysfunction (ED). The drug class was previously reviewed for UF 
placement in May 2005. The class is comprised of two subclasses, PDE-5 
inhibitors for ED; sildenafil (Viagra), tadalafil (Cialis), vardenafil (Levitra); and 
those for pulmonary artery hypertension (P AH): sildenafil (Revatio) and tadalafil 
(Adcirca). The PDE-5 inhibitors for PAH will be evaluated at a future P&T 
Committee meeting. 

Information regarding the safety, effectiveness, and clinical outcomes of the PDE
5s for ED subclass was considered. The clinical review included, but was not 
limited to, the requirements stated in the UF Rule, 32 CPR 199.21(e)(1). 

MHS expenditures for the PDE-5 inhibitors exceeded $54M in FY 2008 (MTF: 
$9.75M; TRICARE Retail Network [TRRx]: $36M; and TRICAREMail Order 
Pharmacy [TMOP]: $9M). At the MTFs, vardenafil (Levitra) designated an 
Extended Core Formulary agent, is the highest utilized PDE-5 inhibitor, while 
sildenafil (Viagra) is the highest utilized drug at the TRRx. 

Relative Clinical Effectiveness Conclusion - The P&T Committee recommended 
the following clinical effectiveness conclusions regarding PDE-5 inhibitors: 

1. 	 With regard to efficacy, the following conclusions were made: 

a) 	 ED: Sildenafil (Viagra), tadalafil (Cialis), and vardenafil (Levitra) are 
FDA-approved for the treatment of ED. There are no head-to-head trials 
comparing the three PDE-5 inhibitors. 

(1) 	 There is insufficient evidence to conclude that there are clinically 
relevant differences in efficacy of PDE-5 inhibitors for ED. 
Although all PDE-5s are clinically superior to placebo, the 
variability in study design, demographics, and outcome measures 
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precludes the ability to designate one PDE-5 as clinically 
superior. 

(2) 	 Based on meta-analyses by Agency for Healthcare Research and 
Quality, the Cochrane reviewers, and BioMed Central, indirect 
comparisons suggest that there are similar improvements 
between the three PDE-5 inhibitors in endpoints or International 
Index of Erectile Function (lIEF) domain change score for 
erectile function, the percentage of patients responding "yes" on 
the Global Assessment Questionnaire, question one, the 
percentage of patients with improved erections, and numbers 
needed to treat for these endpoints. 

(3) 	 One Cochrane analysis found that PDE-5 inhibitors improve 
erections in diabetic patients. 

(4) 	 There is insufficient evidence to conclude that daily therapy for 
ED is superior to on-demand therapy. 

b) PAH: Sildenafil (under the trade name Revatio), and tadalafil (under the 
trade name Adcirca) both have FDA-approved indications for treating 
PAH. 

c) Preservation/restoration of erectile function after prostatectomy: The P&T 
Committee agreed that the evidence, based on positive results from 
published clinical trials, was supportable for daily use of the PDE-5 
inhibitors for this off-label indication. 

d) 	 Raynaud's Phenomenon: Although results are conflicting and larger, 
longer-term trials are needed, benefits have been shown with daily use of 
PDE-5 inhibitors in terms of improvements in digital blood flow in patients 
with Raynaud's disease. The P&T Committee agreed that this was a 
supportable off-label use. 

e) 	 Other off-label uses: The P&T Committee agreed that the current 
published literature is insufficient to support use of PDE-5 inhibitors for 
female sexual dysfunction, hypertension, esophageal motility disorders, 
ocular blood flow disorders, Eisenmenger's Syndrome, premature 
ejaculation, recurrent ischemic priapism, and lower urinary tract symptoms 
due to benign prostatic hypertrophy (BPH). 

2. 	 With regards to safety and tolerability, the P&T Committee agreed that there is 
insufficient evidence to conclude that there are clinically relevant differences in 
safety between PDE-5s for ED. The product labeling for the three drugs is similar 
with regard to contraindications, precautions, and warnings. The causal 
relationship of PDE-5 inhibitors to non-arteritic anterior ischemic optic 
neuropathy or hearing loss are uncertain at this time. 
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3. 	 With regards to other factors between the PDE-5s, results from a questionnaire 
sent to a convenience sample of MTF providers found that about 34% of the 
respondents ranked sildenafil (Viagra) as their ftrst choice of PDE-5 for treating 
ED; over 25% stated no preference; 22% ranked tadalafil (Cialis) as their first 
choice; and 19% ranked vardenafil (Levitra) as their first choice. Approximately 
82% of providers felt that on-demand therapy was sufficient to meet the needs of 
their patients, and approximately 73% of respondents did not feel that it was 
important to have a PDE-5 inhibitor approved for daily therapy available on the 
UF. About half of respondents (49%) indicated that the current quantity limit of 
PDE-5 for ED (6 tablets per month) was appropriate. However, for providers who 
felt the quantity limit should be increased, the median and mode response was 10 
tablets/30 days. Currently, PDE-5 inhibitors do not require prior authorization 
(PA) for organic ED in men over 50 years old. Responses showed a majority 
(63%) of providers felt that the current age limit is not appropriate. Over half of 
respondents (55%) indicated a new automated prior authorization age limit of 40 
years was appropriate. 

(1) COMMITTEE ACTION: The P&T Committee voted (11 for, 0 opposed, 
oabstained, 2 absent) to accept the clinical effectiveness conclusions stated 
above. 

Relative Cost Effectiveness - In considering the relative cost-effectiveness of 
pharmaceutical agents in the PDE-5 for ED subclass, the P&T Committee 
evaluated the costs of the agents in relation to the efficacy, safety, tolerability, and 
clinical outcomes of the other agents in the subclass. Information considered by 
the P&T Committee included, but was not limited to, sources of information listed 
in 32 CFR 199.21(e)(2). Cost minimization analysis (CMA) and budget impact 
analysis (BIA) were used to evaluate the cost effectiveness of the PDE-5 agents. 

Relative Cost Effectiveness Conclusion - Based on the results of the cost analyses 
and other clinical and cost considerations, the P&T Committee concluded (13 for, 
oopposed, 0 abstained, 0 absent) the following. Results from the CMA of PDE-5s 
for ED agents revealed that vardenafil (Levitra) was the most cost effective PDE-5 
agent. The potential impact of scenarios with selected PDE-5 was evaluated with a 
BIA. Results from the BIA of PDE-5s for ED revealed that placing vardenafil 
(Levitra) on the UF in conjunction with a PA requiring a trial ofLevitra for new 
patients was the most cost effective scenario overall. Lowering the age limit for 
automatic PA approval of the treatment of typical organic erectile dysfunction in 
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males from 50 to 40 years old would add about 3.7% to the cost of each scenario 
reviewed. Increasing the quantity limits would increase the cost. 

(2) COMMITTEE ACTION: The P&T Committee voted (13 for, 0 opposed, 
oabstained, 0 absent) to accept the cost effectiveness conclusions stated 
above. 

(3) COMMITTEE ACTION: UF RECOMMENDATION - Taking into 
consideration the conclusions from the relative clinical effectiveness and 
relative cost-effectiveness determinations, and other relevant factors, the 
P&T Committee, based upon its collective professional judgment, 
recommended (13 for, 0 opposed, 0 abstained, 0 absent): 

(a) Vardenafil (Levitra 2.5 mg, 5 mg, 10 mg, and 20 mg) be classified as 
formulary on the UP. 

(b) Sildenafil (Viagra 25 mg, 50 mg, and 100 mg) and tadalafil (Cialis 2.5 
mg, 5 mg, 10 mg, and 20 mg) be designated as nonformulary under the 
UF, based on cost effectiveness. 

Acting Director, TMA, Decision: ~proved 0 Disapproved 

Approved, but modified as follows: 

(4) COMMITTEE ACTION: MN CRITERIA - Based on the clinical 
evaluation of sildenafil (Viagra) and tadalafil (Cialis) and the conditions for 
establishing medical necessity (MN) of a non-formulary medication 
provided for in the UF rule, the P&T Committee recommended (13 for, 0 
opposed, 0 abstained, 0 absent) MN criteria for Viagra and Cialis. (See 
Appendix B for full MN criteria). 

Acting Director, TMA, Decision: Q"'Approved 0 Disapproved 

Approved, but modified as follows: f3JJ4-f ~~ 
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(5) COMMITTEE ACTION: UNIFORM FORMULARY (UF) 
IMPLEMENTATION PERIOD - The P&T Committee voted (13 for, 0 
opposed, 0 abstained, 0 absent) to recommend 1) an effective date of the 
ftrst Wednesday one week after the minutes are signed, following a 60-day 
implementation period in the TRICAREMail Order Pharmacy (TMOP) 
and TRICARE Retail Pharmacy Network (TRRx), and at MTFs no later 
than a 60-day implementation period; and 2) TMA send a letter to 
beneficiaries affected by this UF decision. The implementation period will 
begin immediately following approval by the Director, TMA. 

Acting Director, TMA, Decision: ~pproved 0 Disapproved 

Approved, but modifted as follows: 

(6) COMMITTEE ACTION: PRIOR AUTHORIZATION (PA) CRITERIA 
- The P&T Committee recommended (13 for, 0 opposed, 0 abstained, 0 
absent, with the exceptions noted below) the following PA criteria should 
apply to PDE-5 inhibitors other than vardenafil (Levitra). Coverage would 
be approved if a patient met any of the following criteria, and would expire 
in one year: 

(a) Automated P A criteria: 
(i) 	 The patient has received a prescription for sildenafil 

(Viagra), tadalafil (Cialis), or vardenafil (Levitra) at any 
MHS pharmacy point of service (MTFs, retail network 
pharmacies, or mail order) during the previous 180 days. 

(ii) 	 The patient is a male, aged 40 years or older (12 for, I 
opposed, 0 abstained, 0 absent) 

(b) P A if automated criteria are not met: 

(i) 	 The patient has tried vardenafil (Levitra) and has had an 
inadequate response or was unable to tolerate treatment 
due to adverse effects. 

(ii) 	 Treatment with vardenaftl (Levitra) is contraindicated. 
(iii) 	 Sildenaftl (Viagra or Revatio) or tadalafil (Cialis or 

Adcirca) is for treatment of Pulmonary Artery 
Hypertension (PAH). 
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(iv) 	 Use is for preservation/restoration of erectile function 
after prostatectomy. 

(v) 	 Use is for Raynaud's Phenomenon (12 for, 1 opposed, 0 
abstained, 0 absent). 

Acting Director, TMA, Decision: ~pproved 0 Disapproved 

Approved, but modified as follows: 

(7) COMMITTEE ACTION: PRIOR AUTHORIZATION (PA) 
IMPLEMENTATION PLAN - The P&T Committee voted (13 for, 0 
opposed, 0 abstained. 0 absent) to recommend an implementation plan for 
the PA be timed to coincide with that established for the UF decision for 
sildenafil and tadalafil. 

Acting Director, TMA, Decision: ~proved 0 Disapproved 

Approved, but modified as follows: 

(8) COMMITTEE ACTION: QUANTITY UMITS - The P&T Committee 
considered the QL for the treatment of ED as well as QL for other 
indications. Based on the results of the clinical and economic evaluations 
presented, the P&T Committee voted (13 for, 0 opposed, 0 abstained, and 0 
absent) to recommend maintaining the existing QL for the treatment of 
typical organic ED of a collective 18 tab1ets/90 days in the TMOP and 6 
tablets/30 days in the TRRx and to accommodate daily therapy for PAH, 
preservation or restoration of erectile function after prostatectomy, and 
Raynaud's Phenomenon by setting QLs at a 90-day supply in the TMOP 
and a 30-day supply in the TRRx. 

Acting Director, TMA, Decision: ~pproved 0 Disapproved 

Approved but modified as follows: ~ 
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(9) COMMITTEE ACTION: BASIC CORE FORMULARY DECISION
The P&T Committee voted (13 for, 0 opposed, 0 abstained, 0 absent) to 
recommend that vardenafil (Levitra) 2.5 mg, 5 mg, 10 mg, and 20 mg 
tablets be designated as BCF immediately on signing of the August 2009 
P&T Committee minutes by the Director, TMA. 

Acting Director, TMA, Decision: ~proved 0 Disapproved 

Approved, but modified as follows: 

v. 	UTiliZATION MANAGEMENT - PRIOR AU"rHORIZATIONS (PA) I 
Quantity limits (Ql) I MEDICAL NECESSITY (MN) 

A. Modatinil (Provigil) - Prior Authorization. New data published since the 
original Narcolepsy drug class review in November 2006 was evaluated to 
determine if the modafinil (Provigil) PA required updating. The P&T 
Committee agreed the evidence for using modafinil (Provigil) for sleepiness 
associated with Parkinson's disease was not supportable. Recommendations 
for treating fatigue associated with traumatic brain injury (TBI) were 
mentioned in a recent V NDoD guideline, and this usage was deemed 
supportable by the P&T Committee. In the one published, double-blinded, 
randomized, controlled trial conducted in patients with varying severities of 
TBI, there was no difference in fatigue or sleepiness associated with TBI 
between the modafinil groups and placebo. The V NDoD guidelines 
pertaining to mild TBI state there is no evidence regarding use of medications 
in patients recovering from mild TBI and recommend avoiding medications; 
however, modafinil would be a first-line agent for fatigue based on expert 
opinion, if medications were initiated. The P&T Committee also 
recommended updating the criteria used for objectively diagnosing narcolepsy 
via polysomnogram or mean sleep latency testing (MSLT). 

1. 	 COMMITTEE ACTION - PA CRITERIA: The Committee voted (11 
for, 2 opposed, 0 abstained, 0 absent) the following P A criteria should 
apply to modafinil (Provigil). Coverage would be approved if a patient met 
any of the following criteria and would expire in 1 year. 
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a) Narcolepsy associated with persistent and excessive daytime sleepiness 
as diagnosed by polysomnogram or MSLT objective testing; 

b) Obstructive sleep apnea associated with persistent and excessive 
daytime sleepiness AND continuous positive airway pressure (CPAP) 
treatment adequately titrated and patient compliant with treatment; 

c) Nightshift worker with diagnosis of shift work sleep disorder associated 
with excessive sleepiness; 

d) Multiple sclerosis with excessive fatigue and secondary causes have 
been addressed; 

e) Myotonic dystrophy associated with excessive fatigue; 

f) 	 A diagnosis of depression AND primary antidepressant therapy (defined 
as 4-6 week trial of at least one antidepressant agent) has failed AND 
the use of other stimulant augmentation (such as methylphenidate 
products) is contraindicated due to adverse effects, previous failure, or 
hypersensitivity; 

g) 	 Idiopathic hypersomnia diagnosed by a sleep specialist; 

h) Fatigue associated with mild traumatic brain injury. 

Acting Director, TMA, Decision: ~pproved 0 Disapproved 

Approved. but modified as follows: ~~ 
2. 	 COMMITTEE ACTION - PA IMPLEMENTATION PLAN: The 

Committee voted (12 for, 0 opposed, 1 abstained, 0 absent) to recommend 
an implementation date effective date of the first Wednesday one week 
after the minutes are signed. The implementation period will begin 
immediately following approval by the Director, TMA. 

Acting Director, TMA, Decision: ~pproved 0 Disapproved 

Approved, but modified as follows: 
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B. Tramadol extended release (Ryzolt) - QL: A new extended-release 
fonnulation of tramadol extended release (ER) (Ryzolt) has been marketed. 
Tramadol ER will be reviewed for UF status at an upcoming P&T Committee 
meeting as a newly-approved drug. QLs are currently in place for both 
immediate and extended-release tramadol (Ultram. Ultram ER. generics), 
which are consistent with the product labeling. 

I. 	COMMITTEE ACTION- QL: The Committee voted (13 for. 0 opposed, 
oabstained, 0 absent) to recommend QLs for Ryzolt as outlined in 
Appendix D. 

Acting Director, TMA, Decision: ~proved 0 Disapproved 

Approved, but modified as follows: 

c. QL Updates: In anticipation of the forthcoming TPHARM contract 
implementation, the P&T Committee updated the quantity limits (QLs) for 
several drugs: mometasone dry powder inhaler (Asmanex Twisthaler), 
fluticasone dry powder inhaler (Flovent diskus), fluoxetine for weekly dosing 
(Prozac weekly). azelastine (Astelin), and azelastine with sucrose nasal 
inhalers (Astepro), which is consistent with QLs for other drugs in the class, 
and approved product dosing. See Appendix D. 

1. 	COMMITTEE ACTION: The P&T Committee voted (13 for, 0 opposed, 0 
abstained, 0 absent) to recommend the QLs for mometasone dry powder 
inhaler (Asmanex Twisthaler), fluticasone dry powder inhaler (Flovent 
Diskus), fluoxetine for weekly dosing (Prozac Weekly), azelastine (Astelin) 
and azelastine with sucrose (Astepro) nasal inhalers, as outlined in 
Appendix D. 

Acting Director, TMA. Decision: ~pproved 0 Disapproved 

Approved, but modified as follows: 
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VI. 	 NATIONAL DEFENSE AUTHORIZATION ACT (NDAA) SECTION 
703 - INCLUSION OF TRICARE RETAIL PHARMACY PROGRAM 
IN FEDERAL PROCUREMENT OF PHARMACEUTICALS UPDATE 

The committee reviewed drugs that were not included on a Department of 
Defense Retail Refund Pricing Agreement; these drugs are not compliant with 
FY2008 National Defense Authorization Act. Section 703. The law stipulates 
that if a drug is not compliant with Section 703, these drugs will be designated 
non-fonnulary under the Unifonn Fonnulary and will require a pre
authorization prior to use in the retail point of service and medical necessity in 
military treatment facilities. These non-fonnulary drugs will remain available 
in the mail order point of service (POS) without pre-authorization. Pre
authorization will be determined at the November 2009 DoD P&T Committee 
meeting. Drugs with and without pricing agreements were systematically 
classified based along therapeutic and pharmacologic lines. The classification 
system was based on the American Hospital Fonnulary System Classification 
and First Data Bank classification. See Appendix E for the full list of affected 
medications. 

A. 	 COMMITTEE ACTION - DRUGS RETAINING UF STATUS: The 
P&T Committee voted (11 for, 1 against. 0 abstained, 1 absent) to 
recommend the drugs listed in Appendix E, Section A to retain 
fonnulary status on the Unifonn Fonnulary. 

Acting Director, TMA, Decision: ~proved 0 Disapproved 

Approved, but modified as follows: 

~~~ 
B. 	COMMITTEE ACTION - DRUGS DESIGNATED OR RETAINED AS 

NON-FORMULARY: The P&T Committee voted (11 for, 1 against, 0 
abstained, 1 absent) to recommend the drugs listed in Appendix E, 
Section B to retain non-fonnulary status or be designated non-fonnulary 
on the Unifonn Fonnulary. 

Acting Director, TMA, Decision: ~proved 0 Disapproved 

Approved, but modified as follows: 
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C. 	COMMITTEE ACTION-IMPLEMENTATION DATE FOR PRE
AUTHORIZATION: The P&T Committee voted (13 for, 0 against, 0 
abstained, 0 absent) to recommend the implementation date will not be 
prior to 1 January 2010 and not later than 180 days after the minutes of 
this meeting are signed. Formulary status of a drug in these lists will 
revert back to previous formulary status if Price Agreements are 
received prior to October 14, 2009. 

Acting Director, TMA, Decision: ~pproved D Disapproved 

Approved, but modified as follows: ~p~ 
D. COMMITTEE ACTION- TRANSITION DATE AT THE MTF POS: 

The P&T Committee voted (13 for, 0 against, 0 abstained, 0 absent) to 
recommend a transition period at the MTF POS as ending no later than 
1 January 2011. 

Acting Director, TMA, Decision: ~proved D Disapproved 

Approved, but modified as follows: 

VII. ADJOURNMENT 

The meeting adjourned at 1600 hours on August 12,2009, and at 1300 hours 
on August 13,2009. The next meeting will be in November 2009. 

Appendix A - Attendance 
Appendix B - Table of Medical Necessity Criteria 
Appendix C - Table of Prior Authorization and Quantity Limits for the 

TIBs 
Appendix D - Table of Quantity Limits 
Appendix E - National Defense Authorization Act (NDAA) Section 703 
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Appendix G - Table of Abbreviations 

SUBMITTED BY: 
~_ryL_J'A"-L5 eLLt 't ~T'--;r--_______ 

OL John Kugler, MC, USA 
DoD P&T Committee Chair 

DECISION ON RECOMMENDATIONS 

Director, TMA, decisions are as annotated above. 

Ellen P. Embrey 

Acting Director 


(Date) 
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Appendix A - Attendance 

MC 

LTC Stacia Spridgen, MSC 

COL Doreen MC 

COL Peter Bulatao for Col Carole 
Labadie, MSC 

• CDR Phil Blaine for CAPT Stephanie 
Simon, MSC 

• CAPT Vernon Lew 

COL Ted Cieslak, MC 

LTC Bruce Lovins 

• CDR David Tanen, MC 

Col Everett McAllister BSC 

LtCol Mike 

Lt Col Brian Crownover, MC 

MC 

CAPT Stephanie Simon, MSC 

Maj William Hannah 

• Mr. Joe Canzolino 

DoD P&T Committee Chair 

Director DoD Pharmacoeconomic Center 
(Recorder) 

Army, Internal Medicine Physician, Alternate 

Army, Pharmacy Officer, Alternate 

Navy, Pharmacy Officer 

Alternate 

Directorate 

Air Force, Physician at Large 

Air Force, OB/GYN Physician 

Defense Medical Standardization Board 

• CDR James Ellzy DoD P&T Vice Chainnan 

I Mr. Jose Ramos for Maj Peter Trang 

RADM Thomas McGinnis via VTC TMA Pharmacy Operations Directorate 

CDR Matthew Carlberg DoD Pharmacoeconomic Center 

DoD Pharmacoeconomic Center 

DoD Pharmacoeconomic Center 

MC 
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Appendix A - Attendance - (continued) 

LCDR Joe Lawrence 000 Pharmacoeconomic Center 

Maj Joshua Devine, BSC 000 Pharmacoeconomic Center 

LCDR Marisol Martinez 000 Pharmacoeconomic Center 

CAPT Brian Haney 000 Pharmacoeconomic Center 

Dr. Shana Trice 000 Pharmacoeconomic Center 

• Dr. Eugene Moore 000 Pharmacoeconomic Center 

I Dr. Angela Allennan 000 Pharmacoeconomic Center 

Dr. David Meade 000 Pharmacoeconomic Center 

Dr. Teresa Anekwe 000 Pharmacoeconomic Center 

Dr. Jeremy Briggs 000 Pharmacoeconomic Center 

Mr. Stephen Yarger 000 Pharmacy Outcomes Research Team 
contractor 

Dr. Esmond Nwokeji 000 Pharmacy Outcomes Research Team 
contractor 

IMs. Deborah Garcia 000 Pharmacy Outcomes Research Team 
contractor 

: Dr. Roger Potyk 000 Pharmacy Outcomes Research Team 

I contractor 

i Dr. Dean Valibhai 000 Pharmacy Operations Center contractor 

Dr. Elaine Funnaga VAPBM 

Mr. John Casciotti via teleconference Office of General Counsel, TMA 

Mr. David Hurt Assistant General Counsel, TMA 

Ms. Lisa McNair 000 Pharmacy Operations Directorate 
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Appendix B - Medical Necessity Criteria 
,'C 	 ". " 

...... Nece8aIty Critarla 
.: :.." 

Mil Drug Cia.. ," C 	 ":.'::'. 

• Use of formulary altematives is contraindicated 
Tadalafil (ClaUs) 
Sildenafil (Viagra) 

• 	The patient has experienced significant adverse effects from formulary alternatives. 
• 	Formulary agents have resulted in therapeutic failure 
• There is no formulary altemative available for patients with pulmonary arterial 

Phoaphodleaterase-5 (PDE-5) Inhibitors hypertenSion (note: does not apply to erectile dysfunction). 

• Use of formulary alternatives is contraindicated 
Golimumab injection (Simponi) 
Certolizumab injection (Cimzia) 

• 	The patient has experienced or is likely to experience Significant adverse effects from 
formulary altematives. 

• 	Formulary agents have resulted or are likely to result in therapeutic failure. 
Targeted Immunomodulatory Biologics : . The patient previously responded to non-formulary agent and changing to a formulary 
(nBs) agent would incur unacceptable risk 

• 	Use of formulary alternatives is contraindicated 
Silodosin capsules (Rapaflo) • 	The patient has experienced significant adverse effects from formulary altematives. 

• 	 Formulary agents have resulted in therapeutic failure. 
• 	 There is no altemative formulary agent, and the patient requires a drug that can beAlpha Blockers for BPH 

crushed or sprinkled on food. 
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Appendix C -Existing Prior Authorization Criteria and Quantity Limits and Recommended PAs and QLs for the 
Multi-Indication Targeted Immunomodulatory Biologics 

Adallmumab (Humira) Etanercept (Enbrel) Certollzumab (Clmzla) Gollmumab (Slmponl) 

Prior 
Authorization 
(approved 
PAs are 
good 
indefinitely) 

Coverage provided for the trealment of: 
• Moderately to severely active RA in 

patients 18 years of age or older. 
• Active arthritis in patients with PsA 18 

years of age or older. 
• Active AS in patients 18 years of age or 

older. 

• Mod to severe active polyarticular JIA 
(pediatric patients: 4-17 years. 

• Chronic moderate to severe plaque 
psoriasis when the patient has tried and 
failed traditional therapy, such as 
phototherapy (e.g. UVB, PUVA) or 
systemic therapy (e.g., methotrexate, 
acitretin or cyclosporine) OR is not a 
candidate for phototherapy or systemic 
therapy. 

Coverage provided for the trealment 
of: 
• Moderately to severely active RA 

• Active PsA 
• ActiveAS 
• JRA when the patient has an 

inadequate response to at least one 
DMARD 

• Chronic moderate to severe plaque 
psoriasis when the patient has tried 
and failed traditional therapy, such 
as phototherapy (e.g. UVB, PUVA) 
or systemic therapy (e.g., 
methotrexate, acitretin or 
cyclosporine) OR is not a candidate 
for phototherapy or systemic 
therapy 

Coverage provided for the trealment of: 
• Moderately to severely active 

rheumatoid arthritis in patients 18 
years of age or older. 

• Moderate to severely active Crohn's 
Disease following inadequate 
response to conventional therapy in 
patients 18 years of age or older. 

• Coverage NOT provided for 
concomitant use with abatacept, 
adalimumab, anakinra, etanercept, 
golimumab, infliximab or rituximab. 

Coverage provided for the treatment of 
the following conditions in patients 18 
years of age or older: 
• Mod to severe active RA in combination 

with MTX 
• Mod to severe active PsA 

• ActiveAS 
• Coverage NOT provided for 

concomitant use with abatacept. 
adalimumab, anakinra, certolizumab, 
etanercept, infliximab or rituximab 

• Moderately to severely active Crahn's 
disease following an inadequate 
response to conventional therapy, loss of 
response to infliximab, or an inability to 
tolerate infliximab in patients 18 years of 
age or older. 

• Coverage NOT provided for 
concomitant use with anakinra, 
etanercept, infliximab, 31batacept. 
rituximab, golimumab, or 
certolizumab 

• Coverage NOT provided for concomitant 
use with anakinra, etanercept, infliximab, 
abatacept, rituximab, golimumab, or 
certolizumab. 

Quantity 
Limits 

Retail Network: 4 wks supply 
(2 packs of 2 syringes) 

Retail Network: 4 wks supply (based 
on instructions for use) 

Retail Network: 4 wks supply 
(3 packs of 2 syringes) 

Retail Network: 4 wks supply 
(1 autoinjector or 1 syringe) 

Mail Order: 8 wks supply (4 packs of 2 
syringes) 

Mail Order: 8 wks supply (based on 
instructions for use) 

Mail Order: 8 wks supply 
(3 packs of 2 syringes) 

Mail Order: 8 wks supply 
(2 autO-injectors or 2 syringes) 

Other Issues: Crahn's disease 
starter pack includes 6 pens for first 4 wks, 
no refills 

----_.... _--_ ....... __._........__._ ........ _

Other Issues: 3 packs of 2 syringes will 
allow for loading dose at initiation of 
ther~ 

~--......... ---......... -

AS: ankylosing spondylitis; DMARD: disease-modifying anti-rheumatic drug; JIA: juvenile idiopathic arthritis; JRA: juvenile rheumatoid arthritis; MTX: methotrexate; 
PsA: psoriatic arthritis; RA: rheumatoid arthritis 
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Appendix D - Quantity Limit Updates 

Drug Quantity Limits Comments 

Mometasone (Asmanex Twisthaler) 
110 mcg dry powder inhaler 

Retail: 2 inhaler/30 days 
TMOP: 6 inhalers/90 days Max dose (adults) is 2 puffs/day 

Fluticasone (Flovent Diskus) 
50-,100-, and 250 mcg 
dry powder inhaler 

Retail: 1 inhaler/30 days; 
TMOP: 3 inhalers/90 days 

Diskus has 60 doses per inhaler; 
recommended dose is 1 puff twice daily 

Fluoxetine 90 mg (Prozac Weekly) Retail: 4 capsules/28 days; 
TMOP: 12 capsules/84 days 

Packing issue: each capsule is a 7 day supply 
with 4 capsules /box for a 28 day supply; 
will decrease "refill too soon" rejected claims 

Azelastine (Astelin) nasal inhaler; 
Azelastine with sucralose (Astepro) 
nasal inhaler 

Retail: 2 inhalers130 days 
TMOP 6 inhalers/90 days 

In line with ESI best commercial practices 
QL applies to both drugs collectively 

Tramadol extended release tablets 100
,200-, and 300 mg(Ryzolt) 

Retail: 30 tablets/30 days 
TMOP: 90 tablets/90 days 

Safety issue; consistent with recommended 
dosing instructions from product labeling 
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Appendix E - National Defense Authorization Act (NOAA) 

Section 703 Affected Medications 

Appendix E - National Defense Authorization Act (NOAA) Section 703 Affected Medications 
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Product 
LEVULAN Acne meds DUSAPHARM 
LlALDA Medications for inflammatory bowel disease SHIRE US INC. 1,677 

LlMBITROL TCAs & combos VALEANT 
LlTHOSTAT Ammonia inhibitors MISSION PHARM. 1 1 

LOCOID Topical corticosteroids TRIAX PHARMACEU 
LUVERIS Luteinizing hormones EMD SERONO, INC 17 

METANX Vitamin B preparations PAN AMERICAN 7,475 

MICRO·K Potassium replacement THER·RX 55 

MINOCIN Tetracyclines TRIAX PHARMACEU 
MIRAPEX Parkinson's medications BOEHRINGER ING. 8,405 

MOBIC NSAIDs BOEHRINGER ING. 18 

MONODOX Tetracyc::lines AQUA PHARMACEUT 2 
MSCONTIN Higher potency single analgesic agents PURDUE PHARMA L 18 

MUSE Prostaglandins for ED VIVUS 686 
MYAMBUTOL Antitubercular medications X-GEN PHARMACEU 1 

NEOBENZ MICRO Keratolytics SKINMEDICA 223 

NIFEREX GOLD Iron replacement THER·RX 44 
NIFEREX-150 FORTE Iron replacement THER·RX 378 
NIRAVAM Anxiolytics AZUR PHARMA, IN 181 

NOVASTART Prenatal vitam ins AZUR PHARMA, IN 2 

NUZON Topical corticosteroids WRASER PHARMA 25 

OBSTETRIX EC Prenatal vitamins SEYER INC. 81 
OMNICEF 3rU gen cephalosporins ABBOTILABS. 7 

OXANDRIN Androgens/anabolic steroids SAVIENT PHARMAC 2 
OXISTAT Topical antifungals Pharmaderm 2,460 

OXSORALEN Hyperpigmentation agents VALEANT 9 
PAMINE Anticholinergics/antispasmodics KENWOOD LAB. 4 
PAMINE FORTE Anticholinergics/antispasmodics KENWOOD LAB. 1 

PAMINE FQ Anticholinergics/antispasmodics KENWOOD LAB. 2 
PCE Macrolide ABBOTILABS. 16 
PEDIAPRED Oral corticosteroids UCBPHARMA 4 
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8,159 
245 

51 
473 
279 

68 
4 

2,201 

350 
503 
85 
10 

105 
31 
10 

,.,.~--
PENTASA 
PERCODAN 
PERPHENAZINE 
PERSANTINE 
PHOSLO 
~--

PLETAL 
POLYHISTDM 
POLY HIST FORTE 
POLYHISTPD 
POLY TAN 0 
POLY TAN OM 
POLY-TUSSIN DHC 
POLY-TUSSIN OM 
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-.nufactUiW". 
SHIRE US INC. 1,553 

-

ENDO PHARM INC. 34 
SANDOZ 356 
BOEHRINGER ING. 4 
FRESENIUS MED 24 
OTSUKA AMERICA 9 
POLYPHARM. 98 
POLYPHARM. 514 
POLYPHARM. 19 
POLYPHARM. 63 
POLYPHARM. 154 
POLYPHARM. 939 
POLYPHARM. 132 

POTASSIUM CHLORIDE I Potassium replacement 

PRECARE IPrenatal vitamins 

PRECARE CONCEIVE 
 Prenatal vitamins 

PRECARE PREMIER I Prenatal vitamins 

PREFERA-OB I Prenatal vitamins 

PREMESIS RX 
 Prenatal vitamins 

PROAMATINE 
 Adreneraic vasopressors 
PROCRIT I RBC Stimulants 
P-TEX I 1st aen antihistamines 
QUIXIN I Ophthalmic antibiotics, auinolones 
RESPA A.A. I 1st aen AH-deconaestant-anticholineraic IJ stIRESPA-BR gen antihistamines 
RHEUMATREX Antirheumatics 

RIOMET I Biauanides 

SAIZEN 

SALAGEN 

SEDAPAP 
 Analgesic combos 

SEPTRA 
 Sulfonamides/folate antaaonists 

SCHERING CORP G 
THER-RX 
THER-RX 
THER-RX 
ALAVEN PHARMACE 
THER-RX 
SHIRE US INC. 
ORTHO BIOTECH 
POLYPHARM. 
VISTAKON PHARMA 
RESPA PHARM. 
RESPA PHARM. 
DAVA PHARMACEUT 
RANBAXY BRAND 0 
EMD SERONO, INC 
EISAIINC. 
MERZ 
MONARCH PHRM 
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Appendix F - Implementation Status of UF Class Review Recommendations I Decisions 
It'.",' '.-, I"~ '.' ] . ' .;fA\:>" ; .,;" 9" " -, ""tV-, 

Recommended for non-formulary status 
Aug 09; no change to non-formulary status from 

I INo changes to ECF recommendation Nov 07 INov 07 ECF
ITargetedAug 09 (update; · golimumab injection (Simponi) 

original review Nov Immunomodulatory • certolizumab injection (Cimzia) 
2007) Biologics 

• etanercept injection (Enbrel) ECF I· adalimumab injection (Hum ira) • anakinra injection (Kineret) 

No change to non-formulary status from May OS 
Automated PA requiring trial of vardenafil (Levitra) Now IPreviously ECF Class IAug 09 (update; IPh hod' t applies to new users of non-formulary PDE5s (no use BCF • vardenafil (Levitra) 

original review May osp les erase of PDE5s in last 180 days) 
05) Type-S Inhibitors 

• sildenafil (Vlagra) 
ECF I vardenafil (Levitra) · tadalafil (Cialis) 

Recommended for non-formulary status 
Aug 09; no change to non-formulary status from 

I BCF INo changes to BCF recommendation Nov 07 INov 07 or Aug OS 

Aug 09 (update; I I • silodosin (Rapaflo) 
updated Nov 07; Alpha Blockers for 
original review Aug 05) BPH I 

tamsulosin (Fiomax) • 
Automated PA requiring trial of alfuzosin (Uroxatral) I BCF I: terazosin tablets or capsules 
applies to new users of tamsulosin (no use of alfuzosin tablets (Uroxatral) 
uroselective alpha blockers in last 180 days) 

Aug 09 (update; 
ADHD I Narcolepsy No change to non-formulary status from Aug OS or I INo changes to BCF recommendation fromupdated Nov 07; BCF 

original review Nov 06) Agents Nov 07 Aug OS 

Recommended for non-formulary status Nov 07 I BCF I No change to BCF recommended Nov 07 • lisdexamfetamine (Vyvanse) 

I 

pending approval I pending approval 

13 Feb 08 
18Jun 08 
(120 days) 

pending approval I pending approval 

14 Jul 05 
12 Oct 05 
(90 days) 

pending approval I pending approval 

13 Feb 08 
16 Apr 08 
(60 days) 

pending approval I pending approval 

13 Feb 08 
16 Apr 08 
(60 days) 
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May 09 (update; 
reviewed Jun 08; 
original review May 
07) 

Antilipidemic 
Agents-II 

:~~~.IIIIcaIoftj;;;···' 

To remain NF 
dexmethylphenidate IR (Focalin) 
dexmethylphenidate SODAS (Focalin XR) 
methylphenidate transdermal system (Daytrana) 

Recommended for non-fonnulary status 
May 09; no change to non-fonnulary status In Jun 
08 

fenofibrate acid (Trilipix) 

No changes to NF recommended Jun 08 

To remain NF 
• fenofibrate nanocrystallized (Tricor) 
• fenofibrate micronized (Antara) 
• omega-3 fatly acids (Omacor) 
• colesevelam (Welchol) 

Recommended for non-fonnulary status 
May 09; no change to non-fonnulary status In Aug 
08 

Currently on the BCF 
methylphenidate OROS (Concerta) 
mixed amphetamine salts ER (Adderall XR) 

• methylphenidate IR (Ritalin) 

BCF INo changes to BCF recommendation May 09 

Recommended for addition to BCF Jun 08 

• fenofibrate meltdose (Fenoglide), to replace 
BCF I fenofibrate ID[)"P (Triglide) 

BCF 

BCF 

(Note: fenofibrate ID[)"P (Triglide) removed from 
BCF but still UF) 

Currently BCF 
• gemfibrozil 

No changes to BCF recommendation May 09 

17 Jan 07 

17 Aug 09 

27 Aug 08 

24 July 07 

17 Aug 09 

18Apr 07 

28 Oct 09 

Revised 
implementation date: 

26 Nov 08 
original 

implementation date: 
29 Oct 08 (60 days) 

21 Nov 07 
(120 days) 

28 Oct 09 

Ma~ 09 update; IOveractive Bladder I· fesoterodine (Toviaz) 
reviewed Aug 08; Feb 1-.-------------------t---t------------------j--------t----------j 
08 original review) Drugs 

• tolterodine IR (Detro!) 
• trospium IR (Sanctura) 

BCF 

Recommended for non-fonnulary status 

• tolterodine ER (Detrol LA) 
• oxybutynin ER (Ditropan XL, generics) 
(Note: oxybutynin IR [generic Ditropanj removed 
from BCF, but still UF) 

May 09 (update; 
reviewed Nov 08) 
update to include 
nasal antihistamines; 
nasal steroids 

Nasal Allergy Drugs IMay 09; no change to non-fonnulary status In Nov 
08 

BCF INo changes to BCF recommendation May 09 

• azelastine with sucralose (Astepro) 

24 Oct 08 

17 Aug 09 

4 Feb 09 
(90 days) 

28 Oct 09 
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, 

,"/Y 

",. 

.~FI
Drug, ICf 

Meeting . ~ ....... ~~.: ..,.... .,~" 
reviewed Nov 05 & · olopatadine (Patanase) 
Aug 07 for Veramyst) · ciclesonide (Om naris) 

· fluticasone furoate (Veramyst) 

· beclomethasone (Beconase AQ) 
BCF 

• budesonide (Rhinocort Aqua) 

· triamcinolone (Nasacort AQ) 

Recommended for non-formulary status May 09 no 
change to non-formulary status In May 07 BCF 

· Dexlansoprazole (Kapidex) 

May 09 (update; 
Proton Pump · lansoprazole (Prevacid) 

reviewed May 07& Feb 
Inhibitors · omeprazolelsodium bicarbonate (Zegerid) 

05) · pantoprazole (Protonix) 

· rabeprazole (Aciphex) BCF 

Automated PA requiring trial of omeprazole OR 
esorneprazole (Nexium) applies to new users of non-
formulary PPls (no use of PPls in last 180 days) 

Recommended for non-formulary status May 09; no 

May 09 (update; 
change to non-formulary status In BCF 

Antiemetics · granisetron transdermal system (Sancuso) 
reviewed May 06) 

· dolasetron (Anzemet) BCF 

· Beclomethasone HFA MOl (Qvar) 

· Budesonide MFA MOl (Pulmicort Flexhaler) 
Feb09 Inhaled · Ciclesonide HFA MOl (Alvesco) BCF

Corticosteroids · Flunisolide CFC MOl (Aerobid, Aerobid M) 

· Triamcinolone CFC MOl (Azmacort) 

Feb09 Long-Acting Beta · formoterol inhalation solution (Perforomist) BCFAgonists 

DecIsion Date ...........~.c " 

,(OoDP&T~ 
''Signed, eIfective .~ 

<". .' date for 8CFJECF ~ 
.. c C c , c c ~ " ' " medications. NF to (~. 

...BCF~f~. \JF~) ..... ~ 

• Fluticasone propionate (generic Flonase) 8 Apr 09 

· Azelastine (Astelin) 
10 Feb 09 (60 days) 

No changes to BCF recommendation May 09 17 Aug 09 28 Oct 09 

· generic omeprazole 10 mg and 20 mg 
(excludes Prilosec 40 mg) 24 July 07 

24 Oct 07 

· esorneprazole (Nexium) 
(90 days) 

No changes to BCF recommendation May 09 17 Aug 09 28 Oct 09 

· promethazine (oral and rectal) 26Jul06 
27 Sep 06 
(60 days) 

• Fluticasone OPI (Flovent Oiskus) 

· Fluticasone HFA MOA (Flovent HFA) 12 May 2009 16 Sep 09 
(120 days) · Mometasone OPI (Asmanex Twisthaler) 

· Salmeterol OPI (Serevent Oiskus) 12 May 2009 16 Sep 09 
(120 days) 
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~ 

Feb09 

Drug 
'.'i' C.... '. 

Inhaled 
Corticosteroids I 
Long-Acting Beta 
Agonist 
Combinations 

•••• ..<.ii.;" 
",,,;.>., 
'. 

"" 

~~~. 
(No ICSILABA combinations recommended for NF 

placement Feb 09) 

y'" " 
l*' _, C,'~ 

'8CPI 
'iC' 

."~ 

BCF 

,t:<" ", 
" 

,',-LA'. 

"~,"'~. 
· Fluticasone/salmeterol OPI (Advair Oiskus) 

· Fluticasone/salmeterol HFA MOl 
(Advair HFA) 

.' 

o.ct8Ion Date 
(DoDpaT m/nule8.

.'. $gned. effecliv&.. 
datefor~'" 
~NFto 
'.\,IF~) 

12 May 2009 

.e::=.: 
'Medlc:lltioM ',' 

~ . . , 

16 Sep09 
(120 days) 

NovOS Short-Acting 
Beta Agonists 

· albuterol chlorofluorocarbon (CFC) metered dose 
inhaler (MOl) (no longer manufactured) 

· metaproterenol (Alupent) CFC MOl (no longer 
marketed) 

· metaproterenol inhalation solution 

· pirbuterol (Maxair) MOl 

BCF 

· 
· 

Ventolin HFA (albuterol hydrofluoroalkane 
(HFA) MOl 
Albuterol inhalation solution; 
Note - does not include the following: 

Accuneb 0.021% [0.63 mglmL) 
Accuneb 0.042"10 [1.25 mgl3mL) 
Albuterol 0.5% [2.5 mglO.5 mL in 
0.5 unit dose vial) 

10 Feb 09 
8 Apr 09 
(60 days) 

Recommended for non-fonnulary status Aug OS; no 
change to non-fonnulary status In Nov OS 

· desvenlafaxine (Pristiq) 
BCF No changes to BCF recommended Aug 08 

10 Feb 09; original 
signing date 
24 Oct 08 

7 Jan 09 
(60 days) 

Nov OS & Aug OS 
(update; reviewed 
Nov 05) 

Antidepressants I To remain NF 

· paroxetine HCI CR (Paxil) 

· fluoxetine 90 mg weekly admin. (Prozac Weekly) 

· fluoxetine in special packaging for PMOO (Sarafem) 

· escitalopram (Lexapro) 

· duloxetine (Cymbalta) 

· bupropion extended release (Wellbutrin XL) 

BCF 

Currently BCF 

· citalopram 

· fluoxetine (excluding weekly regimen & 
special packaging for PMOO) 

· sertraline (Zoloft) 

· trazodone 

· bupropion sustained release 

19 Jan 06 19 Jul 06 
(180 days) 

NovOS 
ACE inhibitors -
Renin Angiotensin 
Antihypertensives 

Previously non-formulary, recommended for UF status 
Nov 08 

· ramipril (Altace generic) 
BCF 

· No changes recommended to BCF at Nov 08 
meeting; ramipril removed from Non-
formulary status and designated as Uniform 
Formulary immediately upon signing of the 
minutes 

10 Feb 09 NlA 

Oct OS (Interim 
teleconference 
meeting) & Jun OS 

Triptans 
• almotriptan (Axert) 
• frovatriptan (Frova) 

· naratriptan (Amerge) 
BCF 

· rizatriptan (Maxalt), immediate upon signing 
of the minutes 

· sumatriptan oral and one injectable 
formulation, when multi-source generics are 
available 

24 Oct 08;; 
original signing date: 

27 Aug 08 

26 Nov 08 
(90 days) 
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OneTouch Ultra 2 strips (for OneTouch UHra 2, 
Ultra Mini, and Ultra Smart meters) 

• 	 TrueTrack strips (for TrueTrack meter) 

Accu-chek Comfort Curve strips (for Accu-chek 

Advantage meter) 


• 	 Accu-chek Compact Plus drum (for Accu-check 
Basic Core Formulary 5MBGS test strips Compact Plus meter) · Precision Xtra strips 

Ascensia Breeze 2, Ascensia Elite, Assure, 
• 	 Accu-chek Simplicity, Ascensia Autodisk, 

(for Precision Xtra meter) 
Self-Monitoring Uniform Formulary 5MBGS test strips Assure 3, Assure II, Assure Pro, Bd Test Strips, 17 Mar 09 IBlood Glucose Aug08 Chemstrip Bg, Control AST, Oextrostix Reagent, BCF • Accu-chek Aviva (for Accu-chek Aviva meter) I 24 Oct 08 (120 days) Systems (SMBGS) 

Easygluco, Easypro, Fast Take, Freestyle test • Ascensia Contour (for Ascensia Contour test strips 
strips (other than Freestyle lite), Glucofilm, meter) 
Glucolab, Glucometer Dex. Glucometer Elite, · Freestyle lite (for Freestyle Freedom Ute and 
Glucose Test Strip, Glucostix, Optium, Freestyle lite meters) 
Precision Pcx. Precision Pcx Plus, Precision 0-1-0, 
Precision Sot-Tact, Prestige Smart System, 
Prodigy, Quicktek. Sidekick, Sof-Tact, Surestep, 
Surestep Pro, Test Strip, Relion Ultima, Unl-Check 

• 	 Plus all other store/private label brand strips not 

included on the UF (see BCFIECF column) 


7 Jan 09 Recommended for non-formulary status Aug 08 
No changes to BCF recommended Aug 08 24 Oct 08 (60 days) • nisoldipine geomatriX (Sular geomatrix) 

Previously non-formulary, recommended for UF status IRecommended for addition to BCF Nov 07Nov 07 13 Feb 0813 Feb 08 
• amlodipine besylate tablets 

~ll1lodipine besylate (Norvasc generic) Aug 08 (update; I . f 
reviewed Aug 05; also CalCium Channel BCFTo Remain Non-Formulary Currently BCF updated Nov 07) BloCkers 

• isradipine IR, ER (Oynacirc; Dynacirc CR) • amlodipine besylate (Norvasc. generics) 
• nicardipine IR (Cardene, generics) (Recommended at Nov 07 meeting) 15 Mar 06

13 Oct 05• nicardipine SR (Cardene SR) · nifedipine ER (Adalat ee, generics) (150 days) · verapamil ER (Verelan) 

· · verapamil SR 
verapamil ER HS dosing (Verelan PM, Covera HS) · diltiazem ER (Tiazac, generics) 

• diltiazem ER for bedtime dosing (Cardlzem LA) 

· alendronate (Fosamax) 

I OsteoporOSiS 
 26 Nov 08 • ibandronate (Boniva) IJun 08 calcitonin salmon nasal spray (Miacalcin) BCF 27 Aug 08 Agents (90 days) 

still UF) 
(Note: raloxifene (Evista) removed from BCF, but I· 
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, ,~ 

",.. ;:.//: .",",. 

, 
.,BCFJh 

~'. ECF...... ~ · ," ,. ," ~1IecIIc1tJonl ~-c.',> 
" 

,'•••: :" .v,·'. , •••• ,.: ••. " .• '. . . ....... 

Recommended for non-formulary status Jun 08 

· nebivolol (Bystolic) 

AdrenergicJun 08 (update; 
BCFreviewed Nov 07) Blocking Agents 

(No ABAs selected for NF placement at Nov 07 
meeting) 

Recommended for non-formulary status Jun 08 

· levocetirizine (Xyzal) 

Jun 08 (update; Newer BCF
reviewed Aug 07 Antihistamines 

To remain NF 

· desloratadine (Clarinex) 

· desloratadine/pseudoephedrine (Clarinex D) 

Recommended for non-formulary status Jun 08 

Jun 08 (update; Leukotriene · Zileuton ER (Zyflo CR) 
BCFreviewed Aug 07) Modifiers 

To remain NF 

· zileuton (Zyflo) 

Jun 08 (update) 
Original reviews 

Renin Angiotensin Recommended for non-formulary status Jun 08. ACE inhibitors: BCF 
Aug 05 Antihypertensives · olmesartanlamlodipine (Azor) . Miscellaneous 
antihypertensives, 

,Deci8Ion o.ta,. ___o.ta.,
" f:;. ,'·.·(QoD'P&T-. 

» ,'. ',Ued' eIfeOIiy& ,~ 
" . datemt~ "IIedIc~ .. , 

,~:C , ' ' 

~.NFtq (~" ~. 

~r~r~'"' UF~t> PfIJiod) 

Revised 
implementation date: 

No change to BCF recommended Jun 08 27 Aug 08 
26 Nov OS 

original 
implementation date: 
29 Oct 08 (60 days) 

Currently BCF 

· atenolol tablets 

· metoprolol tartrate IR tablets 13 Feb 08 -
· carvedilollR tablets 

· metoprolol succinate ER tablets 

Revised 
implementation date: 

No change to BCF recommended Jun 08 27 Aug 08 
26 Nov 08 

original 
implementation date: 
29 Oct 08 (60 days) 

· MTFs required to carry at least one single 
ingredient agent from the newer antihistamine 

17 Oct 07 
16 Jan 08 

class (Ioratadine, cetirizine, or fexofenadine) 
(90 days) 

on their local formulary, including at least one 
dosage form suitable for pediatric use 

Revised 
implementation date: 

27 Aug OS 
26 Nov 08

No changes to BCF rec Jun 08 
original 

implementation date: 
29 Oct 08 (60 days) 

Currently BCF 
17 Oct 07 

16 Jan 08 

· montelukast (Singulair) (90 days) 

Revised 
implementation date: 

No change to BCF recommended Jun 08 27 Aug 08 
26 Nov 08 

original 
implementation date: 
29 Oct 08 (60 days) 
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16 Apr 08including To remain NF No change to BCF recommended Nov 07 13 Feb 08 (60 days) 
Feb 06 


To remain NF 


ACElCCB combos. • 	 valsartan amlodipine (Exforge) 

Currently on the BCF • 	 ARBs: May 07 
• 	 Renin inhibitors. ACE inhibitors 


Aug 07 

ACE inhibitors 

• captopril• Moexipril +1- HCTZ (Univasc; Uniretic) ACE inhibitorsACE inhibitors 
• 	 CCB/ARB combos • perindopril (Acaon) • lisinopril • 15 Feb 06• 13 Oct 05Nov 07 update • lisinoprill HCTZ 

ACElCCB combos 
• ramipril (Attace) 

ACElCCB combos ACElCCB combos ACElCCB combos 
• amlodipinelbenazepril (Lotrel, generics) • felodipinelenalapril (Lexxel) (DIC'd from market) • 26 Jul 06 • 26Apr06

ARBs• verapamilltrandolapril (Tarka) 
ARBsARBsARBs • telmisartan (Micardis) 

• 24 July 07 • 21 Nov 07• eprosartan +1- HCTZ (Teveten; Teveten HCT) • telmisartan HCTZ (Micardis HCT) 
• irbesartan+l- HCTZ (Avapro, Avalide) 

• olmesartan +I. HCTZ (Benicar; Benicar HCT) 

• valsartan +1- (Diovan; Diovan HCT) 

Recommended for non-'onnulary status Nov 07 16 Apr 08
13 Feb 08 No change to BCF recommended Nov 07EE 20 mcgllevonorgestrel 0.09 mg in special (60 days) 

packaging for continuous use (Lybrel) 

Currently on the BCFTo remain NF 
• 	 EE 20 meg I 3 mg drospirenone (Yaz) • 	 EE 30 meg Ilevonorgestrel 0.15 mg in special 


packaging for extended use (Seasonale) 
 • 	 EE 20 mcg I 0.1 mg levonorgestrel (Lutera, 
24 Jan 0726 Jul06Sronyx, or equivalent) 

EE 50 mcg I norethindrone 1 mg (Ovcon 50) 
EE 25 mcg I norethindrone 0.4 mg (OVcon 35) 

• EE 30 meg 13 mg drospirenone (Yasmin) 
Nov 07 (update, • 	 EE 30 meg I 0.15 mg levonorgestrel • 	 EE 20/30135 meg I noreth. 1 mg (Estrostep Fe) 
original review May Contraceptives BCF (Nordette or equivalent I excludes Seasonale) II-------+~ 
06) EE 35 mcg 11 mg norethindrone (Ortho-

Novum 1135 or equivalent) 
• 	 EE 35 meg I 0.25 mg norgestimate (Ortho

Cyclen or equivalent)
EE 30/10 mcg 10.15 mg levonorgestrel in special • 	 EE 25 mcg 10.18/0.215/0.25 mg 

18Mar0717 Jan 07packaging for extended use (Seasonique) norgestimate (Ortho Tri-Cyclen Lo) 
• 	 EE 20 mcg 11 mg norethindrone (Loestrin 24 Fe) • 	 EE 35 meg I 0.18/0.215/0.25 mg 

norgestimate (Ortho Tri-Cyclen or equivalent) 
• 	 0.35 mg norethindrone (Nor-QD, Ortho 

Micronor, or equivalent) 

• somatropin (Genotropin, Genotropin Miniquick) 

Growth Stimulating 
 • 	 somatropin (Humatrope) 19 Dec 0717 Oct 07Aug 07 • 	 somatropin (Norditropin) ECF (60 days) Agents • 	 somatropin (Omnitrope) 

• 	 somatropin (Saizen) 
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May 07 I~~~:-rsReductaSe I dutasteride (Avodart) I BCF I- ... fi~asteride 24 July 07 ~:oC:::y~~ 
- zolpidem ER (Ambien CR) 
• zaleplon (Sonata) 
- ramelteon (Rozerem) 

Feb 07 INewer ~edative IAutomated PA requiring trial of zolpidem IR applies to BCF I. zolpidem IR (Ambien) 02 May 07 0(~A~9 07)
HypnotiCs new users of eszopiclone (lunesta). ramelteon ays 

(Rozerem). zaleplon (Sonata). or zolpidem ER (Amblen 
CR) (new users =no use of newer sedative hypnotics 
in last 180 days) 

Feb 07 I~xid":::~ibitors - selegiline transdennal patch (Emsam) 1 ECF I phenelzine (Nardil) 02 May 07 ~~oA~~~r 
• morphine sulfate IR 15 mg. 30 mg 
- morphine sulfate 12-hour ER (MS Contin or 

equivalent) 15, 30, 60 mg 
• oxycodone/APAP 5/325 mg 01 Aug 07 

Feb 07 INarcotic Analgesics I tramadol ER (Ultram ER) 1 BCF I. hydrocodonelAPAP 5/500 mg 02 May 07 (90 days) 

• codeine/APAP 301300 mg 
- codeinelAPAP elixir 121120 mg/5 mL 
- tramadollR 

• latanoprost (Xalatan) 
. • t~avoprost (Travatan. Trava~n Z). _ brimonidine (Alphagan P): excludes 0.1 % 

Feb 07 IOphthalmIC ,. tlmolol maleate for once dally dosrng (Istalol) BCF. fmolol maleate 02 May 07 01 Aug 07 
Glaucoma Agents • ti~oI01 her:nihydrate (Betimol) • t:molol maleate gel-fonning solution (90 days) 

• bnnzolamlde (Azopt) • pilocarpine 

Nov 06 I Older ~edative BCF - temazepam 15 and 30 mg 17 Jan 07
HypnotiCS 

Recommended for non-folTl1ulary status Nov 06: 17 Au 05 
0.25% miconazole 115% zinc oxide 181.35% white INo change to BCF recommended Nov 06 14 Jul 05 (30 d~YS) 

Nov 06 IDennatologic Ipetrolatlm ointment (Vusion) 
(update: reviewed Nov To~ical • econazole BCF 
06) Antifungals·. ciclopirox . 18 Ma 07 

• oxiconazole (Oxistat) I: c~:~tIn 01 17 Jan 07 (60 ~ys)
• sertaconazole (Ertaczo) lmaz e 
• sulconazole (Exeldenn) 
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DecI8Ion Daa. 
lDoD PAT minutes 
,signed. effecliW" 
dat8for~ 
medlcatiorls. NFto 

UF GhIulges) , 

&ffectiw...for 
NQn.FonnuIary 

U.dINIiOt,. 
(Implementation 

,period), 

Aug06 H2 Antagonists I GI 
protectants - BCF · ranitidine (Zantac) - excludes gelcaps and 

effervescent tablets 
23 Oct 06 -

Aug06 Antilipidemic 
Agents I · rosuvastatin (Crestor) 

· atorvastatin I amlodipine (Caduet) 
BCF 

· simvastatin (Zocor) 

· pravastatin 

· simvastatin I ezetimibe (Vytorin) 

· niacin extended release (Niaspan) 

23 Oct 06 
1 Feb 07 
(90 days) 

Feb06 GABA-analogs · pregabalin (Lyrica) BCF · gabapentin 26 Apr 06 
28 Jun 06 
(60 days) 

NovOS Alzheimer's Drugs · tacrine (Cognex) ECF · donepezil (Aricept) 19 Jan 06 
19 Apr 06 
(90 days) 

NovOS 
Macrolide! 
Ketolide 
Antibiotics 

· azithromycin 2 gm (Zmax) 

· telithromycin (Ketek) BCF · azithromycin (Z-Pak) 

· erythromycin salts and bases 
19 Jan 06 

22 Mar 06 
(60 days) 

MayOS MS-DMDs - ECF · interferon beta-1a intramuscular injection 
(Avonex) 

14 Jul 05 -
BCF = Basic Core Formulary; ECF = Extended Core Formulary; MN = Medical Necessity; TMOP = TRICARE Mail Order Pharmacy; TRRx = TRICARE Retail Pharmacy program; UF = Uniform Formulary 
CFC = chlorofluorocarbon; ER = extended release; HFA = hydrofluoroalkane; IR = immediate release; SR = sustained release; IDD-P = insoluble drug delivery-microParticle; 
AD-1s: Antidepressant-1 Drugs; ADHD = Attention Deficit Hyperactivity Disorder; ARBs = Angiotensin Receptor Blockers; ACE Inhibitors = Angiotensin Converting Enzyme Inhibitors; BPH = Benign Prostatic 
Hyperplasia; CCBs = Calcium Channel Blockers; EE = ethinyl estradiol; GI = gastrointestinal; GABA = gamma-aminobulyric acid; H2 = Histamine-2 receptor; HCTZ = hydrochlorothiazide; UP-1 = 
Antihypertipidemic-1 Drugs; UP-2 = Antihypertipidemic-2 Drugs; MDls = metered dose inhalers; MOAls = Monoamine Oxidase Inhibitor Drugs; MS-DMDs = Multiple Sclerosis Disease-Modifying Drugs; NADs 
= Nasal Allergy Drugs; OABs = Overactive Bladder Medications; PDE5 Inhibitors = Phosphodiesterase- type 5 inhibitors; PPls = Proton Pump Inhibitors; RAAs = Renin Angiotensin AntihypertenSives Drugs; 
SABAs = Short-Acting Beta Agonists; 5MBGS: Self-Monitoring Blood Glucose Systems; TIBs = Targeted Immunomodulatory Biologics; TZDs= Thiazolidinediones 
*The Dermatologic Topical Antifungal drug class excludes vaginal products and products for onychomycosis (e.g., ciclopirox topical solution [Penlac]) 
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Appendix G - Table of Abbreviations 
Attention Deficit Hyperactivity Disorder drua class ADHD 
adverse event AE 
Automated profile reviewAPR 
ankylosina spondylitis AS 
Beneficiary Advisory PanelBAP 
Basic Core FormularyBCF 
benign prostatic h~erplasiaBPH 
budget impact analysis i BIA 

I CEA Cost-effectiveness analysis 
Code of Federal RegulationsI CFR 
Composite Health Care SystemCHCS 

I CMA cost minimization anal~s 
continuous positive airway pressure CPAP 
De~artment of Defense .000 
Extended Core FormularyECF 
erectile dysfunction ED 
extended releaseER 
Express Scripts, IncESI 
Federal Ceilina Pricei FCP 
Food and Drug AdministrationFDA 
Federal Supply Schedule PriceFSS 
fiscal yearFY 
Health AffairsHA 
International Prostate Sym ptom Score.IPSS 
Military Health SystemMHS 

. MN medical necessity 
mean sleep latency testina MSLT 
Military Treatment Facility MTF 
methotrexateMTX 
National Defense Authorization ActNOAA 
Office of Management and BudgetOMB 
Pharmacy and TherapeuticsP&T 
prior authorization PA 
pulmonary arterial hypertension PAH 
Phosphodiesterase-type 5 inhibitor drua classPDE-5 
Pharmacoeconomic CenterPEe 
Pharmaceutical Outcomes Research Teami PORT 
point of service :POS 
psoriatic arthritis PsA 

; OL Quantity limit 
lOmax maximum urine flow rate 

rheumatoid arthritisRA 
subcutaneousiSO 

i TBI traumatic brain injury 
Targeted Immunomodulatory Drua ClassTIB 

TNF-a Tumor necrosis factor al~ha 
TRICARE for life beneficiary TFL 

TMA TRICARE Management Activity 
TMOP TRICARE Mail Order Pharmac~ 
TRRx TRICARE Retail Pharmacy Network 

Uniform Formulary Voluntary Aareement for Retail RefundsUFVARR 
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DEPARTMENT OF DEFENSE 


PHARMACY AND THERAPEUTICS COMMITTEE RECOMMENDATIONS 


May 2009 

1) CONVENING 

The Department of Defense (DoD) Pharmacy and Therapeutics (P&T) Committee 
convened a web conference at 10:00 on May 13,2009. 

2) ATTENDANCE 

The attendance roster is found in Appendix A. 

3) 	REVIEW MINUTES OF LAST MEETINGS 

A. Revisions to the minutes-Revisions to the February 2009 minutes will be 
reviewed at the August 2009 DoD P&T Committee meeting. 

B. 	Approval of February minutes-Ms. Ellen P. Embrey, performing the duties 
of the Assistant Secretary of Defense, Health Affairs, approved the minutes of 
the November 2008 DoD P&T Committee meeting on May 12,2009. 

4) 	REVIEW OF RECENTLY FDA-APPROVED AGENTS 

A. Antilipidemic-II Agents (LIP-2)-Fenofibrate acid capsules (Trilipix) 

Relative Clinical EJJectiveness-Fenofibrate acid (Trilipix) is the choline salt 
of fenofibrate; the active moiety is the same as the other fenofibrate 
formulations. The fenofibrates are classified in the Antilipidemic-II (LIP-2) 
drug class that was reviewed for Uniform Formulary (UF) placement in May 
2007. Fenofibrate acid is Food and Drug Administration (FDA)-approved for 
use as monotherapy, and in combination with a statin to lower triglycerides 
(TOs) and increase high density lipoprotein (HDL) cholesterol in patients with 
coronary heart disease (CHD) or CHD risk equivalent to those who are 
receiving optimal statin therapy. 

The fenofibrate acid (Trilipix) clinical evaluation included, but was not limited 
to, the requirements stated in the UF rule, Title 32, Code of Federal 
Regulations (CFR), Section 199.21 (e)( 1). There are no comparative clinical 
trials between fenofibrate acid and the other LIP-2 drugs, and no trials 
evaluating outcomes other than changes in lipid parameters. The clinical trials 
used to obtain FDA approval reported fenofibrate acid combined with either a 
low-dose or moderate-dose statin resulted in additive effects on raising HDL 
cholesterol and lowering TOs, compared to the statin administered alone. The 
safety profile of fenofibrate acid reflects that of the other fenofibrate products. 
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Relative Clinical Effectiveness Conclusion-The P&T Committee concluded 
(13 for, 0 opposed, 0 abstained, 0 absent) that although fenofibrate acid 
(Trilipix) is the only fenofibrate drug specifically approved by the FDA for use 
in combination with a statin, there was insufficient evidence to compare its 
safety in combination with a statin versus the other fenofibrates. The P&T 
Committee concluded fenofibrate acid (Trilipix) did not have a significant, 
clinically meaningful therapeutic advantage in terms of effectiveness, safety, 
and clinical outcomes compared to other fenofibrate formulations currently 
included on the UF because they all contain the same active ingredient. 

Relative Cost-Effectiveness-The P&T Committee evaluated the relative cost
effectiveness of fenofibrate acid capsules (Trilipix) in relation to efficacy, 
safety, tolerability, and clinical outcomes of other agents in the class, 
particularly to the following LIP-2 medications: micronized fenofibrate 
(Lofibralgeneric), fenofibrate meltdose (Fenoglide), and nanomicronized 
fenofibrate (Tricor). Information considered by the P&T Committee included, 
but was not limited to, sources of information listed in 32 CFR 199.2 I (e)(2) , 

Cost minimization analysis (CMA) was used to evaluate the relative cost
effectiveness of fenofibrate acid capsules (Trilipix) relative to other UF LIP-2s. 
Results from the CMA showed the projected weighted average cost per day for 
fenofibrate acid capsules (Trilipix) is higher than fenofibrate micronized 
(Lofibra/generics) and fenofibrate meltdose (Fenoglide). The CMA also 
revealed the projected weighted average cost per day for fenofibrate acid 
capsules (Trilipix) is slightly lower than the non-formulary LIP-2 agent, 
nanomicronized fenofibrate (Tricor), Micronized fenofibrate (Lofibra/generic) 
and fenofibrate meltdose (Fenoglide) remain the most cost effective LIP-2 
agents on the UF compared to fenofibrate acid capsules (Trilipix). 

Relative Cost-Effectiveness Conclusion-The P&T Committee, based upon its 
collective professional judgment, voted (13 for, 0 opposed, 0 abstained, 0 
absent) that fenofibrate acid capsules (Trilipix) are not cost effective relative to 
other formulary LIP-2 agents. 

I) 	 COMMITTEE ACTION: UF RECOMMENDATION-Taking into 
consideration the conclusions from the relative clinical effectiveness and 
relative cost-effectiveness determinations, and other relevant factors, the 
P&T Committee, based upon its collective professional judgment, 
recommended (13 for, 0 opposed, 0 abstained, 0 absent) fenofibrate acid 
capsules (Trilipix) be designated non-formulary on the UFo This 
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recommendation was based on the clinical effectiveness conclusion and the 
determination that micronized fenofibrate (Lofibra/generic) and fenofibrate 
meltdose (Fenoglide) remain the most cost effective LIP-2 agents on the 
UF compared to fenofibrate acid capsules (Trilipix). 

Acting Director, TMA, Decision: ~pproved D Disapproved 

Approved, but modified as follows: ~~ 
2) 	 COMMITTEE ACTION: MN CRITERIA-Based on the clinical 

evaluation of fenofibrate acid capsules (Trilipix) and the conditions for 
establishing medical necessity (MN) of a non-formulary medication 
provided for in the UF rule, the P&T Committee recommended (13 for, 0 
opposed,O abstained, 0 absent) MN criteria for fenofibrate acid capsules 
(Trilipix). (See Appendix B for full MN criteria). 

Acting Director, TMA, Decision: [J("Approved D Disapproved 

Approved, but modified as follows: ~P~ 
3) 	 COMMITTEE ACTION: IMPLEMENTATION PERIOD-The P&T 

Committee voted (13 for, 0 opposed, 0 abstained, 0 absent) to recommend 
1) an effective date of the first Wednesday one week after the minutes are 
signed, following a 60-day implementation period in the TRICARE Mail 
Order Pharmacy (TMOP) and TRICARE Retail Pharmacy Network 
(TRRx), and at military treatment facilities (MTFs) no later than a 60-day 
implementation period; and 2) TMA send a letter to beneficiaries affected 
by this UF decision. The implementation period will begin immediately 
following approval by the Director, TMA. 

Acting Director, TMA, Decision: ~pprovedQ?~~~~o..ved 
Approved, but modified as follows: ~{).~~ 

B. Overactive Bladder Drugs-Fesoterodine extended release (ER) tablets 
(Toviaz) 

Relative Clinical Effectiveness-The muscarinic antagonist fesoterodine 
(Toviaz) is a prodrug that undergoes conversion by plasma esterases to the 
same active metabolite as tolterodine (Detrol, Detrol LA). Like the other OAB 

Minutes and Recommendations of the 000 P&T Committee Meeting 13 May 2009 	 Page 30f34 

Cumulative Page #257



drugs, fesoterodine extended release (ER) tablets are FDA-approved for the 
treatment of overactive bladder (OAB) with symptoms of urge urinary 
incontinence, urgency, and frequency. The OAB drug class was previously 
reviewed for UF placement in August 2008 and February 2006. 

The fesoterodine ER tablets (Toviaz) clinical evaluation included, but was not 
limited to, the requirements stated in the UF rule, 32 CFR 199.21(e)(l). There 
are no direct comparative clinical trials between fesoterodine ER and the other 
OAB drugs. Statistically significant improvements in the endpoints ofurinary 
frequency, urge urinary incontinence, and urinary urgency vs. placebo were 
noted in the clinical trials used to obtain FDA approval. The incidence of dry 
mouth and constipation reported with fesoterodine ER 8 milligrams (mg) was 
higher than tolterodine ER (Detrol LA) 4 mg in the one indirect active 
comparator trial available. Product labeling states that fesoterodine does not 
prolong the QT interval. 

Relative Clinical EfJectiveness Conclusion-The P&T Committee concluded 
(13 for, 0 opposed, 0 abstained, 0 absent) fesoterodine ER tablets (Toviaz) did 
not have a significant, clinically meaningful therapeutic advantage in terms of 
effectiveness, safety, and clinical outcomes compared to other OAB drugs 
currently included on the UFo 

Relative Cost-EfJectiveness-The P&T Committee evaluated the relative cost
effectiveness of fesoterodine ER tablets (Toviaz) in relation to efficacy, safety, 
tolerability, and clinical outcomes of other agents in the class, particularly to 
oxybutynin XL (Detrol XL/generics), tolterodine LA (Detrol LA), solifenacin 
(Vesicare), and darifenacin (Enablex). Information considered by the P&T 
Committee included, but was not limited to, sources of information listed in 32 
CFR 199.21(e)(2). 

CMA was used to evaluate the relative cost-effectiveness of fesoterodine 
(Toviaz) relative to other UF OABs. Results from the CMA showed the 
projected weighted average cost per day for fesoterodine (Toviaz) is higher 
than other UF OABS. 

Relative Cost-EfJectiveness Conclusion-The P&T Committee concluded (13 
for, 0 opposed, 0 abstained, 0 absent) fesoterodine ER tablets (Toviaz) are not 
cost effective relative to other formulary OAB agents. 
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1) 	 COMMITTEE ACTION: UF RECOMMENDATION-Taking into 
consideration the conclusions from the relative clinical effectiveness and 
relative cost-effectiveness determinations, and other relevant factors, the 
P&T Committee, based upon its collective professional judgment, 
recommended (13 for, 0 opposed, 0 abstained, 0 absent) that fesoterodine 
ER tablets (Toviaz) be designated non-formulary on the UFo 

Acting Director, TMA, Decision: IJi'Approved 0 Disapproved 

Approved, but modified as follows: ~P.~ 

2) 	 COMMITTEE ACTION: MN CRITERIA-Based on the clinical 
evaluation of fesoterodine ER tablets (Toviaz) and the conditions for 
establishing medical necessity of a non-formulary medication provided for 
in the UF rule, the P&T Committee recommended (13 for, 0 opposed, 0 
abstained, 0 absent) MN criteria for fesoterodine extended release (ER) 
tablets (Toviaz). (See Appendix B for full MN criteria). 

Acting Director, TMA, Decision: ~pproved 0 Disapproved 

Approved, but modified as follows: 

3) 	 COMMITTEE ACTION: IMPLEMENTATION PERIOD-The P&T 
Committee voted (13 for, 0 opposed, 0 abstained, 0 absent) to recommend 
1) an effective date of the first Wednesday one week after the minutes are 
signed, following a 60-day implementation period in the TRlCARE Mail 
Order Pharmacy (TMOP) and TRICARE Retail Pharmacy Network 
(TRRx), and at MTFs no later than a 60-day implementation period; and 2) 
TMA send a letter to beneficiaries affected by this UF decision. The 
implementation period will begin immediately following approval by the 
Director, TMA. 

Acting Director, TMA, Decision: !!!"Approved 0 Disapproved 

Approved, but modified as follows: ~f.~ 
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C. 	Nasal Allergy Drugs (NADs)-Azelastine with sucralose nasal spray 
(Astepro) 

Relative Clinical Effectiveness-Azelastine with sucralose nasal spray 
(Astepro) is a Nasal Allergy Drug (nasal antihistamine) containing the same 
active ingredient (azelastine) and dosage strength as Astelin nasal spray. 
Sucralose and sorbitol have been added to the Astepro formulation to help 
mask the bitter taste reported with Astelin. Astepro is FDA-approved for 
treating seasonal allergic rhinitis (SAR) in patients 12 years of age and older. 
Astelin has additional indications (SAR in patients 2:5 years, and non-allergic 
rhinitis). The Nasal Allergy Drugs (NADs) were previously reviewed for UF 
placement in November 2008. 

The azelastine with sucralose nasal spray (Astepro) clinical evaluation 
included, but was not limited to, the requirements stated in the UF rule, 32 
CFR 199.21 (e)( 1). One unpublished study reported statistically significant 
improvements in nasal congestion, rhinorrhea, sneezing, and nasal itching with 
both Astepro and Astelin, compared to the placebo vehicle. The improvements 
in nasal symptoms were similar with Astepro and Astelin. Bitter taste and 
epistaxis are the adverse events reported most frequently with Astepro. 

Relative Clinical Effectiveness Conclusion-The P&T Committee concluded 
(13 for, 0 opposed, 0 abstained, 0 absent) azelastine with sucralose nasal spray 
(Astepro) does not have a significant, clinically meaningful therapeutic 
advantage in terms of effectiveness, safety, and clinical outcomes compared to 
other NADs currently included on the UFo 

Relative Cost-Effectiveness-The P&T Committee evaluated the relative cost
effectiveness of azelastine with sucralose nasal spray (Astepro) in relation to 
efficacy, safety, tolerability, and clinical outcomes of the other nasal 
antihistamine subclass agents in the NAD class, particularly to azelastine 
(Astelin) and olopatadine (Patanase). Information considered by the P&T 
Committee included, but was not limited to, sources of information listed in 32 
CFR 199.2 I (e)(2). 

CMA was used to evaluate the relative cost-effectiveness of azelastine with 
sucralose nasal spray (Astepro) relative to other nasal antihistamine subclass 
agents in the NAD class. Results from the CMA showed the projected 
weighted average cost per day for azelastine with sucralose nasal spray 
(Astepro) is higher than azelastine (Astelin) but less than olopatadine 
(Patanase), which is a non-formulary medication. 
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Relative Cost-Effectiveness Conclusion-P&T Committee, based upon its 
collective professional judgment, voted (12 for, 0 opposed, 0 abstained, 1 
absent) that azelastine with sucralose nasal spray (Astepro) is not cost effective 
relative to other UF nasal antihistamine subclass agents in the NAD class. 

1) 	 COMMITTEE ACTION: UF RECOMMENDATION-Taking into 
consideration the conclusions from the relative clinical effectiveness and . 
relative cost-effectiveness determinations, and other relevant factors, the 
P&T Committee, based upon its collective professional judgment, 
recommended (12 for, 1 opposed, 0 abstained, 0 absent) that azelastine with 
sucralose nasal spray (Astepro) be designated non-formulary on the UFo 

Acting Director, TMA, Decision: 

Approved, but modified as follows: 

2) 	 COMMITTEE ACTION: MN CRITERIA-Based on the clinical 
evaluation of azelastine with sucralose nasal spray (Astepro) and the 
conditions for establishing medical necessity of a non-formulary 
medication provided for in the UF rule, the P&T Committee recommended 
(13 for, 0 opposed, 0 abstained, 0 absent) MN criteria for azelastine with 
sucralose nasal spray (Astepro). (See Appendix B for full MN criteria). 

Acting Director, TMA, Decision: dfApproved D Disapproved 

Approved, but modified as follows: ~~.~ 
3) 	 COMMITTEE ACTION: IMPLEMENTATION PERIOD-The P&T 

Committee voted (13 for, 0 opposed, 0 abstained, 0 absent) to recommend 
1) an effective date of the first Wednesday one week after the minutes are 
signed, following a 60-day implementation period in the TRICARE Mail 
Order Pharmacy (TMOP) and TRICARE Retail Pharmacy Network 
(TRRx), and at MTFs no later than a 60-day implementation period; and 

Minutes and Recommendations ofthe DoD P&T Committee Meeting 13 May 2009 	 Page 7 of 34 

Cumulative Page #261



2) TMA send a letter to beneficiaries affected by this UF decision. The 
implementation period will begin immediately following approval by the 
Director, TMA. 

Acting Director, TMA, Decision: ~Approved 0 Disapproved 

Approved, but modified as follows: 

D. 	Proton Pump Inhibitors-Dexlansoprazole delayed release capsules 
. (Kapidex) 

Relative Clinical4ffectiveness-The Proton Pump Inhibitor (PPI) 
dexlansoprazole (Kapidex) is a sustained-release formulation of the R
enantiomer of lansoprazole (Prevacid). Generic formulations of lansoprazole 
are anticipated in late 2009. The PPls were reviewed for UF placement in May 
2007 and February 2005. 

The dexlansoprazole delayed release (DR) capsules (Kapidex) evaluation 
included, but was not limited to, the requirements stated in the UF rule, 32 
CFR 199.21(e)(1). Dexlansoprazole DR capsules are FDA-approved for use in 
adults for healing of erosive esophagitis (EE), maintenance of EE healing, and 
gastroesophageal reflux disease. Lansoprazole (Prevacid) has additional FDA
approved indications. The clinical studies used to obtain FDA-approval 
compared dexlansoprazole DR 60 mg capsules with lansoprazole 30 mg 
capsules or with placebo; there are no studies directly comparing the drug with 
other PPIs. The most common adverse events with dexlansoprazole DR 
capsules are diarrhea, nausea, and abdominal pain, which are similar to the 
other PPIs. 

Relative Clinical Effectiveness Conclusion-The P &T Committee concluded 
(13 for, 0 opposed, 0 abstained, 0 absent) dexlansoprazole DR capsules 
(Kapidex) did not have a significant, clinically meaningful therapeutic 
advantage in terms of effectiveness, safety, and clinical outcomes compared to 
other PPI drugs currently included on the UF. 

Relative Cost-4ffectiveness-The P&T Committee evaluated the relative cost
effectiveness of dexlansoprazole DR capsules (Kapidex) in relation to efficacy, 
safety, tolerability, and clinical outcomes of selected UF agents in the PPI 
class. Information considered by the P&T Committee included, but was not 
limited to, sources of information listed in 32 CFR 199.21(e)(2). 
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CMA was used to evaluate the cost-effectiveness of dexlansoprazole DR 
capsules (Kapidex) relative to selected PPls, including omeprazole (Prilosec) 
and esomeprazole (Nexium). Results from the CMA showed the projected 
weighted average cost per day for dexlansoprazole DR capsules (Kapidex) is 
higher than all other comparators. 

Relative Cost-Effectiveness Conclusion-The P&T Committee, based upon its 
collective professional judgment, voted (13 for, 0 opposed, 0 abstained, 0 
absent) that dexlansoprazole DR capsules (Kapidex) are not cost effective 
relative to other formulary PPI agents. 

1) 	 COMMITTEE ACTION: UF RECOMMENDATION-Taking into 
consideration the conclusions from the relative clinical effectiveness and 
relative cost-effectiveness determinations, and other relevant factors, the 
P&T Committee, based upon its collective professional judgment, 
recommended (13 for, 0 opposed, 0 abstained, 0 absent) that 
dexlansoprazole DR capsules (Kapidex) be designated non-formulary on 
the UFo 

Acting Director, TMA, Decision: 	 ~APprOVed~OVed 
~.p~Approved, but modified as follows: 

2) 	 COMMITTEE ACTION: MN CRITERIA-Based on the clinical 
evaluation of dexlansoprazole DR capsules (Kapidex) and the conditions 
for establishing medical necessity of a non-formulary medication provided 
for in the UF rule, the P&T Committee recommended (13 for, 0 opposed, 0 
abstained, 0 absent) MN criteria for dexlansoprazole DR capsules 
(Kapidex). (See Appendix B for full MN criteria). 

Acting Director, TMA, Decision: 	 lJf'Approved 0 Disapproved 

Approved, but modified as follows: ~.p,~ 

3) 	COMMITTEE ACTION: IMPLEMENTATION PERIOD-The P&T 
Committee voted (13 for,O opposed, 0 abstained, 0 absent) to recommend 
I) an effective date of the first Wednesday I week after the minutes are 
signed, following a 60-day implementation period in the TRICARE Mail 
Order Pharmacy (TMOP) and TRICARE Retail Pharmacy Network 
(TRRx), and at MTFs no later than a 60-day implementation period; and 2) 
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TMA send a letter to beneficiaries affected by this UF decision. The 
implementation period will begin immediately following approval by the 
Director, TMA. 

Acting Director, TMA, Decision: ~Approved 0 Disapproved 

Approved, but modified as follows: aiiMAJ/~ 
E. Antidepressant-l Agents-Venlafaxine Extended Release Tablets 

Relative Clinical Effectiveness-Relative Clinical Effectiveness-Venlafaxine 
is a serotonin norepinephrine reuptake inhibitor (SNRI) antidepressant. The 
Antidepressant-I (AD-I) drug class was reviewed for UF placement in 
November 2005. Venlafaxine Extended Release (ER) Tablets (brand name) 
contain the same active ingredient as venlafaxine ER capsules (Effexor XR), 
but employ a different mechanism to extend the dosing interval. The FDA 
does not consider Venlafaxine ER Tablets an AB-rated generic formulation of 
Effexor XR capsules. Venlafaxine ER Tablets and Effexor XR capsules are 
not considered therapeutically interchangeable by the FDA due to the different 
marketed dosage formulations (Le., capsule vs. tablet). AB-rated generic 
formulations of Effexor XR capsules are expected in 20 10-2011. Venlafaxine 
ER Tablets have demonstrated bioequivalence with Effexor XR capsules in 
pharmacokinetic studies. 

The Venlafaxine ER Tablets clinical evaluation included, but was not limited 
to, the requirements stated in the UF rule, 32 CFR 199.21(e)(1). Venlafaxine 
ER Tablets are FDA-approved for treating Major Depressive Disorder and 
Social Anxiety Disorder; Effexor XR has additional indications. No clinical 
trials have been conducted with Venlafaxine ER Tablets. Venlafaxine ER 
Tablets were FDA-approved under Section 505(b )(2) of the Federal Food, 
Drug, and Cosmetic Act, based on demonstrated bioequivalence with Effexor 
XR. Adverse events with Venlafaxine ER Tablets reflect those contained in 
the Effexor XR product labeling. 

Relative Clinical Effectiveness Conclusion-The P&T Committee concluded 
(12 for, I opposed, 0 abstained, 0 absent) there was no evidence to suggest 
there are clinically relevant differences in the efficacy, safety, and clinical 
outcomes ofVenlafaxine ER Tablets compared to Effexor XR capsules 
because both products contain the same active ingredient. 

Relative Cost-Effectiveness-The P&T Committee evaluated the relative cost
effectiveness ofVenlafaxine ER Tablets in relation to efficacy, safety, 
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tolerability, and clinical outcomes of selected fonnulary SSRIs and other SNRI 
subclass agents in the AD-I class. Infonnation considered by the P&T 
Committee included, but was not limited to sources of infonnation listed in 32 
CFR 199.21 (e) (2). 

CMA was used to evaluate the relative cost-effectiveness ofVenlafaxine ER 
Tablets relative to selected SSRIs, particularly to sertraline (Zoloftlgenerics) 
citalopram (Celexa/generics), and other SNRI subclass agents in the AD-l 
class. The SNRIs reviewed in the CMA were venlafaxine ER capsules 
(Effexor XR), duloxetine (Cymbalta), and desvenlafaxine (Pristiq). Results 
from the CMA showed the projected weighted average cost per day for 
Venlafaxine ER Tablets is higher than both SSRIs reviewed. The CMA also 
revealed Venlafaxine ER Tablets are the most cost-effective agent in the SNRI 
subclass. 

Relative Cost-Effectiveness Conclusion-The P&T Committee, based upon its 
collective professional judgment, voted (13 for, 0 opposed, 0 abstained, 0 
absent) that Venlafaxine ER Tablets are cost effective relative to other UF 
SNRI subclass agents in the AD-I class. 

1) 	 COMMITTEE ACTION: UFRECOMMENDATION-Taking into 
consideration the conclusions from the relative clinical effectiveness and 
relative cost-effectiveness detenninations, and other relevant factors, the 
P&T Committee, based upon its collective professional judgment, 
recommended (13 for, 0 opposed, 0 abstained, 0 absent) that Venlafaxine 
ER Tablets remain fonnulary on the UFo 

Acting Director, TMA, Decision ~pprovedQ~E~pro:ed 
Approved, but modified as follows: ~P.~o~ 

2) 	 COMMITTEE ACTION: BCF RECOMMENDATION-Based on the 
results of the clinical and economic evaluations presented, the P&T 
Committee voted (13 for, 0 opposed, 0 abstained, and 0 absent) to 
recommend Venlafaxine ER Tablets not be added to the BCF. 

Acting Director, TMA, Decision: ~pprove~.D~a::ro;ed 
Approved, but modified as follows: 8Ittc... p. -"(1r.r.n 
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F. Antiemetics-Granisetron transdermal system (Sancuso) 

Relative Clinical Effectiveness-The granisetron transdennal system (TDS) 
(Sancuso) is a serotonin subtype-3 (5-HT3) receptor antagonist. It is the only 
newer antiemetic available in a transdennal dosage fonn. Granisetron (Kytril, 
generics) is also available in tablets, an oral solution, and intravenous 
formulation. The newer antiemetics were evaluated for UF placement in May 
2006. 

Granisetron TDS is FDA-approved for the prevention of nausea and vomiting 
in adult patients receiving moderately or highly emetogenic chemotherapy 
regimens lasting for <5 consecutive days. Other newer antiemetics 
(granisetron and ondansetron [Zofran, generics]) have indications in addition to 
chemotherapy-induced nausea and vomiting (CINV). 

The granisetron TDS (Sancuso) clinical evaluation included, but was not 
limited to, the requirements stated in the UF rule, 32 CFR 199.21(e)(I). In 
clinical studies, granisetron TDS has shown non-inferiority (but not 
superiority) to oral granisetron in controlling nausea and vomiting associated 
with CINV. There is insufficient evidence to determine whether granisetron 
TDS would control nausea and vomiting to a greater extent than the other 5
HT3 antagonists. There are no studies evaluating differences in the adverse 
events between granisetron TDS and 5-HT3 antagonists other than oral 
granisetron. 

Relative Clinical Effectiveness Conclusion-The P&T Committee concluded 
(13 for, 0 opposed, 0 abstained, 0 absent) although granisetron TDS (Sancuso) 
is the only newer antiemetic available in a transdennal fonnutation, it does not 
have a significant, clinically meaningful therapeutic advantage in tenns of 
effectiveness, safety, and clinical outcomes compared to other newer 
antiemetics currently included on the UF. 

Relative Cost-Effectiveness-The P&T Committee evaluated the relative cost
effectiveness of granisetron TDS (Sancuso) in relation to efficacy, safety, 
tolerability, and clinical outcomes of selected UF agents inthe antiemetic 
class. Infonnation considered by the P&T Committee included, but was not 
limited to sources of information listed in 32 CFR 199.21 (e) (2). 

CMA was used to evaluate the relative cost-effectiveness of granisetron TDS 
(Sancuso) relative to ondansetron (Zofran/generics) oral and oral dissolving 
tablets and granisetron (Kytrillgenerics) tablets. Results from the CMA 
showed the projected weighted average cost per week for granisetron TDS 
(Sancuso) is higher than all other comparators. 
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Relative Cost-Effectiveness Conclusion-The P&T Committee, based upon its 
collective professional judgment, voted (13 for,O opposed, 0 abstained, 0 
absent) that granisetron TDS (Sancuso) is not cost effective relative to other 
antiemetic agents. 

1) 	 COMMITTEE ACTION: UF RECOMMENDATION-Taking into 
consideration the conclusions from the relative clinical effectiveness and 
relative cost-effectiveness determinations, and other relevant factors, the 
P&T Committee, based upon its collective professional judgment, 
recommended (13 for, 0 opposed, 0 abstained, 0 absent) granisetron TDS 
(Sancuso) be designated as non-formulary on the UF. 

Acting Director, TMA, Decision: lYApproved 0 Disapproved 

Approved, but modified as follows: acu,.p~~ 

2) 	 COMMITTEE ACTION: MN CRITERIA-Based on the clinical 
evaluation of granisetron TDS (Sancuso) and the conditions for establishing 
medical necessity of a non-formulary medication provided for in the UF 
rule, the P&T Committee recommended (13 for, 0 opposed, 0 abstained, 0 
absent) MN criteria for granisetron TDS (Sancuso). (See Appendix B for 
full MN criteria). 

Acting Director, TMA, Decision: Rl'Approved 0 Disapproved 

Approved, but modified as follows: ~:P.~ 

3) 	 COMMITTEE ACTION: IMPLEMENTATION PERIOD-The P&T 
Committee voted (11 for, 0 opposed, 0 abstained, 2 absent) to recommend 
1) an effective date of the first Wednesday one week after the minutes are 
signed, following a 60-day implementation period in the TRICARE Mail 
Order Pharmacy (TMOP) and TRICARE Retail Pharmacy Network 
(TRRx), and at MTFs no later than a 60-day implementation period; and 2) 
TMA send a letter to beneficiaries affected by this UF decision. The 
implementation period will begin immediately following approval by the 
Director, TMA. 

Acting Director, TMA, Decision: ~pproved 0 Disapproved 

Approved, but modified as follows: ~.pQ,~ 
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5) 	UTILIZATION MANAGEMENT-PRIOR AUTHORIZATIONS (PA) I 
Quantity Limits (Ql) I MEDICAL NECESSITY (MN) 

A. 	PPI-Prior Authorization I Medical Necessity Criteria (MN): The P&T 
Committee reviewed current published literature, national guidelines/expert 
consensus statements, and FDA guidance related to reports of a drug 
interaction between clopidogrel (Plavix) and PPIs, and the corresponding 
potential for decreased antiplatelet effect and adverse cardiovascular outcomes. 
An automated prior authorization (APR) or step therapy is currently in effect 
and requires use ofUF generic omeprazole or esomeprazole (Nexium) before 
other non-formulary PPIs, unless there is therapeutic failure, intolerance, or 
hypersensitivity. MN criteria also applies to non-formulary PPIs. The P&T 
Committee concluded the evidence was not sufficient at this time to 
recommend a change in the current P AlMN criteria, but agreed with continued 
monitoring of the literature for possible changes to the P AlMN criteria. 

1) 	 COMMITTEE ACTION: The Committee voted (12 for, 0 opposed, 1 
abstained, 0 absent) to recommend no change to the existing PPI P AlMN 
criteria. 

Acting Director, TMA, Decision: ~pproved 0 Disapproved 

Approved, but modified as follows: ~.PJ~Jq~( 

B. 	QL Updates: In anticipation of the forthcoming TPHARM contract 
implementation, the P&T Committee updated the quantity limits (QLs) for 
several drugs. See Appendix C. 

I) 	 COMMITTEE ACTION: The P&T Committee voted (11 for, 0 opposed, 
oabstained, 2 absent) to recommend the QLs for ondansetron (Zofran), 
dasatinib (Sprycel), budesonide nebulizer solution (Pulmicort Respules), 
cromolyn inhaler (Intal), azelastine nasal spray (Astelin), azelastine with 
sucralose nasal spray (Astepro), metaproterenol nebulizer solution 
(Alupent, generics), ipratropiumlalbuterol inhaler (Combivent), 
methylnaltrexone subcutaneous injection (Relistor), as outlined in 
Appendix C. 

Acting Director, TMA, Decision: i!l"Approved 0 Disapproved 

Approved, but modified as follows: ~P.~ 
Minutes and Recommendations of the 000 P&T Committee Meeting 13 May 2009 	 Page 14 of 34 

Cumulative Page #268



C. 	 Extended Core Formulary (ECF) Clarification-The P&T Committee was 
briefed in August 2008 on efforts to implement electronic prescribing in the 
Military Health System (MHS). As part of the ongoing plan to systematically 
review drugs represented on the Basic Core Formulary (BCF)/Extended Core 
Formulary (ECF), the P&T Committee periodically reviews recommendations 
for changes to the BCFIECF. At this meeting, the ECF was reviewed because 
greater specificity in the drug listings is required to assist with e-prescribing 
efforts. Appendix D outlines drugs currently designated as ECF. 

1) COMMITTEE ACTION: The P&T Committee voted (11 for,O opposed, 1 
abstained, 1 absent) to recommend the listing of the ECF drugs, as outlined 
in Appendix D. 

Acting Director, TMA, Decision: ~Approved 0 Disapproved 

Approved, but modified as follows: ~.p~ 
D. 	Oral Fentanyl Citrate Automated PA-The P&T Committee was briefed on 

an analysis examining MHS utilization of oral fentanyl citrate buccal lozenges 
(Actiq) and buccal tablets (Fentora) among opioid-naive patients (i.e., those 
without prior opioid exposure). Both Actiq and Fentora are indicated for 
breakthrough pain in combination with long-acting opioids in opioid-tolerant 
patients. A total of 1,217 TRICARE beneficiaries received prescriptions for 
oral fentanyl citrate during the 5-month observation period from November 1, 
2009 to May 31, 2009. The oral fentanyl prescriptions were dispensed in 
majority (89 percent) from the TRRx. Forty percent ofpatients (492/1,217) 
were identified as new oral fentanyl citrate users. A total of375 (76 percent) 
new users received an opioid prescription within the last 60-days of their first 
oral fentanyl citrate prescription; 81 percent of new users had prior exposure to 
a strong opioid. In total, 10 percent (11711 ,21 7) of all oral fentanyl citrate 
users were opioid-naive. Sensitivity analysis showed results to be dependent 
on length of look-back period. 

Due to potential patient safety and inappropriate prescribing concerns, the P&T 
Committee recommended inclusion of oral fentanyl citrate products (Actiq and 
Fentora) in the current Automated Profile Review (APR) for trans dermal 
fentanyl. The APR is available at retail and mail order points of service and 
allows pharmacists to override the requirement for evidence of a previous 
opioid prescription in the 60-day look- back period with intervention and 
outcome codes (to avoid disrupting chronic therapy). The fentanyl APR 
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process differs from other PAs that require review by ESI (Express Scripts, 
Inc., DoD contractor for retail and mail order), have more stringent criteria to 
allow overrides, and take longer to resolve. The Pharmacy Program Office has 
requested and will begin testing a similar function in the Composite Health 
Care System for the MTF pharmacies. 

1) 	 COMMITTEE ACTION: The P&T Committee voted (11 for, 0 opposed, 0 
abstained, 2 absent) to recommend addition of the oral formulations of 
fentanyl citrate, Actiq and Fentora be added to the automated PA. 

Acting Director, TMA, Decision: ~APprove~~~::~~oved 
Approved, but modified as follows: ~f~.-~ 

6) 	FUTURE UF DRUG CLASS REVIEWS 

A drug class overview for the Phosphodiesterase type-5 inhibitors (PDE-5s) was 
presented to the P&T Committee. The P&T Committee provided expert opinion 
regarding those clinical outcomes considered most important for the 
Pharmacoeconomic Center to use in completing the clinical effectiveness reviews 
and developing appropriate cost-effectiveness models. The clinical and economic 
analyses of this drug class will be completed for August 2009 P&T Committee 
meeting. 

7) ITEMS FOR INFORMATION 

A. National Defense Authorization Act (NDAA) Section 703-Inclusion of 
TRICARE Retail Pharmacy Program in Federal Procurement of 
Pharmaceuticals Update-The Office of General Counsel (OGC) updated the 
P &T Committee on the litigation and status of the final rule that will 
implement Section 703 of the 2008 NDAA. The judge has not rendered a 
decision regarding the current litigation. The final rule is at the Office of 
Management and Budget (OMB). Key members from the TMA Pharmacy 
Operations Department and OGC have met with OMB personnel. The 
timetable for approval and impact on the DoD P&T Committee process are not 
known. 

8) 	ADJOURNMENT 

The meeting adjourned at 3:00 on March 13,2009. The next meeting will be in 
August 2009. 

Minutes and Recommendations of the 000 P& T Committee Meeting 13 May 2009 	 Page 16 of 34 

Cumulative Page #270



OL John Kugler, MC, USA 
DoD P&T Committee Chair 

Appendix A-Attendance 
Appendix B-Table of Medical Necessity Criteria 
Appendix C-Table of Quantity Limits 
Appendix D-Table of Extended Core Formulary Clarification 
Appendix E-Table of Implementation Status of UF 

Recommendations/Decisions 
Appendix F-Table of Abbreviations 

SUBMITTED BY: .R J 7 fl,.) l''j 

DECISION ON RECOMMENDATIONS 


Acting Director, TMA, decisions are as annotated above. 


Ellen P. Embrey 
Performing the Duties of the 

Assistant Secretary of Defense, 
Health Affairs 

(Date) 
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Appendix A - Attendance 

Voting Members Present 
DoD P&T Committee Chair 


LTC Stacia Spridgen, MSC 


• COL John Kugler, MC 
DoD P &T Committee Recorder 


COL Doreen Lounsbery , MC 
 Army, Internal Medicine Physician, Alternate 

· COL Peter Bulatao for Col Isiah Harper, Army, Pharmacy Officer, Alternate 
.MSC 

Navy, Pharmacy Officer 


CAPT Vernon Lew 


i CAPT Stephanie Simon, MSC 

Coast Guard, Pharmacy Officer 

LTC Bruce Lovins Army, Family Practice Physician, Alternate 

CDR Walter Downs, MC Navy, Internal Medicine Physician, Alternate 

CDR David Tanen, MC Navy, Physician at Large 


Lt Col Thomas Bacon, BSC for Col 
 Chief, Pharmaceutical Operations Directorate 
· Everett McAllister 

I Lt Col Michael Lee, BSC for Col Mark Consultant to the AF/SG 

· Butler 
Air Force, Physician at Large 

I Major Jeremy King, MC 

Lt Col Brian Crownover, MC 

Air Force, OB/GYN Physician 

I Voting Memben Absent 
I COL Carole Labadie, MS Army, Pharmacy Officer 

I COL Ted Cieslak, MC Army, Physician at Large 

I Mr. Joe Canzolino Department of Veterans Affairs 

I Nonvoting Members Present 
DoD P&T Vice Chairman 

i Mr. David Hurt 

I CDR James Ellzy 

Deputy General Counsel, TMA 

i Nonvoting Members Absent 
i COL Kent Maneval, MS Defense Medical Standardization Board 

I Mr. William Davies TRRxlTMOP COR 

I Maj Peter Trang Defense Supply Center Philadelphia 

Guests 
LCDR Tracie Pattenfor CDR Robert Indian Health Service 

· Hayes 

Othen Present 
CDR Matthew Carlberg DoD Pharmacoeconomic Center 


Lt Col James McCrary, MC 
 DoD Pharmacoeconomic Center 


MAJ Misty Carlson, MC 
 DoD Pharmacoeconomic Center 


LCDR Joe Lawrence 
 DoD Pharmacoeconomic Center 
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Appendix A - Attendance - (continued) 

i Others Present 
I Maj Joshua Devine, BSC DoD Phannacoeconomic Center 

LCDR Mariso! Martinez DoD Phannacoeconomic Center 

i Dr. Shana Trice DoD Pharmacoeconomic Center 

I Dr. Eugene Moore DoD Phannacoeconomic Center 

Dr. Angela Allerman DoD Phannacoeconomic Center 

I Dr. David Meade DoD Phannacoeconomic Center 

I Dr. Teresa Anekwe DoD Phannacoeconomic Center 

! Dr. Jeremy Briggs DoD Pharmacoeconomic Center 

Dr. Brian Beck DoD Phannacy Operations Center contractor 
I 

Dr. Dean Valibhai DoD Phannacy Operations Center contractor 

Dr. Carl R. Summers DoD Phannacy Outcomes Research Team 
contractor 

Dr. Esmond Nwokeji DoD Phannacy Outcomes Research Team 
contractor 

Dr. Roger Potyk DoD Phannacy Outcomes Research Team 
contractor 

Mr. Stephen Yarger DoD Phannacy Outcomes Research Team 
contractor 

Ms. Deborah Garcia DoD Phannacy Outcomes Research Team 
contractor 
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Appendix B - Medical Necessity Criteria 

Medical Necessity Criteria Drug I Drug Class 

Azelastine with sucralose nasal spray 

(Astepro) 


• Use of formulary alternatives is contraindicated 

Nasal Allergy Drugs (NADs) 

I 

Oexlansoprazole delayed release capsules 

(Kapidex) 
 • Use of formulary alternatives is contraindicated 

• The patient has experienced significant adverse effects from formulary alternatives. 

Proton Pump Inhibitors (PPls) 

Fenofibrate acid delayed release capsules 

(Trilipix) 


• Use of formulary alternatives is contraindicated 

Antilipidemic-II Drugs (LIP-2s) 

I 

Fesoterodine extended release tablets 

(Toviaz) 
 • Use of formulary alternatives is contraindicated 

• The patient has experienced significant adverse effects from formulary alternatives. 

Overactive Bladder Drugs (OABs)
i 

• Use of formulary alternatives is contraindicated 
Granisetron transdermal system (Sancuso) • The patient has experienced significant adverse effects from formulary alternatives. 

• Formulary agents have resulted in therapeutic failure, 

• The patient previously responded to non-formulary agent and changing to a formulary Antlemetics 
agent would incur unacceptable risk. 
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Appendix C - Quantity Limit Updates 

TRRxQL Comments 

-Indicated for single dose highly 
emetogenic chemo; 
-Not studied in multiple-day 

TMOPQLDrug 

Ondansetron (Zofran) regimensI tab/Rx3 tabs/Rx 
24 mg tablets -Other strengths of ondansetron 

are available for delayed nausea 
I 

and vomitinK 
-Starting dose is 10Omg/d 
-Max dose is 20Omg/d in advanced 

Dasatinib (Sprycel) 60 caps / 30 days phase CML 90 tabs/45 days 
/100 mg tablets -Therapy is continued until disease 

/ worsens or p_atient can't tolerate I 

Budesonide (Pulmicort 60 ml (30 ampules) 
180 ml (90 ampules) Respules) nebulizer Max dose is 1 mg (2ml) per day /
/90 daysso In 30 days 

1 mg/ml 
Cromolyn (Intal) 112 puffslinhaler, max 240 

3 inhalers / 30 days9 inhalers I 90 days 
i inhalations/month 


Azelastine (Astelin) 

i inhaler 8.1 gm 

Clarified TMOP quantity for 
6 bottles / 90 days 2 bottles / 30 days 

consistency 

Azelastine with 

nasal spray 

New product in already reviewed 
6 bottles / 90 days 2 bottles/30 days . sucralose (Astepro) class 

i nasal s~ray 
Metaproterenol 600 amps / 90 days 200 amps/30 days Max dose based on labeling
nebulizer solution 

Ipratropium /albuterol 

(Combivent) inhaler 
 6 inhalers /90 days 2 inhalers/30 days Max dose based on labeling 
14.7 gm 

• Methylnaltrexone SQ 
No Refills Intended for palliative care INo Refills I Injection (Relistor) L 
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Appendix D - Extended Core Formulary Clarification 

------

Therapeutic Category Generic Name Brand Name Dosage Dosage Form P&T Meeting 

ANTIARTHRITICS ADALIMUMAB HUMIRA 40 MG/0.8ML KIT 
Nov 2007 & 
Feb 2008 

------- ------- ------

AUTONOMIC DRUGS DONEPEZIL HCL ARICEPT 10 MG TABLET Nov 2005 

AUTONOMIC DRUGS DONEPEZIL HCL ARICEPT 5MG TABLET Nov 2005 
------

UNCLASSIFIED INTERFERON 
AVONEX 30 MCG/.5ML KIT May 2005 

DRUG PRODUCTS BETA-1A 
--- -~~~ 

PSYCHOTHERAPEUTIC PHENELZINE 
NARDIL 15 MG TABLET Feb 2007 

DRUGS SULFATE 
----

HORMONES SOMATROPIN NORDITROPIN 5 MG/1.5ML CARTRIDGE Aug 2007 
----

HORMONES SOMATROPIN 
NORDITROPIN 

5 MG/1.5ML PENINJCTR Aug 2007 
NORDIFLEX 

---

HORMONES SOMATROPIN 
NORDITROPIN 

10 MG/1.5ML PENINJCTR Aug 2007 
NORDIFLEX 

----

HORMONES SOMATROPIN NORDITROPIN 15 MG/1.5ML CARTRIDGE Aug 2007 
----

HORMONES SOMATROPIN 
NORDITROPIN 15 MG/1.5ML PENINJCTR Aug 2007 
NORDIFLEX 

~-~ 

UNCLASSIFIED 
VARDENAFIL HCL LEVITRA 5MG TABLET May 2005 

DRUG PRODUCTS 
----

UNCLASSIFIED 
VARDENAFIL HCL LEVITRA 10 MG TABLET May 2005 

DRUG PRODUCTS 
---- ----

UNCLASSIFIED 
VARDENAFIL HCL LEVITRA 20MG TABLET May 2005 

DRUG PRODUCTS 
---- ~-~ 
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Appendix E - Implementation Status of UF Class Review Recommendations I Decisions 
----

BCFI 
Drug ECF 

Meeting Class Non-Formulary Medications Class BCFIECF Medications 

May 09 (update; Recommended for non-formulary status 
reviewed Jun 08; Antilipidemic May 09; no change to non-formulary status in Jun 

BCF No changes to BCF recommendation May 09 original review May Agents-II 08 
07) • fenofibrate acid (Trilipix) 

----

Recommended for addition to BCF Jun 08 

• fenofibrate meltdose (Fenoglide), to replaceJun 08 (update; Antilipidemic 
No changes to NF recommended Jun 08 BCF fenofibrate IDD-P (Triglide) reviewed May 07) Agents " 

(Note: fenofibrate IDD-P (Triglide) removed from 
BCF but still UF) 

r-----~~ ~ ~ ~-~ ~ 
~ ~~~~~ ~ ~ ~~~ 

To remain NF 

· fenofibrate nanocrystallized (Tricor) 
Currently BCF Jun 08 (update; Antilipidemic • fenofibrate micronized (Antara) BCF 

gemfibrozilreviewed May 07) Agents II · · omega-3 fatty acids (Omacor) 

· colesevelam (Welchol) 

May 09 update; Recommended for non-formulary status 
Overactive Bladder May 09; no change to non-formulary status in Aug 

BCF No changes to BCF recommendation May 09 reviewed Aug 08; Feb 
Drugs 0806 original review) · fesoterodine (Toviaz) 

~-~ 

· tolterodine ER (Detrol LA) 
Aug 08 

Overactive Bladder · tolterodine IR (Detrol) · oxybutynin ER (Ditropan XL, generics) (re-review; Feb 06 BCF 
(Note: oxybutynin IR [generic Ditropan] removed (DAB) Agents · trospium IR (Sanctura) original review) 
from BCF, but still UF) 

---- ~-~- I 

Recommended for non-formulary status 
May 09 (update; 

Nasal Allergy Drugs May 09; no change to non-formulary status in Nov 
BCF No changes to BCF recommendation May 09 reviewed Nov 08) 08 

· azelastine with sucralose (Astepro) 

---

Decision Date 
(DoD P&T minutes Effective Date for 
signed. effective Non-Formulary 

date for BCF/ECF Medications 
medications. NF to (Implementation 

UF changes) period) 

pending approval pending approval 

Revised 
implementation date: 

26 Nov 08 
27 Aug 08 original 

implementation date: 
29 Oct 08 (60 days) 

21 Nov 07 
24 July 07 (120 days) 

I 

pending approval pending approval 

~-~ 

24 Oct 08 
4 Feb 09 
(90 days) 

pending approval pending approval 
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Meeting 
Drug 
Class Non-Formulary Medications 

BCFI 
ECF 

Class BCFIECF Medications 

Decision Date 
(DoD P&T minutes 

signed. effective 
date for BCFIECF 
medications, NF to 

UF changes) 

Effective Date for 
Non-Formulary 

Medications 
(Implementation 

period) 

Nov 08 (update to 
include nasal 
antihistamines; nasal 
steroids reviewed Nov 
05 & Aug 07 for 
Veramyst) 

Nasal Allergy Drugs 

· olopatadine (Patanase) 
• ciclesonide (Omnaris) 

· fluticasone furoate (Veramyst) 
• 

beclomethasone (Beconase AQ) 

· budesonide (Rhinocort Aqua) 

· triamcinolone (Nasacort AQ) 

BCF · Fluticasone propionate (generic Flonase) 
• Azelastine (Astelin) 

10 Feb 09 
8 Apr 09 
(60 days) 

! 

May 09 (update; 
reviewed May 07& Feb 
05) 

Proton Pump 
Inhibitors 

Recommended for non-formulary status May 09 no 
change to non-formulary status in May 07 

· Dexlansoprazole (Kapidex) 
BCF No changes to BCF recommendation May 09 pending approval pending approval 

------

May 07 
re-review (Feb 05 
Original) 

......_--_. 

PPls 

· lansoprazole (Prevacid) 

· omeprazolelsodium bicarbonate (Zegerid) 

· pantoprazole (Protonix) 

· rabeprazole (Aciphex) 

Automated PA requiring trial of omeprazole OR 
esomeprazole (Nexium) applies to new users of non-
formulary PPls (no use of PPls in last 180 days) 

BCF · 
· 

generic omeprazole 10 mg and 20 mg 
(excludes Prilosec 40 mg) 
esomeprazole (Nexium) 

24 July 07 
24 Oct 07 
(90 days) 

May 09 (update; 
reviewed May 06) Antiemetics 

Recommended for non-formulary status May 09; no 
change to non-formulary status in 

· granisetron transdermal system (Sancuso) 
BCF No changes to BCF recommendation May 09 pending approval pending approval 

--- ------

May OS Antiemetics · dolasetron (Anzemet) BCF · promethazine (oral and rectal) 26 Jul 06 
27 Sep 06 
(60 days) 

Feb 09 
Inhaled 
Corticosteroids 

· Beclomethasone HFA MOl (Qvar) 

· Budesonide MFA MOl (Pulmicort Flexhaler) 

· Ciclesonide HFA MOl (AJvesco) 

· Flunisolide CFC MOl (Aerobid, Aerobid M) 
• Triamcinolone CFC MOl (Azmacort) 

BCF · Fluticasone DPI (Flovent Diskus) 

· Fluticasone HFA MDA (Flovent HFA) 
12 May 2009 

16 Sep 09 
(120 days) 

-_.. --_. 

Appendix E - Implementation Status of UF Class Review Recommendations f Decisions 
Minutes and Recommendations of the 000 P&T Committee Meeting 13 May 2009 Page 24 of 34 

Cumulative Page #278



Meeting 
Drug 
Class Non-Formulary Medications 

BCFI 
ECF 

Class BCFIECF Medications 

Decision Date 
(DoD P&T minutes 

signed, effective 
date for BCFIECF 
medications. NF to 

UF changes) 

Effective Date for 
Non-Formulary 

Medications 
(Implementation 

period) 

Feb 09 Long-Acting Beta 
Agonists · formoterol inhalation solution (Perforomist) BCF · Salmeterol DPI (Serevent Diskus) 12 May 2009 

16Sep 09 
(120 days) 

Feb 09 

Inhaled 
Corticosteroids I 
Long-Acting Beta 
Agonist 
Combinations 

(No ICS/LABA combinations recommended for NF 
placement Feb 09) 

BCF · · 
Fluticasonelsalmeterol OPI (Advair Oiskus) 
Fluticasone/salmeterol HFA MOl 
(Advair HFA) 

12 May 2009 
16 Sep 09 
(120 days) 

Nov 08 Short-Acting 
Beta Agonists 

· albuterol chlorofluorocarbon (CFC) metered dose 
inhaler (MOl) (no longer manufactured) 

· metaproterenol (Alupent) CFC MOl (no longer 
marketed) 

· metaproterenol inhalation solution 

· pirbuterol (Maxair) MOl 

BCF 

· 
· 

Ventolin HFA (albuterol hydrofluoroalkane 
(HFA) MOl 
Albuterol inhalation solution; 
Note - does not include the following: 

Accuneb 0.021% [0.63 mg/mL] 
Accuneb 0.042% [1.25 mg/3mL] 
Albuterol 0.5% [2.5 mg/0.5 mL in 
0.5 unit dose vial] 

10 Feb 09 
8 Apr 09 
(60 days) 

Nov 08 (update to 
include nasal 
antihistamines; nasal 
steroids reviewed Nov 
05 & Aug 07 for 
Veramyst) 

Nasal Allergy Drugs 

· olopatadine (Patanase) 

· ciclesonide (Om naris) 

· fluticasone furoate (Veramyst) 
• 

beclomethasone (Beconase AQ) 

· budesonide (Rhinocort Aqua) 

· triamdnolone (Nasacort AQ) 

BCF · · 
Fluticasone propionate (generic Flonase) 
Azelastine (Astelin) 

10 Feb 09 
8 Apr 09 
(60 days) 

Nov 08 & Aug 08 
(update; reviewed 
Nov 05) 

Antidepressants I 
Recommended for non-formulary status Aug 08; no 
change to non-formulary status in Nov 08 

· desvenlafaxine (Pristiq) 
BCF No changes to BCF recommended Aug 08 

10 Feb 09: original 
signing date 
24 Oct 08 

7 Jan 09 
(60 days) 
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Meeting 
Drug 
Class Non-FormUlary Medications 

BCFI 
ECF 

Class BCFIECF Medications 

Decision Date 
(DoD P&T minutes 

signed, effecllve 
date for BCFJECF 
medications, NF to 

UF changes) 

Effective Date for 
Non-Formulary 

Medications 
(Implementation 

period) 

Aug 08 (update; 
reviewed Nov 05) 

Antidepressants I 

To remain NF 

· paroxetine HCI CR (Paxil) 

· fluoxetine 90 mg weekly admin. (Prozac Weekly) 

· fluoxetine in special packaging for PMDD (Sarafem) 

· escitalopram (Lexapro) 

· duloxetine (Cymbalta) 

· bupropion extended release (Wellbutrin XL) 

Currently BCF 

· · BCF 

· · 
-- I-------· 

citalopram 
fluoxetine (excluding weekly regimen & 
special packaging for PMDD) 
sertraline (Zoloft) 
trazodone 
bupropion sustained release 

----

19Jan 06 
19 Jul 06 

(1BO days) 

Nov 08 
ACE inhibitors -
Renin Angiotensin 
Antihypertensives 

Previously non-formulary, recommended for UF status 
NovOB 

· ramipril (Altace generic) 
BCF 

· No changes recommended to BCF at Nov DB 
meeting; ramipril removed from Non-
formulary status and designated as Uniform 
Formulary immediately upon signing of the 
minutes 

10 Feb 09 N/A 

1--- ---

Oct 08 (interim 
teleconference 
meeting) & Jun 08 

Triptans · almotriptan (Axert) 

· frovatriptan (Frova) 

· naratriptan (Amerge) 
BCF 

· 
· 

rizatriptan (Maxalt), immediate upon Signing 
of the minutes 
sumatriptan oral and one injectable 
formulation, when multi-source generics are 
available 

24 Oct OB;; 
original signing date: 

27 Aug OB 

26 Nov 08 
(90 days) 

Appendix E - Implementation Status of UF Class Review Recommendations I Decisions 
Minutes and Recommendations of the DoD PST Committee Meeting 13 May 2009 Page 26 of 34 

Cumulative Page #280



-------------

Meeting 
Drug 
Class Non-Formulary Medications 

BCFI 
ECF 

Class BCF/ECF Medications 

Decision Date 
(DoD P&T minutes 

signed. effective 
date for BCFIECF 
medications. NF to 

UFchanges) 

Effective Date for 
Non-Formulary 

Medications 
(Implementation 

period) 

Aug 08 

Self-Monitoring 
Blood Glucose 
Systems (SMBGS) 
test strips 

0 OneTouch Ultra 2 strips (for OneTouch Ultra 2. 
Ultra Mini. and Ultra Smart meters) 

0 TrueTrack strips (for TrueTrack meter) 
0 Accu-chek Comfort Curve sbips (for Accu-chek 

Advantage meter) 
0 Accu-chek Compact Plus drum (for Accu-check 

Compact Plus meter) 
0 Accu-chek Simplicity, Ascensia Autodisk, 

Ascensia Breeze 2. Ascensia Elite, Assure, 
Assure 3, Assure II, Assure Pro, Bd Test Strips, 
Chemstrip Bg, Control AST, Dextrostix Reagent, 
Easygluco, Easypro, Fast Take, Freestyle test 
strips (other than Freestyle Lite), Glucofilm, 

BCF 

Basic Core Formulary 5MBGS test strips 
0 Precision Xtra strips 

(for Precision Xtra meter) 
Uniform Formulary 5MBGS test strips 
0 Accu-chek Aviva (for Accu-chek Aviva meter) 
• Ascensia Contour (for Ascensia Contour 

meter) 

24 Oct 08 
17 Mar 09 
(120 days) 

Glucolab, Glucometer Dex, Glucometer Elite, 
Glucose Test Strip. Glucostix. Optium, 
Precision Pcx. Precision Pcx Plus, Precision O-I-D. 
Precision Sof-Tact. Prestige Smart System, 
Prodigy. Quicktek, Sidekick. Sot-Tact, Surestep. 
Surestep Pro. Test Sbip, Relion Ultima, Uni-Check 

0 Plus all other store/private label brand strips not 
included on the UF (see BCF/ECF column) 

0 Freestyle Lite (for Freestyle Freedom lite and 
Freestyle lite meters) 

Aug 08 
(re-review; Feb 06 
original review) 

Overactive Bladder 
(OAB) Agents · tolterodine IR (Detrol) 

0 trospium IR (Sanctura) BCF 
· tolterodine ER (Detrol LA) 

· oxybutynin ER (Ditropan XL. generics) 
(Note: oxybutynin IR [generic Ditropanj removed 
from BCF. but still UF) 

---------

No changes to BCF recommended Aug 08 

24 Oct 08 4 Feb 09 
(90 days) 

Aug 08 (update; 
reviewed Aug 05; also 
updated Nov 07) 

Calcium Channel 
Blockers 

Recommended for non-fonnulary status Aug 08 
• nisoldipine geomatrix (Sular geomatrix) 

BCF 

24 Oct 08 7 Jan 09 
(60 days) 

Previously non-formulary, recommended tor UF status 
Nov 07 

· amlodipine besylate (Norvasc generic) 
f---------- -------------

To Remain Non-Formulary 

· isradipine IR, ER (Dynacirc; Dynacirc CR) 
0 nicardipine IR (Cardene, generics) 
0 nicardipine SR (Cardene SR) 
0 verapamil ER (Verelan) 
0 verapamil ER HS dosing (Verelan PM. Covera HS) 

· diltiazem ER for bedtime dosing (Cardizem LA) 

Recommended for addition to BCF Nov 07 

· amlodipine besytate tablets 
------------

Currently BCF 
0 amlodipine besylate (Norvase, generics) 

(Recommended at Nov 07 meeting) 
0 nifedipine ER (Adalat CC, generics) 
0 verapamil SR 
0 diltiazem ER (Tiazac, generics) 

13 Feb 08 13 Feb 08 

13 Oct 05 15 Mar 06 
(150 days) 
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-
Decision Date 

(DoD P&T minutes Effec;tive Date for 

BCFI 
signed, effective 

date for BCFIECF 
Non-Fonnulary 

Medications 
Drug ECF medications. NF to (Implementation 

Meeting Class Non-Fonnulary Medications Class BCFIECF Medications UF changes) period) 
----------

• alendronate (Fosamax) 

Jun 08 Osteoporosis 
Agents • calcitonin salmon nasal spray (Miacalcin) BCF · ibandronate (Boniva) 

(Note: raloxifene (Evista) removed from BCF. but 
27 Aug 08 

26 Nov 08 
(90 days) 

still UF) 
----------- ---------- --------

Jun 08 (update; 
reviewed May 07) 

Antilipidemic 
Agents II 

No changes to NF recommended Jun 08 BCF 

Recommended for addition to BCF Jun 08 

· fenofibrate meltdose (Fenoglide). to replace 
fenofibrate IDD-P (Triglide) 

(Note: fenofibrate IOO-P (Triglide) removed from 
27 Aug 08 

Revised 
implementation date: 

I 

26 Nov 08 
original 

implementation date: 
BCF but still UF) 29 Oct 08 (60 days) 

---------

To remain NF 

Jun 08 (update; 
reviewed May 07) 

Antilipidemic 
Agents II 

· fenofibrate nanocrystallized (Tricor) 

· fenofibrate micronized (Antara) 

· omega-3 fatty acids (Omacor) 
BCF 

Currently BCF 

· gemfibrozil 
24 July 07 

21 Nov 07 
(120 days) 

· colesevelam (Welchol) 

Revised 
implementation date: 

Recommended for non-formulary status Jun 08 

· nebivolol (Bystolic) 
No change to BCF recommended Jun 08 27 Aug 08 

26 Nov 08 
original 

implementation date: 
Jun 08 {update; 
reviewed Nov 07) 

AdrenergiC 
Blocking Agents ------- BCF 29 Oct 08 (60 days) 

Currently BCF 

(No ABAs selected for NF placement at Nov 07 
meeting) 

· atenolol tablets 

· metoprolol tartrate IR tablets 

· carvediiollR tablets 
13 Feb 08 -

· metoprolol succinate ER tablets 
-------

Revised 
implementation date: 

Recommended for non-formulary status Jun 08 
• levocetirizine (Xyzal) 

No change to BCF recommended Jun 08 27 Aug 08 
26 Nov 08 

original 
implementation date: 

Jun 08 (update; 
reviewed Aug 07 

Newer 
Antihistamines -------------

BCF 29 Oct 08 (60 days) 

· MTFs required to carry at least one single 
To remain NF 

· desloratadine (Clarinex) 

· desloratadinefpseudoephedrine (Clarinex 0) 

ingredient agent from the newer antihistamine 
class (Ioratadine. cetirizine. or fexofenadine) 
on their local fonnulary. including at least one 

17 Oct 07 
16 Jan 08 
(90 days) 

dosage fonn suitable for pediatric use 
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Meeting 
Drug 
Class Non-Formulary Medications 

BCFI 
ECF 

Class BCF/ECF Medications 

Decision Date 
(DoD P&T minutes 

signed, effective 
date for BCF/ECF 
medications, NF to 

UF changes) 

Effective Date for 
Non-Formulary 

Medications 
(Implementation 

period) 

Jun 08 (update; 
reviewed Aug 07) 

Leukotriene 
Modifiers 

Recommended for non-formulary status Jun 08 

· Zileuton ER (Zyflo CR) 
BCF 

No changes to BCF rec Jun 08 27 Aug 08 

Revised 
implementation date: 

26 Nov 08 
original 

implementation date: 
29 Oct 08 (60 days) 

To remain NF 

· zileuton (Zyflo) 
Currently BCF 

· montelukast (Singulair) 
170ct07 

16 Jan 08 
(90 days) 

Jun 08 (update) 
Original reviews 

· ACE inhibitors: 
Aug 05 

· Miscellaneous 
antihypertensives, 

Recommended for non-formulary status Jun 08 

· olmesartanlamlodipine (Azor) 
No change to BCF recommended Jun 08 27 Aug 08 

Revised 
implementation date: 

26 Nov 08 
original 

implementation date: 
29 Oct 08 (60 days) 

To remain NF 

· valsartan amlodipine (Exforge) 
No change to BCF recommended Nov 07 13 Feb 08 

16 Apr 08 
(60 days) 

To remain NF Currently on the BCF 
including 
ACE/CCB combos. 
Feb 06 

· ARBs: May 07 

· Renin inhibitors. 
Aug 07 

· CCB/ARB combos 
Nov 07 update 

Renin Angiotensin 
Antihypertensives ACE inhibitors 

• Moexipril +/- HCTZ (Univasc; Uniretic) 
• perindopril (Aceon) 
• ramipril (Altace) 

ACE/CCB combos 
• felodipine/enalapril (Lexxel) (D/C'd from market) 
• verapamil/trandolapril (Tarka) 

ARBs 

BCF ACE inhibitors 
• captopril 
• lisinopril 
• lisinopril/ HCTZ 

ACE/CCB combos 
• amlodipine/benazepril (Lotrel, generics) 

ARBs 
• telmisartan (Micardis) 

ACE inhibitors 

• 13 Oct 05 

ACE/CCB combos 

• 26 Apr 06 

ARBs 

ACE inhibitors 

• 15 Feb 06 

ACE/CCB combos 

• 26 Jul 06 

ARBs 

• eprosartan +/- HCTZ (Teveten; Teveten HCT) • telmisartan HCTZ (Micardis HCT) • 24 July 07 • 21 Nov 07 
• irbesartan+/- HCTZ (Avapro, Avalide) 
• olmesartan +/- HCTZ (Benicar; Benicar HCT) 
• valsartan +/- (Diovan; Diovan HCT) 

Nov 07 
Targeted 
Immunomodulatory 
Biologics 

· etanercept (Enbrel) 

· anakinra (Kineret) 
ECF · adalimumab (Humira) injection 13 Feb 08 

18 Jun 08 
(120 days) 

Nov 07 re-review 
(Aug 05 original) 

BPH Alpha 
Blockers 

· tamsulosin (Flomax) 

Automated PA requiring trial of alfuzosin (Uroxatral) 
applies to new users of tamsulosin (no use of 
uroselective alpha blockers in last 180 days) 

BCF · terazosin tablets or capsules 

· alfuzosin tablets (Uroxatral) 
13Feb08 

16 Apr 08 
(60 days) 
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Meeting 
Drug 
Class Non.Formulary Medications 

BCFt 
ECF 

Class BCFtECF Medications 

Decision Date 
(000 paT minutes 

signed, effective 
date for BCF/ECF 
medications, NF to 

UF changes) 

Effective Date for 
Non.Formulary 

Medications 
(Implementation 

period) 

Nov 07 (update, 
original review Nov 06) 

ADHD 1Narcolepsy 
Agents 

Recommended for non-formulary status Nov 07 

· lisdexamfetamine (Vyvanse) 
------------------------------------------

To remain NF 
• dexmethylphenidate IR (Focalin) 

· dexmethylphenidate SODAS (Focalin XR) 

· methylphenidate transdermal system (Daytrana) 

BCF 

No change to BCF recommended Nov 07 13 Feb 08 
16 Apr 08 
(60 days) 

Currently on the BCF 

· methylphenidate OROS (Concerta) 

· mixed amphetamine salts ER (Adderall XR) 

· methylphenidate IR (Ritalin) 

17 Jan 07 18 Apr 07 

Nov 07 (update, 
original review May 
06) 

Contraceptives 

Recommended for non-formulary status Nov 07 

· EE 20 meg/levonorgestrel 0.09 mg in special 
packaging for continuous use (Lybrel) 

BCF 

No change to BCF recommended Nov 07 13 Feb 08 
16 Apr 08 
(60 days) 

To remain NF 

· EE 30 meg Ilevonorgestrel 0.15 mg in special 
packaging for extended use (Seasonale) 

· EE 25 meg 1norethindrone 0.4 mg (Ovcon 35) 
• EE 50 meg 1norethindrone 1 mg (Ovcon 50) 

· EE 20/30/35 meg 1noreth. 1 mg (Estrostep Fe) 

Currently on the BCF 

· EE 20 meg 13 mg drospirenone (Yaz) 

· EE 20 meg 10.1 mg levonorgestrel (Lutera, 
Sronyx, or equivalent) 

· EE 30 meg 13 mg drospirenone (Yasmin) 

· EE 30 meg 10.15 mg levonorgestrel 
(Nordette or equivalent 1exdudes Seasonale) 

· EE 35 meg 11 mg norethindrone (Ortho-
Novum 1/35 or equivalent) 

· EE 35 meg 10.25 mg norgestimate (Ortho-
Cyden or equivalent) 

· EE 25 meg 1 0.1810.215/0.25 mg 
norgestimate (Ortho Tn-Cyclen Lo) 

· EE 35 meg 1 0.1810.215/0.25 mg 
norgestimate (Ortho Tri-Cyclen or equivalent) 

· 0.35 mg norethindrone (Nor-QD, Ortho 
Micronor, or equivalent) 

26 Jul 06 24 Jan 07 

· EE 30/10 meg 10.15 mg levonorgestrel in special 
packaging for extended use (Seasonique) 

· EE 20 meg 11 mg norethindrone (Loestnn 24 Fe) 
17Jan07 18 Mar 07 

Aug 07 Growth Stimulating 
Agents 

· somatropin (Genotropin, Genotropin Miniquick) 

· somatropin (Humatrope) 

· somatropin (Omnitrope) 

· somatropin (Saizen) 

ECF · somatropin (Norditropin) 17 Oct 07 
19 Dec 07 
(60 days) 

May 07 
re-review (Feb 05 
original) 

PPls 

· lansoprazole (Prevacid) 

· omeprazole/sodium bicarbonate (Zegerid) 
• pantoprazole (Protonix) 

· rabeprazole (Aciphex) 

Automated PA requiring trial of omeprazole OR 
esomeprazole (Nexium) applies to new users of non-
formulary PPls (no use of PPls in last 180 days) 

BCF · generic omeprazole 10 mg and 20 mg 
(excludes Prilosec 40 mg) 

· esomeprazole (Nexium) 
24 July 07 24 Oct 07 

(90 days) 
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------ ---------

---------

-------

------- --

~ ~ ~~~-~~~~~-
r~~~~~ 

Decision Date 
Effective Date for(DoD P& T minutes 

signed. effective Non-Formulary
BCFI Medications 

Drug 
date for BCFIECF 

ECF medications, NF to (Implementation 
Meeting period)Class BCFIECF Medications UFchanges)Non-Formulary Medications Class 

· eprosartan +/- HCTZ (Teveten: Teveten HCT) 
May 07 · irbesartan +I-HCTZ (Avapro: Avalide) · telmisartan (Micardis) 21 Nov 07 

24 July 07 re-review (Feb 05 ARBs BCF (120 days) · olmesartan +1- HCTZ (Benicar; Benicar HCT) · telmisartan HCTZ (Micardis HCT) original) · valsartan +1- HCTZ (Diovan; Diovan HCT) 

24 Oct 075-Alpha Reductase May 07 · dutasteride (Avodart) • finasteride 24 July 07 BCF (90 days) Inhibitors 
~~~-

· zolpidem ER (Ambien CR) 

· zaleplon (Sonata) 

· ramelteon (Rozerem) 
Newer Sedative 01 Aug 07 Automated PA requiring trial of zolpidem IR applies to · zolpidem IR (Ambien) Feb 07 02 May 07 BCF (90 days) Hypnotics new users of eszopiclone (Lunesta). ramelteon 


(Rozerem), zaleplon (Sonata). or zolpidem ER (Am bien 

CR) (new users = no use of newer sedative hypnotics 

in last 180 days) 


01 Aug 07 MonoamineFeb 07 · selegiline transdermal patch (Emsam) · phenelzine (Nardil) 02 May 07 ECF (90 days) Oxidase Inhibitors 
• 

· 
· · 

morphine sulfate IR 15 mg, 30 mg 
morphine sulfate 12-hour ER (MS Contin or 
equivalent) 15,30,60 mg 
oxycodonel APAP 5/325 mg 01 Aug 07 Feb 07 Narcotic Analgesics 02 May 07 • tramadol ER (Ultram ER) BCF · hydrocodone/APAP 5/500 mg 

· 
(90 days) 

codeine/APAP 30/300 mg 

· 
• codeine/APAP elixir 12/120 mg/5 mL 

tramadollR 

· latanoprost (Xalatan) · travoprost (Travatan, Travatan Z) · brimonidine (Alphagan P); excludes 0.1 %· timolol maleate for once daily dOSing (Istalol)Ophthalmic 01 Aug 07 Feb 07 · timolol maleate 02 May 07 BCF (90 days) Glaucoma Agents · timolol hemihydrate (Betimol) · timolol maleate gel-forming solution · blinzolamide (Azopt) · pilocarpine 

Older Sedative -NovOe 17 Jan 07 BCF · temazepam 15 and 30 mg -Hypnotics 

Nov 06 Dermatologic Recommended for non-formulary status Nov 06: 
17 Aug 05 BCF(update; reviewed Nov Topical 14 Jul 05 No change to BCF recommended Nov 06 0.25% miconazole 115% zinc oxide 181.35% white (30 days) 06) Antifungals' petrolatum ointment (Vusion) 

, 
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BCF/ 
Drug ECF 

Meeting Class Non-Formulary Medications Class BCFIECF Medications 

• econazole 

· ciciopirox nystatin· · oxiconazole (Oxistat) · clotrimazole· sertaconazole (Ertaczo) 

· sulconazole (Exelderm) 

Aug 06 
H2 Antagonists / GI 

BCF • ranitidine (Zantac) excludes gel caps and -protectants effervescent tablets 

· simvastatin (Zocor) 

Aug 06 
Antilipidemic • rosuvastatin (Crestor) 

BCF • pravastatin 
Agents I · atorvastatin / amlodipine (Caduet) · simvastatin / ezetimibe (Vytorin) 

• niacin extended release (Niaspan) 

May 06 Antiemetics · dolasetron (Anzemet) BCF · promethazine (oral and rectal) 

Feb 06 Misc (ACE/CCB combos now part of RAAs class)
Antihypertensive (ACE/CCB combos now part of RAAs class) (re-classified Aug 07; · Agents (ACE/CCB · felodipine/enalapril (Lexxel) BCFand updated Jun 08; · see above) combos now part of • verapamilltrandolapril (Tal'1<a) · RAAsclass) 

Feb 06 GABA-analogs · pregabalin (Lyrica) BCF · 
Nov 05 Alzheimer's Drugs · tacrine (Cognex) ECF • 

Macrolide! · azithromycin 2 gm (Zmax) · Nov 05 Ketolide BCF 
Antibiotics · telithromycin (Ketek) · 

May 05 PDE5 Inhibitors · sildenafil (Viagra) 
ECF · · tadalafil (Cialis) 

May 05 MS-DMDs - · ECF 

amlodipine/benazepril (Lotrel) 
hydralazine 
clonidine tablets 

gabapentin 

donepezil (Aricept) 

azithromycin (Z-Pak) 
erythromycin salts and bases 

vardenafil (Levitra) 

interferon beta-1a intramuscular injection 
(Avonex) 

DecIsion Date 
Effective Date for(DoD P&T minutes 

signed, effective Non-Formulary 
date for BCFIECF Medications 
medications, NF to (Implementation 

UFchanges) period) 

18 Mar 07
17 Jan 07 

(60 days) 

23 Oct 06 -

23 Oct 06 
1 Feb 07 
(90 days) 

26 Jul 06 
27 Sep 06 
(60 days) 

26 Jul 06 
26 Apr 06 

• 

(90 days) 

26 Apr 06 
28 Jun 06 
(60 days) 

19 Jan 06 
19 Apr 06 
(90 days) 

22 Mar 06
19 Jan 06 

(60 days) 

14 Jul 05 
12 Oct 05 
(90 days) 

14 Jul 05 -
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Meeting 
Drug 
Class Non-Fonnulary Medications 

BCFI 
ECF 

Class BCF/ECF Medications 

Decision Date 
(DoD P&T minutes 

signed. effective 
date for BCFIECF 
medications. NF to 

UFchanges) 

Effective Date for 
Non-Fonnulary 

Medications 
(Implementation 

period) 

BCF = Basic Core Formulary; ECF =Extended Core Formulary; MN =Medical Necessity; TMOP =TRICARE Mail Order Pharmacy; TRRx =TRICARE Retail Pharmacy program; UF =Uniform Formulary 
CFC =chlorofluorocarbon; ER = extended release; HFA = hydrofluoroalkane; IR = immediate release; SR = sustained release; IDD-P = insoluble drug delivery-microParticle; 
AD·1s: Antidepressant·1 Drugs; ADHD =Attention Deficit Hyperactivity Disorder; ARBs = Angiotensin Receptor Blockers; ACE Inhibitors =Angiotensin Converting Enzyme Inhibitors; BPH = Benign Prostatic 
Hyperplasia; CCBs =Calcium Channel Blockers; EE =ethinyl estradiol; GI =gastrOintestinal; GABA = gamma-aminobutyric acid; H2 = Histamine-2 receptor; HCTZ = hydrochlorothiazide; LlP-1 = 
Antihyper1ipidemic-1 Drugs; LlP-2 =Antihyper1ipidemic-2 Drugs; MDls = metered dose inhalers; MOAls;;; Monoamine Oxidase Inhibitor Drugs; MS-DMDs = Multiple Sclerosis Disease-Modifying Drugs; NADs 
=Nasal Allergy Drugs; OABs = Overactive Bladder Medications; PDE5 Inhibitors = Phosphodiesterase- type 5 inhibitors; PPls = Proton Pump Inhibitors; RAAs = Renin Angiotensin Antihypertensives Drugs; 
SABAs = Short-Acting Beta Agonists; 5MBGS: Self-Monitoring Blood Glucose Systems; TIBs =Targeted Immunomodulatory Biologics; TZDs= Thiazolidinediones 
"The Dermatologic Topical Antifungal drug class excludes vaginal products and products for onychomycosis (e.g., ciclopirox topical solution [Penlac)) 

-- ---
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Appendix F - Table of Abbreviations 
5-HT3 serotonin subtype 3 
AE adverse event 
APR Automated profile review 
AD-1 Antidepressant-I drug class 

! BAP Beneficiary Advisory Panel 
• BCF Basic Core Formulary 
I BIA budget im pact analysis 
! CEA Cost-effectiveness analysis 

CFR ~Of Federal Regulations 
CHCS osite Health Care System 

! CHD coronary heart disease 
CINV chemotherapy induced nausea and vomiting 

i CMA cost minimization analysis 
DoD Department of Defense 
DR delayed release 
ECF Extended Core Formulary 

i EE erosive esophagitis 
ESI Express Scripts, Inc 
ER extended release 
FCP Federal Ceiling Price ! 

FDA Food and Drug Administration 
FSS Federal Supply Schedule Price 

i FY fiscal year 
HA Health Affairs 
HDL high density lipoprotein 
LlP-2 Antilipidemic-II drug class 
MHS Military Health System 
MN medical necessity 

. MTF Military Treatment Facility 
NAD Nasal Allergy drug class 
NDAA National Defense Authorization Act 
OAB Overactive Bladder drug class 
OMB ~anagement and Budget 
P&T and Therapeutics 
PA prior authorization 
PEC Pharmacoeconomic Center 
PORT Pharmaceutical Outcomes Research Team 
PPI Proton Pump Inhibitor drug class ! 

PDE-5 Phosphodiesterase-type 5 inhibitor drug class 
QL quantity limit 
SAR seasonal allergic rhinitis 
SNRI serotonin norepinephrine reuptake inhibitor 
TDS transdermal system 
TFL TRICARE for life beneficiary 
TG triglyceride 
TMA TRICARE Management Activity 
TMOP TRICARE Mail Order Pharmacy 
TRRx TRICARE Retail Pharmacy Network 
UFVARR Uniform Formulary Voluntary Agreement for Retail Refunds 
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DEPARTMENT OF DEFENSE 


PHARMACY AND THERAPEUTICS COMMITTEE RECOMMENDATIONS 


February 2009 

1. 	 CONVENING 

The Department of Defense (DoD) Pharmacy and Therapeutics (P&T) Committee 
convened at 0800 hours on 18 February 2009 at the DoD Pharmacoeconomic Center 
(PEC), Fort Sam Houston, Texas. 

2. 	 ATTENDANCE 

The attendance roster is found in Appendix A. 

3. 	 REVIEW MINUTES OF LAST MEETINGS 

A. Revisions to the minutes - There were no revisions to the November 2008 DoD 
P&T Committee meeting minutes. 

B. 	 Approval of November minutes - S. Ward Casscells, III, MD, approved the 
minutes of the November 2008 DoD P&T Committee meeting on 10 February 2009. 

4. 	 REVIEW OF RECENTLY FDA~APPROVED AGENTS 

Self-Monitored Blood Glucose System (SMBGS) Test Strips - TRUETest Test Strip 

Relative Clinical Effectiveness - The self-monitored blood glucose system (SMBGS) 
test strips were evaluated for Uniform Formulary (UF) placement at the August 2008 
DoD P&T Committee meeting. The other 5MBGS test strips designated as formulary 
on the UF include Accu-chek A viva, Precision Xtra, Freestyle Lite, and Ascensia 
Contour. The TRUEtest 5MBGS test strip was approved by the FDA in late August 
2008 and, therefore, was not included in the original UF decision. The TR UEtest test 
strip clinical evaluation included, but was not limited to, the requirements stated in 
the UF rule, 32 CFR 199.21(e)(1). 

The TRUEtest 5MBGS test strip meets the requirements for accuracy by the FDA 
and the International Standard for Organization, does not require coding, is 
compatible with 2 5MBGS meters (TRUEresult and TRUE2go meters), requires a 0.5 
microliter blood sample size, is approved for both fingertip and forearm testing, and 
provides results in 4 to 10 seconds. The TRUEtest 5MBGS test strip employs 
glucose dehydrogenase pyrroloquinolinequinone (GDH-PQQ) as the reagent. Other 
5MBGS test strips with GDH-PQQ have been rarely associated with falsely high 
blood glucose readings and potential patient harm when used concurrently with 
products containing maltose (e.g., dialysis patients receiving icodextrin dialysate 
solutions), The TRUEtest package label contains warnings for this interaction. 

Relative Clinical Effectiveness Conclusion -The P&T Committee concluded (15 
for, 0 opposed, 0 abstained, 0 absent): 1) the TRUEtest 5MBGS test strip is similar 
to other 5MBGS test strips included on the UF, in terms of meeting the minimum 
technical requirements; 2) there is a high degree of therapeutic interchangeability 
between TRUEtest and the other 5MBGS test strips included on the UF; and 3) in 
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terms of safety, TRUEtest is similar to other 5MBGS test strips included on the UF 
that also use the GDH-PQQ reagent. 

Relative Cost-Effectiveness - The P&T Committee evaluated the relative cost
effectiveness of TRUEtest 5MBGS test strips in relation to efficacy, safety, 
tolerability, and clinical outcomes of the other test strips in the 5MBGS class. 
Information considered by the P&T Committee included, but was not limited to, 
sources of information listed in 32 CFR 199.21(e)(2). 

A cost minimization analysis (CMA) was employed to evaluate the cost-effectiveness 
of TRUEtest blood glucose strips. The cost-effectiveness of TRUEtest was evaluated 
relative to the following agents: Accu-chek A viva, Contour, Freestyle Lite, 
OneTouch Ultra, Precision Xtra, and TrueTrack. The results of the CMA showed that 
the projected weighted average daily cost of TRUEtest was significantly lower than 
the weighted average daily cost of all the other 5MBGS test strips. 

Relative Cost-Effectiveness Conclusion The P&T Committee concluded (14 for, 0 
opposed, 1 abstained. 0 absent) that the TRUEtest 5MBGS test strip for the 
TRUEresult and TRUE2go meters is cost effective relative to the other 5MBGS test 
strips included on the UF when future market conditions were considered. 

1) 	 COMMITTEE ACTION: UF RECOMMENDATION-Taking into 
consideration the conclusions from the relative clinical effectiveness and relative 
cost-effectiveness determinations, and other relevant factors, the P&T Committee, 
based upon its collective professional judgment, recommended (14 for, 0 
opposed, 1 abstained, 0 absent) that the TRUEtest 5MBGS test strip remain 
designated as formulary on the UFo 

Director, TMA, Decision: r:2i.J.t«.; ./ '-"'7Ij'VI1I ~pproved 0 Disapproved 

Approved, but modified as follows: 

2) 	 COMMITTEE ACTION: BCF RECOMMENDATION Based on the results 
of the clinical and economic evaluations presented, the P&T Committee voted (14 
for, 0 opposed, 1 abstained, and 0 absent) to recommend: 1) the TRUEtest test 
strips not be added to the BCF. 

Director, TMA. Decision:~P..........'V"!" ~roved o Disapproved 


Approved, but modified as follows: 

5. DRUG CLASS REVIEW - PULMONARY I AGENTS - INHALED 
CORTOCOSTEROIDS (ICS) 

Relative Clinical Effectiveness - The P&T Committee evaluated the clinical 
effectiveness of the inhaled corticosteroids (lCS) as part of the Pulmonary I drug 
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class. The ICS are available in several dosage formulations, including pressurized 
metered-dose inhalers (MDIs) and dry powder inhalers (DPIs). The MDIs use either 
chlorofluorocarbon (CFC) or hydrofluoroalkane (HFA) as the propellant. The ICS 
available as oral inhalers include beclomethasone HFA MDI (QVAR). budesonide 
DPI (Pulmicort Flexhaler), ciclesonide HFA MDI (Alvesco), flunisolide CFC MDI 
(Aerobid, Aerobid-M [menthol added to improve tasteD, fluticasone HFA MDI 
(Flovent HFA), fluticasone DPI (Flovent Diskus), mometasone DPI (Asmanex 
Twisthaler), and triamcinolone CFC MDI (Azmacort). Budesonide (Pulmicort 
Respules) is also available as an inhalation solution. 

The current ICS Basic Core Formulary (BCF) products are budesonide inhalation 
solution (Pulmicort Respules as the specified product), fluticasone oral inhaler, and 
triamcinolone oral inhaler. None of the oral ICS inhalers are available as generic 
formulations. One authorized generic formulation of budesonide inhalation solution 
became available in December 2008. 

The US Food and Drug Administration (FDA) recommended the removal of ICS 
metered-dose inhalers containing a CFC propellant (flunisolide and triamcinolone) by 
31 December 2009. A final decision regarding this proposed date is pending. 

The Military Health System (MHS) spent over $35M on oral ICS inhalers and over 
$13M on ICS inhalation solutions in FY 2008. In FY 2008, for the oral ICS inhalers, 
expenditures in the Military Treatment Facilities (MTFs) were $I6.6M. expenditures 
in the TRICARE Retail Network (TRRx) were $I5.2M, and expenditures in the 
TRICAREMail Order Pharmacy (TMOP) were $3.5M. Expenditures for the 
inhalation solutions in FY 2008 are as follow: MTF $2.4M, TRRx $1O.0M. and 
TMOP $0.8M. In terms of numbers of prescriptions dispensed, fluticasone (Flovent) 
is the highest utilized ICS in the MHS, followed by triamcinolone (Azmacort). 

Information regarding the safety, effectiveness, and clinical outcomes of the ICS was 
considered by the Committee. The clinical review included, but was not limited to, 
the requirements stated in the UF Rule, 32 CFR I99.21(e)(1). The P&T Committee 
was advised that there is a statutory presumption that pharmaceutical agents in a 
therapeutic class are clinically effective and should be included on the UF, unless the 
P&T Committee finds by a majority vote that a pharmaceutical agent does not have a 
significant. clinically meaningful therapeutic advantage in terms of safety, 
effectiveness, or clinical outcomes over the pharmaceutical agents included on the UF 
in that therapeutic class. 

Relative Clinical Effectiveness Conclusion - The P&T Committee voted (15 for, 0 
opposed, 0 abstained, 0 absent), as part of the Pulmonary I overall relative clinical 
effectiveness conclusion, to accept the following regarding the clinical effectiveness 
of the ICS products: 

A. 	With regard to efficacy/clinical effectiveness of the ICS, the 
following conclusions were made: 

• 	 FDA-approved indications - The Committee recognized that the ICS 
products are approved only for the maintenance treatment of asthma, and 
FDA-approved age ranges for pediatric patients differ between the products. 
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• 	 Clinical Practice Guidelines Evidence-based guidelines from the National 
Asthma Education and Preventive Program (NAEPP) consider the ICS the 
preferred treatment for the maintenance treatment of persistent asthma. 
Guidelines for the use of ICS in Chronic Obstructive Pulmonary Disease 
(COPD) generally recommend an ICS for severe or very severe disease. The 
Guidelines do not state a preference for one ICS over another. 

• 	 Pharmacodynamic/pharmacokinetic properties - The Committee concluded 
that despite differences in topical potency, receptor binding affinity, 
pulmonary bioavaiiabiIity, and systemic bioavailability, the overall clinical 
response does not appear to vary significantly between the ICS, when 
equipotent doses are compared. 

• 	 Overall clinical efficacy for asthma - The Committee concluded that for 
asthma, there is fair-to-moderate evidence that ICS do not differ with regards 
to symptom control, need for rescue medication, and exacerbations in patients 
with asthma. 

• 	 Overall clinical efficacy for COPD - The Committee concluded that for 
COPD, there is insufficient evidence to conclude there are clinically relevant 
differences regarding the efficacy of ICS in patients with COPD. 

B. 	 With regards to safety and tolerability, the following conclusions were made: 

• 	 Minor adverse events - There do not appear to be clinically relevant 
differences in the incidence and severity of common adverse events associated 
with the ICS, such as dysphonia and oral candidiasis. 

• 	 Pharmacodynamic/pharmacokinetic properties - Differences in binding 
affinity, lipophilicity, pulmonary bioavailability, and systemic bioavailability 
between the ICS products have not correlated to clinically relevant differences 
in safety. 

• 	 Systemic adverse effects - For systemic adverse effects of hypothalamic
pituitary-adrenal (HP A) axis suppression, growth suppression, cataract 
formation, fracture risk, and pneumonia risk in COPD, there is insufficient 
evidence to determine whether one ICS is more likely to cause these effects 
than another. When given in recommended doses, the ICS are not generally 
associated with clinically significant systemic adverse effects. Providers and 
patients must assess the risks and benefits if higher than recommended doses 
are required. 

• 	 Overall safety/tolerability - The Committee concluded there is insufficient 
evidence to determine whether there are clinically relevant differences 
between ICS in terms of minor adverse events or systemic adverse events 

C. 	 With regards to differences in other factors, the following conclusions were made: 

• 	 Special Populations - Pregnancy Budesonide is the only ICS with a 
pregnancy category B rating (low evidence of risk) from the FDA; the other 
ICS are rated pregnancy category C. The pregnancy category B rating for 
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budesonide was granted based on information from 3 Swedish registries and 1 
prospective study. However, national guidelines for asthma from the NAEPP 
state there is no data to indicate the other ICS preparations are unsafe during 
pregnancy, and that untreated asthma in pregnancy poses a risk to the fetus, 
including intrauterine growth retardation, premature delivery, and low birth 
weight. 

• 	 Special Populations - Children Budesonide inhalation solution (Pulmicort 
Respules) is approved for treating asthma in children ranging between the 
ages of 1 and 8 years. Fluticasone (Flovent Diskus and Flovent HFA) and 
mometasone (Asmanex) are approved for treating asthma in children 4 years 
of age and older. 

• 	 Clinical Coverage - Responses from a survey of MTF providers revealed 
that to meet the needs of the majority of MHS beneficiaries, both HFA 
metered-dose inhalers and dry powder inhalers are required for inclusion on 
the UFo 

• 	 Therapeutic Interchangeability There is a high degree of therapeutic 
interchangeability between the ICS products. 

Relative Cost-Effectiveness In considering the relative cost-effectiveness of 
pharmaceutical agents in the ICS as part of the Pulmonary I class, the P&T 
Committee evaluated the costs of the agents in relation to the efficacy, safety, 
tolerability, and clinical outcomes of the other agents in the class. Information 
considered by the P&T Committee included but was not limited to sources of 
information listed in 32 CPR 199.21(e)(2). Cost minimization analysis (CMA) and 
budget impact analysis (BIA) were used to evaluate the cost-effectiveness of the ICS. 

ICS Relative Cost-Effectiveness Conclusion - Based on the results of the cost 
analyses and other clinical and cost considerations, the P&T Committee concluded 
the following: 

A. Results of the CMA revealed that beclomethasone DPI (QVAR) was the most 
cost-effective ICS based on acquisition cost; and 

B. 	 Results of the BIA revealed that the ICS formulary scenario that included 
budesonide inhalation solution, fluticasone HF A metered-dose inhaler (Flovent 
HFA), fluticasone dry powder inhaler (Flovent DPI), and mometasone dry powder 
inhaler (Asmanex Twisthaler) was the most cost-effective overall. 

1) 	 COMMITTEE ACTION: The P&T Committee voted (15 for, 0 opposed, 0 
abstained, 0 absent) to accept the cost-effectiveness conclusions stated above. 

2) 	 COMMITTEE ACTION: UF RECOMMENDATION - In view of the 
conclusions from the relative clinical effectiveness and relative cost-effectiveness 
determinations of the ICS products and other relevant factors, the P&T 
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Committee, based upon its collective professional judgment, voted (8 for, 5 
opposed, 2 abstained, 0 absent) to recommend: 

a) 	 Budesonide inhalation solution (Pulmicort Respules, generic), fluticasone HFA 
MDI (Flovent HFA), fluticasone DPI (Flovent Diskus), and mometasone DPI 
(Asmanex Twisthaler) be classified as formulary under the UF; and 

b) 	 Beclomethasone HFA MDI (QVAR), budesonide DPI (Pulmicort Flexhaler), 
ciclesonide HFA MDI (Alvesco), flunisolide CFC MDI (Aerobid, Aerobid M) 
and triamcinolone CFC MDI (Azmacort) be designated as non-formulary on 
the UF, based on cost-effectiV~S' 

Director, TMA, Decision: @{.U.....8 ~pproved 0 Disapproved 

Approved, but modified as follows: 

3) 	 COMMITTEE ACTION: MEDICAL NECESSITY (MN) CRITERIA 
Based on the clinical evaluation for beclomethasone HFA MDI (QVAR), 
budesonide DPI (Pulmicort Flexhaler), ciclesonide HFA MDI (Alvesco), 
flunisolide CFC MDI (Aerobid, Aerobid M), triamcinolone CFC MDI 
(Azmacort), and the conditions for establishing medical necessity for a non
formulary medication provided for in the UF rule, the P&T Committee 
recommended (14 for, 0 opposed, 1 abstained, 0 absent) MN criteria for 
beclomethasone HFA MDI (QVAR), budesonide DPI (Pulmicort Flexhaler), 
ciclesonide HFA MDI (Alvesco), flunisolide CFC MDI (Aerobid, Aerobid M) 
and triamcinolone CFC MDI (Az~cort).(See Appendix B for full MN criteria). 

Director, TMA, Decision: ~.p Upproved 0 Disapproved 

Approved, but modified as follows: 

4) COMMITTEE ACTION: IMPLEMENTATION PERIOD - The P&T 
Committee recommended (14 for, 0 opposed, 1 abstained,O absent): 1) an 
effective date of the first Wednesday one week following a 120-day 
implementation period in the TMOP and TRRx, and at the MTFs no later than a 
120-day implementation period; and 2) TMA send a letter to beneficiaries 
affected by this UF decision. The implementation period will begin the first 
Wednesday one week following approval by the Director, TMA. 

Director, TMA, Decision: ~P.~J/'\!iilApproved 0 Disapproved 

Approved, but modified as follows: - .. y ~V 
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5) 	 COMMITTEE ACTION: RCF RECOMMENDATION The P&T Committee 
considered the BCF status of the ICS agents. Based on the results of the clinical 
and economic evaluations presented, the P&T Committee voted 14 for, ° 
opposed, 1 abstained, °absent) to recommend: 1) fluticasone HFA MDI and DPI 
(Flovent HFA and F10vent Diskus) oral inhalers remain designated as BCF; and 
2) mometasone DPI (Asmanex Twisthaler) be designated as BCF immediately 
upon signing of the February 2009 DoD P&T Committee minutes by the Director, 
TMA. As a result of the above actions, budesonide inhalation solution (Pulmicort 
Respules) would no longer be designated as BCF, but maintained as formulary on 
the UFo 

Director, TMA, Decision: 	 o Disapproved 

Approved, but modified as follows: 

6. 	 DRUG CLASS REVIEW - PULMONARY I AGENTS - LONG~ACTING BETA 
AGONISTS (LABAs) 

Relative Clinical Effectiveness - The P&T Committee evaluated the clinical 
effectiveness of the long-acting beta agonists (LABAs), as part of the Pulmonary I 
drug class. The LABAs include 2 DPls, salmeterol (Serevent Diskus) and formoterol 
(Foradil Aerolizer), and 2 inhalation solutions, formoterol solution (Perforomist) and 
arformoterol solution (Brovana). There are no generic formulations available for the 
LABAs. The current BCF LABA is salmeterol DPI (Serevent Diskus). 

MHS expenditures for the LABAs in FY 2008 in the entire MHS exceeded $9.1 M 
($1.6M in the MTFs, $5.8M in the TRRx, and $L7M in the TMOP). Salmeterol DPI 
(Serevent Diksus) is the most frequently used LABA in the entire MHS with 
approximately 250,000 prescriptions dispensed monthly. However overall, there is a 
trend for decreasing LABA use in the MHS. 

Relative Clinical Effectiveness Conclusion - The P&T Committee voted (15 for, ° 
opposed, 0 abstained, °absent), as part of the Pulmonary I overall relative clinical 
effectiveness conclusion, to accept the following regarding the clinical effectiveness 
of the LABA products: 

A. 	 With regard to efficacy/clinical effectiveness between the LABA oral inhalers, 
salmeterol DPI (Serevent Diskus) and formoterol DPI (Foradil Aerolizer), the 
following conclusions were made: 

• 	 FDA-approved indications - Salmeterol and formoterol have similar FDA
approved indications (asthma, COPD, and exercise-induced bronchospasm 
[EIB D, with the exception that their pediatric-approved ages for asthma differ. 

• 	 Pharmacokinetics - Formoterol has a faster onset of action than salmeterol, 
but clinical efficacy is similar for changes in forced expiratory volume in one 
second (FEV I) and peak expiratory flow (PEF). 
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• 	 Guidelines Evidence-based guidelines from the NAEPP for asthma and the 
Global Initiative for Obstructive Lung Disease (GOLD) for COPD do not 
state a preference for one LABA over another. 

• 	 Asthma For treating asthma, both salmeterol and formoterol have been 
shown to reduce the occurrence of asthma symptoms and reduce the need for 
rescue medications, when compared to placebo. Head-to-head studies show 
no difference between salmeterol and formoterol in relieving asthma 
symptoms, reduced use of rescue medications, or improvement in spirometry 
measures. 

• 	 COPD and EIB There is insufficient evidence to determine if clinically 
relevant differences exist when treating COPD or EIB. 

B. 	 With regard to efficacy/clinical effectiveness between the LABA-inhaled 
solutions, formoterol solution (Perforomist), and arformoterol solution (Brovana), 
the following conclusions were made: 

• 	 COPD - There is insufficient evidence to determine if clinically relevant 
differences exist when treating COPD. 

• 	 Place in therapy - The LABA inhalation solutions are relatively new 
additions to the market. Recommendations regarding their most appropriate 
use in patients with COPD have not been discussed in national guidelines. 

C. 	 With regard to safety between the LABA oral inhalers, salmeterol DPI (Serevent 
Diskus), and formoterol DPI (Foradil Aerolizer): 

• 	 In patients with asthma, a higher risk of death was associated with salmeterol 
and formoterol use. This is based on data from the Salmeterol Multicenter 
Asthma Research Trial, an FDA meta-analysis conducted in 2008, and 2 
Cochrane reviews. The risk of death is highest in subpopulations of African 
American patients and children 4 to 11 years of age. Using a LABA with an 
ICS reduces the risk of death in asthma. The FDA Advisory subcommittee is 
recommending removal of the LABA indication for asthma. These 
recommendations are pending approval at the FDA. 

• 	 In patients with COPD, 1 meta-analyses (Rodrigo 2008) and 1 pooled analysis 
have reported no increased risk of death with salmeterol or formoterol. 

• 	 For other serious adverse events, there do not appear to be clinically relevant 
differences between salmeterol and formoterol, based on similar numbers 
needed to harm (188 vs. 179, respectively) from 2 Cochrane reviews. 

D. With regard to safety between the LABA-inhaled solutions, formoterol solution 
(Perforomist) and arformoterol solution (Brovana) for treating COPD, there is 
insufficient evidence to determine if clinically relevant differences exist in the 
adverse effect profile. The LABA-inhaled solutions are not approved for treating 
asthma. 
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E. With regard to other factors between the LAB As, the following conclusions were 
made: 

• 	 Ease of use: The formoterol DPI (Foradil Aerolizer) is more difficult for 
patients to use than salmeterol DPI (Serevent Diskus). 

• 	 Special Populations: For asthma, salmeterol is approved for a younger patient 
population (approved for children as young as 4 years old) compared to 
formoterol (approved for children as young as 5 years old). 

• 	 Storage conditions: Storage conditions are more favorable with formoterol 
inhalation solution (Perforomist), which is stable at room temperature for up 
to 12 weeks vs. 6 weeks with arformoterol inhalation solution (Brovana). 

• 	 Clinical Coverage: A survey of MTF providers showed that the majority of 
respondents require a LABA oral inhaler to treat their patients with COPD. 

• 	 Therapeutic Interchangeability: The Committee concluded there is a high 
degree of therapeutic interchangeability between the two LABA inhalation 
solutions and, with the exception of convenience/ease of use, there is a high 
degree of therapeutic interchangeability between the two LABA oral inhalers. 

• 	 Use of LABAs without concomitant use of ICS in MHS: 

o 	 Results of a preliminary analysis reported by the Pharmacy Outcomes 
Research Team (PORT) indicated that ofthe 13,533 DoD beneficiaries 
who filled at least 1 prescription for a LABA during a 6-month study 
period (June - November 2008) at any DoD point of service, 6,118 (45%) 
had not filled a prescription for an ICS or an ICS/LABA combination 
during the 180 days prior to or the 60 days following the date of their first 
LABA prescription during the study period. The pronounced skew in this 
group toward older ages (mean: 69 years [SD 14]; median age: 72 years) 
and the fact that about 30% had filled an anticholinergic prescription 
during the same time period suggested a predominantly COPD population. 
Patients under 55 years of age who had not filled an anticholinergic 
prescription (characteristics suggesting asthma rather than COPD) made 
up only about 11 % (655 patients) of this group. The analysis included both 
new and previous LABA users. It did not control for use of other health 
insurance or starting/stopping TRICARE coverage, both of which could 
result in missing data regarding concomitant ICS use. 

o 	 The Committee agreed that the great majority of DoD beneficiaries 
receiving LABAs without concomitant ICS are probably COPD patients, 
in whom "unopposed" use of LABAs has not been associated with safety 
concerns, and that the absolute number of asthma patients in this category 
is likely to be small. However, they suggested that further analysis utilize 
asthma or COPD diagnoses (e.g., medical claims data or patient records) 
to identify patient groups and that available data be analyzed to investigate 
anecdotal reports of asthmatic patients discontinuing use of ICS without 
the knowledge of their providers after being placed on a LABA (either 
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because of greater perceived symptom relief or because of the difficulty of 
keeping up with multiple inhalers). 

Relative Cost-Effectiveness - In considering the relative cost-effectiveness of 
pharmaceutical agents in the LABAs as part of the Pulmonary I class, the P&T 
Committee evaluated the costs of the agents in relation to the efficacy, safety, 
tolerability, and clinical outcomes of the other agents in the class. Information 
considered by the P&T Committee included but was not limited to sources of 
information listed in 32 CFR 199.21(e)(2). Cost minimization analysis (CMA) and 
budget impact analysis (BIA) were used to evaluate the cost-effectiveness of the 
LABAs. 

LABA Relative Cost-Effectiveness Conclusion - Based on the results of the cost 
analyses and other clinical and cost considerations, the P&T Committee concluded 
the following: 

A. 	 Results of the CMA of the LABA oral inhalers revealed that 
formoterol DPI (Foradil Aerolizer) was the most cost-effective 
LABA oral inhaler overall; 

B. Results of the CMA of the LABA inhalation solutions revealed that 
arformoterol solution (Brovana) was the most cost-effective overall; and 

C. 	 The BIA evaluated the potential impact of scenarios with selected LABA 
agents designated formulary or non-formulary on the UFo Results from the 
BIA revealed that the scenario that designated formoterol inhalation solution 
(Perforomist) non-formulary under the UF was most favorable to the MHS. 

1) 	 COMMITTEE ACTION: The P&T Committee voted (15 for, 0 opposed, 0 
abstained, 0 absent) to accept the cost-effectiveness conclusions stated above. 

2) 	 COMMITTEE ACTION: UF RECOMMENDATION - In view of the 
conclusions from the relative clinical effectiveness and relative cost-effectiveness 
determinations of the LABA products and other relevant factors, the P&T 
Committee, based upon its collective professional judgment, voted (14 for, 0 
opposed, 1 abstained, 0 absent) to recommend that: 

1. 	 Salmeterol DPI (Serevent Diskus), formoterol DPI (Foradil Aerolizer) and 
arformoterol inhalation solution (Brovana) be classified as formulary under 
the UF; and 

2. 	 Formoterol inhalation solution (Perforomist) be designated as non-formulary 
on the UF, based on cost-effectiveness. 

Director, TMA, Decision: ~ 	 0 Disapprovedp. M.b'l'J_cIApproved 

Approved, but modified as follows: ~""""..:J 
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3) 	 COMMITTEE ACTION: MN CRITERIA - Based on the clinical evaluation 
for formoterol inhalation solution (Perforomist) and the conditions for 
establishing medical necessity for a non-formulary medication provided for in the 
UF rule, the P&T Committee recommended (13 for, 1 opposed, 1 abstained, 0 
absent) MN criteria for formoterol inhalation solution (Perforomist). (See 
Appendix B for full MN criteria). 

Director, TMA, Decision: ~~~Approved 0 Disapproved 

Approved. but modified as follows: - J 

4) 	 COMMITTEE ACTION: IMPLEMENTATION PERIOD The P&T 
Committee recommended (14 for. 0 opposed. 1 abstained. 0 absent): 1) an 
effective date of the first Wednesday one week following a 120-day 
implementation period in the TMOP and TRRx, and at the MTFs no later than a 
120-day implementation period; and 2) TMA send a letter to beneficiaries 
affected by this UF decision. The implementation period will begin the first 
Wednesday one week following approval by the Director, TMA. 

Director, TMA, Decision: talth./{>,~~pproved 0 Disapproved 

Approved, but modified as follows: -,--~.. --() 

5) COMMITTEE ACTION: BCF RECOMMENDATION - The P&T Committee 
considered the BCF status of the LABA agents. Based on the results of the 
clinical and economic evaluations presented, the P&T Committee voted (13 for, 0 
opposed. 2 abstained and 0 absent) to recommend that salmeterol DPI (Sere vent 
Diskus) remain designated as BCF. 

Director, TMA, Decision: eu.taP, gAh1lu/~pproved 0 Disapproved 

Approved, but modified as follows: - .• -" ---0 

7. 	 DRUG CLASS REVIEW - PULMONARY I AGENTS -INHALED 
CORTICOSTEROID I LONG-ACTING BETA AGONIST COMBINATIONS 
(ICS/LABA COMBINATIONS) 

Relative Clinical Effectiveness The P&T Committee evaluated the clinical 
effectiveness of the ICS/LABA combinations, as part of the Pulmonary I drug class. 
There are 2 ICS/LABA combinations available. Fluticasone/salmeterol (Advair 
Diskus) is available as both a dry powder inhaler and as an HFA metered-dose inhaler 
(Advair HFA). Budesonide/formoterol (Symbicort) is available as an HFA metered
dose inhaler. MHS expenditures for the ICSILABA combinations exceeded $153M 
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in FY 2008 (MTF $55.2M, TRRx $75.1M, TMOP $23.4M). In terms of number of 
prescriptions dispensed, fluticasone/salmeterol DPI (Advair Diskus) is by far the 
highest utilized ICS/LABA across all 3 points of service. The current BCF product is 
fluticasone/salmeterol (Advair). 

Relative Clinical Effectiveness Conclusion - The P&T Committee voted (15 for, 0 
opposed, 0 abstained, 0 absent), as part of the Pulmonary I overall relative clinical 
effectiveness conclusion, to accept the following regarding the clinical effectiveness 
of the ICS/LABA combination oral inhalers: 

A. 	 With regard to efficacy/clinical effectiveness between the ICSILABA oral 
inhalers, the following conclusions were made: 

• 	 FDA-approved Indications The Committee recognized that the ICSILABA 
combinations are all approved for the long-term treatment of asthma, and that 
pediatric age ranges differ between the products. Additionally, 
fluticasone/salmeterol DPI (Advair Diskus) dry powder inhaler is FDA
approved to reduce air flow obstruction and reduce exacerbations in COPD. 
These FDA indications for COPD apply only to the fluticasone 250 mcg 
Isalmeterol 50 mcg Advair Diskus dosage strength. Note: Following the 
meeting on 27 Feb 2009, the FDA approved formoterollbudesonide DPI 
(Symbicort) for treating COPD. 

• 	 Efficacy/clinical effectiveness for asthma - The Committee concluded that 
there was fair evidence to suggest that there are no clinically relevant 
differences in efficacy between fluticasone/salmeterol and 
budesonide/formoterol for the treatment of asthma. This is based on the 
conclusions of 2 systematic reviews (Cochrane and the state of Oregon Drug 
Effectiveness Review Project) and head-to-head trials showing similar 
improvements in PEF, mean reduction of asthma exacerbations, and increases 
in the percentage of symptom-free days. 

• 	 Efficacy/clinical effectiveness for COPD - The Committee concluded that 
there was insufficient evidence to determine whether there are clinically 
relevant differences in efficacy between fluticasone/salmeterol and 
budesonide/formoterol for the treatment of COPD. 

B. 	 With regard to safety/tolerability: 

• 	 Product labeling - The Committee recognized that the safety information 
contained in the product labeling for the ICSILABA combinations closely 
reflects the product labels for the individual ICS and LABA components. 

• 	 Minor adverse events - Comparative trials of the ICSILABA combinations 
show that the products are generally well-tolerated. The most common 
adverse events are nasopharyngitis, headache. upper respiratory infection. oral 
candidiasis. and dysphonia. Adverse events for ICSILABA combination are 
similar to those reported with an equipotent dose of the individual ICS 
component. 

C. 	 With regard to other factors between the ICSILABA combination oral inhalers: 
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• 	 Clinical Coverage - The Committee concluded that, to meet the needs of the 
majority of MHS beneficiaries, MHS providers require availability of both a 
metered-dose inhaler and dry powder inhaler formulation of the ICSILABA 
combinations. 

• 	 Therapeutic Interchangeability The Committee concluded that there is a 
high degree of therapeutic interchangeability between fluticasone/salmeterol 
(Advair) and budesonide/formoterol (Symbicort). 

• 	 DoD Persistence Data-

o 	 The PORT reported preliminary results of an analysis of persistence on 
treatment among DoD beneficiaries who are new users of ICSILABA 
combinations (Advair or Symbicort). The study sample consisted of 
3,857 patients randomly sampled from the population of DoD 
beneficiaries who 1) received at least 1 prescription for an ICSILABA 
combination from 1 Ju12007 to 31 Dec 2007; 2) had not received an 
ICS/LABA prescription in the last 365 days; 3) were between 12-55 
years of age (to focus on use in adults and adolescents with asthma); and 
4) were enrolled in TRICARE Prime or Plus with prescription coverage 
throughout the study. Persistence was measured as percentage of days 
covered (PDC) over 1 year. Based on ICD-9 diagnosis codes from 
medical claims data during the baseline and accrual periods and 
prescription fills for anticholinergics (indicative of COPD), 72% of the 
study sample had a diagnosis of asthma and 12% had a diagnosis of 
capo or had received an anticholinergic prescription, with 8% of 
patients falling into both groups. Of the remaining 24% (n=920), about 
two-thirds had diagnoses for acute respiratory illness and/or allergic 
rhinitis, while about one-third did not have a claim coded for any study 
diagnosis. 

o 	 Persistence was low compared to those found for other chronic 
medications, with a mean PDC over I year of 28.3% (SD 25.2%). 
Overall, only 7% of patients had a PDC of at least 80% (Le., a 
cumulative days supply of at least 292 days), while 16% had a PDC of at 
least 50%. These findings were influenced by patients who received only 
an initial ICS/LABA prescription (47%), with no other fills during the 
365-day follow-up period. Notably, the percentage of patients receiving 
only 1 ICS/LABA prescription was greatest (69%) among the 920 
patients without an asthma or COPD diagnosis, compared to about 40% 
among the 2,957 patients who did not have asthma or COPD diagnosis. 
This group was also less likely than the asthma or COPD groups to be 
treated with any other controller medication (ICS, LABAs, leukotrienes, 
methylxanthines, or anticholinergics). These results suggest that a 
considerable proportion of ICSILABA use may be for acute rather than 
chronic conditions. 

o 	 The Committee suggested that MTFs may wish to review 
appropriateness of ICS/LABA combination use at their facilities, 
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particularly with regard to acute vs. chronic use. They also agreed that 
formulary management documents sent to MTFs should call attention to 
the potential for low persistence among new users of ICSILABAs, even 
those diagnosed with chronic conditions such as asthma or COPD. They 
agreed with plans for further analysis in this area. 

Relative Cost-Effectiveness In considering the relative cost-effectiveness of 
pharmaceutical agents in the ICS/LABA combination oral inhalers as part of the 
Pulmonary I class, the P&T Committee evaluated the costs of the agents in relation to 
the efficacy, safety, tolerability, and clinical outcomes of the other agents in the class. 
Information considered by the P&T Committee included but was not limited to 
sources of information listed in 32 CFR 199.21(e)(2). Cost minimization analysis 
(CMA) and budget impact analysis (BIA) were used to evaluate the cost-effectiveness 
of the ICS/LABA combinations. 

LABA Relative Cost-Effectiveness Conclusion - Based on the results of the cost 
analyses and other clinical and cost considerations, the P&T Committee concluded 
the following: 

A. 	Results of the CMA of the ICSILABA combination oral inhalers revealed that 
budesonidel formoterol (Symbicort) was the most cost-effective combination 
inhaler agent overall; and 

B. 	 The BIA evaluated the potential impact of scenarios with selected ICSILABA 
combination agents designated formulary or non-formulary on the UFo Results 
from the B IA revealed that the scenario that designated budesonidel formoterol 
(Symbicort) inhaler non-formulary (with an automated prior authorization) under 
the UF was most favorable to the MHS. 

1) COMMITTEE ACTION: The P&T Committee voted (15 for, 0 opposed, 0 
abstained, 0 absent) to accept the cost-effectiveness conclusions stated above. 

2) 	 COMMITTEE ACTION: UF RECOMMENDATION In view of the 
conclusions from the relative clinical effectiveness and relative cost-effectiveness 
determinations of the ICSILAB A combination products and other relevant factors, 
the P&T Committee, based upon its collective professional judgment, voted (12 
for, 2 opposed, 1 abstained, 0 absent) to recommend that: 

1. 	 Fluticasone/salmeterol HFA (Advair HFA) and DPI (Advair Diskus) and 
budesonide/formoterol (Symbicort) inhaler be classified as formulary on the 
UF; and 

2. 	 That no ICS/LABA combination agents be designated as non-formulary under 
the UF, based on cost-effectiv~ess. 

Director, TMA, Decision:~f rVApproved 0 Disapproved 

Approved, but modified as follows: 
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3) 	 COMMITTEE ACTION: BCF RECOMMENDATION - The P&T Committee 
considered the BCF status of the ICS/LABA agents. Based on the results of the 
clinical and economic evaluations presented, the P&T Committee voted (13 for, 0 
opposed, 1 abstained and 1 absent) to recommend that fluticasone/salmeterol DPI 
(Advair Diskus) and fluticasone/salmeterol HFA MDI (Advair HFA) remain 
designated as BCF immediately on signing of the February 2009 DoD P&T 
Committee minutes by the Director, TMA 

Director, TMA, Decision:~..p~~ ~pproved 0 Disapproved 

Approved, but modified as follows: i - •• -. .... ·V 

8. 	 UTILIZATION MANAGEMENT - PRIOR AUTHORIZATIONS (PA) I Quantity 
Limits (QL) I MEDICAL NECESSITY (MN) 

A. 	Nasal Allergy Drugs Quantity Limits (QLs): The Nasal Allergy Drugs were 
reviewed for UF placement at the November 2008 DoD P&T Committee meeting. 
The class is comprised of the nasal inhaled corticosteroids, nasal antihistamines, and 
nasal anticholinergic agents. The 2 newest products in the class are the nasal 
corticosteroid cic1esonide (Omnaris) and the nasal antihistamine olopatadine 
(Patanase). QLs are in place for the other members of the nasal allergy drug class, 
which take into account FDA-approved dosing. The Committee recommended QLs 
for ciclesonide and olopatadine nasal inhalers, consistent with the other members in 
the class. 

1) 	 COMMITTEE ACTION: The Committee voted (13 for, 1 opposed, 1 abstained, 
oabsent) to recommend quantity limits for ciclesonide nasal inhaler (Omnaris) of 
6 bottles per 90 days in the TMOP, and 2 bottles per 30 days in the TRRx; and for 
olopatadine nasal inhaler (Patanase) of 6 bottles per 90 days in the TMOP, and 2 
bottles per 30 days in the TRRx. ~ 

Director, TMA, Decision:~.p. ~pproved 0 Disapproved 

Approved, but modified as follows: 

B. 	Fluticasonelsalmeterol Oral HFA MDI (Advair HF A) - QLs: The ICS/LABA 
combination oral inhalers have QLs in place that take into account FDA-approved 
dosing and safety information. The fluticasone/salmeterol oral DPI (Advair Diskus) 
has current QLs of 3 inhalers (180 doses) per 90 days in the TMOP, and 1 inhaler (60 
doses)/30 days in the TRRx. 

1) 	 COMMITTEE ACTION: The P&T Committee voted (14 for, 0 opposed, 1 
abstained, 0 absent) to recommend QLs for fluticasone/salmeterol HFA MDI 
(Advair HFA) of 2 inhalers per 30 days in the TRRx, and 6 inhalers per 90 days in 
theTMOP. 
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Director, TMA, Decision::Qlfb..f ,<f1I6-J/,. .y;(PProVed 0 Disapproved 

Approved. but modified as follows: r ,"""vJ 
C. 	 Antifungal Prior Authorization - The prior authorization (PA) was reviewed for 

terbinafine (Lamisil and generics). itraconazole (Sporanox and generics) and 
cic1opirox lacquer (Penlac and generics). The P A was placed due to the high cost of 
the drugs and potential hepatotoxic adverse effects. With the introduction of generic 
products. the price of the drugs has significantly fallen. COL Trinka Coster, MD. 
from the Pharmacovigilance Center presented data that indicated the rates for signals 
for these drugs in the safety databases were very low. 

1) COMMITTEE ACTION: The P&T Committee voted (14 for. 0 opposed. 1 
abstained. 0 absent) to recommend removing the Antifungal Prior Authorization 
requirement for terbinafine (Lamisil), itraconazole (Sporonax), and ciclopirox nail 

lacquer (Penlac). ~ 

Director, TMA, Decision:'6I.tJ.v ~pproved 0 Disapproved 

Approved. but modified as follows: 

9. 	 ITEMS FOR INFORMATION 

A. 	 Ezetimibe I Simvastatin (Vytorin) Safety Update - LtCol James McCrary 
provided the Committee with an update on recent safety information for 
ezetimibe/simvastatin (Vytorin). The Antilipidemic I class, which includes the statins, 
ezetimibe, niacin and their combination products. will be re-reviewed for UF status at 
an upcoming meeting 

B. 	 MTF and TMOP Pricing Update - Contracts for products with Federal Supply 
Schedule prices are in the review stage of the contract cycle. The contracts are 
reviewed at the Veteran's Administration National Acquisition Center (VA NAC). 
As of 1 February 2009, the V A NAC had completed 200 out of 246 contract reviews. 
Drug manufacturers are able to adjust prices due to changes in market conditions. A 
review of the impact of price changes on spending indicated that spending in the 
MTFs could increase by approximately 7% and spending at the TMOP point of 
service could increase by 6%. These price changes should have little effect on 
spending in TRRx. 

C. 	Patient Safety I Pharmacovigilance - COL Coster provided the Committee with 
information on data mining in the Adverse Event Reporting System (AERS) database. 
The goal of data mining is to detect increased signals of adverse events that can be 
further evaluated for significance. Definitions and term hierarchy of the Medical 
Dictionary for Regulated Activities were presented. Limitations were discussed; e.g .• 
no denominator data, missing data. drug name errors, underreporting. over reporting 
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due to publicity. lack of consistent diagnostic criteria. AERS data mining information 
will be presented during initial drug class committee presentations. 

D. 	 Extended Core Formulary (ECF) - The PEC had previousl y briefed the 
Committee on efforts to implement electronic prescribing in the MHS. As part of the 
ongoing plan to systematically review drugs represented on the BCF and ECF, the 
Committee periodically reviews recommendations for changes to the BCF and ECF, 
which will also assist with electronic prescribing. The Committee previously 
reviewed changes to the BCF at the November 2008 DoD P&T Committee meeting. 
Further information will be presented at an upcoming meeting for recommendations 
for changes to the ECF; no action necessary. 

10) ADJOURNMENT 

The meeting adjourned at 1700 hours on 18 February 2009. The next meeting will be 13-14 
May 2009. 

Appendix A - Attendance 
Appendix B - Table of Medical Necessity Criteria 
Appendix C - Implementation Status of UF Recommendations/Decisions 
Appendix D - Table of Abbreviations 

SUBMITTED BY: 

l!:ug:'~
DoD P&T Committee Chair 

DECISION ON RECOMMENDATIONS 

Director, TMA, decisions are as annotated above. 
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Appendix A - Attendance 

Voting Members Present 

COL John Kugler, MC DoD P&T Committee Chair 
: 

LTC Stacia Spridgen, MSC Director DoD Pharrnacoeconomic Center 

I 
(Recorder) 

COL Ted Cieslak. MC Army, Physician at Large 

I COL Peter Bulatao for Col Carol Army, Pharmacy Officer, Alternate 
Labadie, MSC 

! Col Everett McAllister, BSC Chief. Pharmaceutical Operations Directorate 

I CAPT Stephanie Simon, MSC Navy, Pharmacy Officer 

I CAPT Vernon Lew Coast Guard, Pharmacy Officer 

Col Mark Butler, BSC Consultant to the AF/SG 

I LTC Bruce Lovins, MC Army, Family Practice Physician, Alternate 

i COL Doreen Lounsbery, MC Army, Internal Medicine Physician, Alternate 

I CDR Walter Downs, MCfor LCDR Scott Navy, Internal Medicine Physician, Alternate 
: Akins 

I CDR David Tanen, MC Navy. Physician at Large 

i Lt Col Brian Crownover, MC Air Force, Physician at Large 

i Major Jeremy King. MC Air Force, OB/GYN Physician 

Mr. Joe Canzolino Department of Veterans Affairs 

Votmg Members Absent 

LCDR Michelle Perrello, MC Navy, Internal Medicine Physician 

COL Carol Labadie, MSC Army, Pharmacy Officer 

Major William Hannah, MC Air Force, Internal Medicine Physician 

LCDR Scott Akins, MC Navy, Pediatrics Physician Alternate 

Nonvoting Members Present 

CDR James EUzy DoD P&T Vice Chairman 

Ms. Carol Cooper Deputy General Counsel, TMA 

COL Kent Maneval, MSC Defense Medical Standardization Board 

Maj Peter Trang Defense Supply Center Philadelphia 

Mr. William Davies TMOPITRRx Contracting Officer on Record 

Nonvoting Members Absent 
Lt Col Paul Hoerner, BSC Deputy Director, DoD Patient Safety Center 
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Appendix A - Attendance - (continued) 

• Guests 
I Col Trinka Coster, MC Pharmacovigilance Center (PVC), 

Army, Office of the Surgeon General 

i CAPT Sheri Kirshner 

I 

Fort Detrick, Defense Medical Standardization 
Board 

• LtCol Teresa Bisnett, MC Wilford Hall Medical Center 

Lt Col Don Faust Office of the Assistant Secretary of Defense, 
Health Affairs 

• LCDR Mike Lee Indian Health Service 

• Debra Khachikian, PharmD 
I 

Department of Veterans Affairs PBM 

I Annabel Schumacher, PharmD Wilford Hall Medical Center 

I Others Present 

• CDR Matthew Carlberg DoD Pharmacoeconomic Center 

! Lt Col James McCrary, MC 

• MAJ Misty Carlson, MC 

DoD Pharmacoeconomic Center 

DoD Pharmacoeconomic Center 

Maj Joshua Devine, BSC DoD Pharmacy Outcomes Research Team 

Shana Trice, PharmD DoD Pharmacy Outcomes Research Team 

• Eugene Moore, PharmD DoD Pharmacoeconomic Center 

Angela Allerman, PharmD DoD Pharmacoeconomic Center 

David Meade, PharmD DoD Pharmacoeconomic Center 

• Jeremy Briggs, PharmD DoD Pharmacoeconomic Center 

• Dean Valibhai, PharmD DoD Pharmacy Operations Center contractor 

Brian Beck, PharmD DoD Pharmacy Operations Center contractor 

Roger Potyk, PharmD DoD Pharmacy Outcomes Research Team 
contractor 

Stephen Yarger, PhD DoD Pharmacy Outcomes Research Team 
contractor 

Esmond Nwokeji, PhD DoD Pharmacy Outcomes Research Team 
contractor 

Ms. Deborah Garcia DoD Pharmacy Outcomes Research Team 
contractor 
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Drug I Drug Class 

Appendix B - Medical Necessity Criteria 

Medical Necessity Criteria 

Beclomethasone HFA MOl (Qvar) 

Budesonide MFA MOl (Pulmicort Flexhaler) 
 • Use of formulary alternatives is contraindicated 
Ciclesonide HFA MOl (Alvesco) • Formulary agents have resulted or are likely to result in therapeutic failure. 
Flunisolide CFC MOl (Aerobid, Aerobid M) • No alternative formulary agent is available - specifically applies to budesonide, as it is Triamcinolone CFC MOl (Azmacort) 

pregnancy category B. 


Inhaled Corticosteroids (ICS) 


• Use of formulary alternatives is contraindicated 

• The patient has experienced or is likely to experience significant adverse effects from Formoterol (Perforomis!) inhalation solution 
formulary alternatives. 

• The patient previously responded to non-formulary agent and changing to a formulary Long-Acting Beta Agonists (LABAs) 
agent would incur unacceptable risk. 

CFC: chlorofluorocarbon 

HFA: hydrofluroalkane 

MOl: metered dose inhaler 

*: CFC-containing pressurized MDls likely will cease marketing as of 31 Dec 2009 
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Appendix C - Implementation Status of UF Class Review Recommendations I Decisions 

Meeting 

Feb 09 

Drug 
Class 

Inhaled 
Corticosteroids 

Non-Formulary Medications 

• Beclomethasone HFA MOl (Ovar) 

· Budesonide MFA MOl (Pulmicort Flexhaler) 

· Ciclesonide HFA MOl (Alvesco) 

· Flunisolide CFC MOl (Aerobid, Aerobid M) 

· Triamcinolone CFC MOl (Azmacort) 

BCFI 
ECF 

Class 

BCF · • 

BCFIECF Medications 

Fluticasone OPI (Flovent Oiskus) 
Fluticasone HFA MOA (Flovent HFA) 

Decision Date 
(Do~ P&T minutes 
signed, effective 

date for BCFIECF 
medications, NF to 

UF changes) 

pending approval 

Effective Date for 
Non-Formulary 

Medications 
(Implementation 

period) 

pending approval 

Feb 09 Long-Acting Beta 
Agonists · formoterol inhalation solution (Perforomist) BCF · Salmeterol OPI (Serevent Oiskus) pending approval pending approval 

Feb 09 

Nov OS 

Inhaled 
Corticosteroids f 
Long-Acting Beta 
Agonist 
Com binations 

Short-Acting 
Beta Agonists 

-------------------

(No ICSILABA combinations recommended for NF 
placement Feb 09) 

• albuterol chlorofluorocarbon (CFC) metered dose 
inhaler (MOl) (no longer manufactured) 

· metaproterenol (Alupent) CFC MOl (no longer 
marketed) 

· metaproterenol inhalation solution 

· pirbuterol (Maxair) MOl 

BCF 

BCF 

• 
· 

• 

· 

Fluticasone/salmeterol OPI (Advair Oiskus) 
Fluticasone/salmeterol HFA MOl 
(Advair HFA) 

--------------------

Ventolin HFA (albuterol hydrofluoroalkane 
(HFA) MOl 
Albuterol inhalation solution; 
Note - does not include the following: 

Accuneb 0.021% [0.63 mglmL] 
Accuneb 0.042% [1.25 mgl3mL] 
Albuteral 0.5% [2.5 mglO.5 mL in 
0.5 unit dose vial] 

pending approval 

10 Feb 09 

pending approval 

8 Apr 09 
(60 days) 

Appendix C - Implementation Status of UF Class Review Recommendations f Decisions 
Minutes and Recommendations of the DoD P& T Committee Meeting 18 February 2009 Page 21 of 30 

Cumulative Page #309



-------

---------

-------

---------

------

--------- ---

----------

---------

-------

.- ---

Decision Date 
Effective Date for(000 P&T minutes 

signed, effective Non-Formulary 
BCFI Medications 

Drug 
date for BCFIECF 

ECF medications, NF to (Implementation 
Meeting Class period} 

Nov 08 (update to 

Non-Formulary Medications Class BCFIECF Medications UFchanges) 

· olopatadine (Patanase) 
include nasal · ciclesonide (Om naris) 
antihistamines; nasal · Fluticasone propionate (generic Flonase) 8 Apr 09· fluticasone furoate (Veramyst) 

10 Feb 09 Nasal Allergy Drugs • BCF (60 days) 
05 & Aug 07 for 
steroids reviewed Nov beclomethasone (Beconase AO) · Azelastine (Astelin) 

• budesonide (Rhinocort Aqua) 
Veramyst) · triamcinolone (Nasacort AO) 

Nov 08 & Aug 08 Recommended for non-formulary status Aug 08; no 10 Feb 09; original 7 Jan 09 
(update; reviewed Antidepressants I change to non-formulary status In Nov 08 BCF No changes to BCF recommended Aug 08 signing date (60 days) 
Nov 05) · desvenlafaxine (Pristiq) 240et08 

To remain NF 

· 
Currently BCF 

paroxetine HCI CR (Paxil) 

· 
• citalopram 

fluoxetine 90 mg weekly admin. (Prozac Weekly) · fluoxetine (excluding weekly regimen & 19 Jul 06Aug 08 (update; 
19 Jan 06Antidepressants I • fluoxetine in special packaging for PMDD (Sarafem) BCF special packaging for PMDD) (180 days) reviewed Nov 05) • escitalopram (Lexapro) 

· · sertraline (Zoloft) 
duloxetine (Cymbalta) trazodone· · bupropion extended release (Wellbutrin XL) · bupropion sustained release 

· No changes recommended to BCF at Nov 08 
ACE inhibitors  Previously non-fonnulary, recommended for UF status meeting; ramipril removed from Non-

Nov 08 Nov 08 formulary status and designated as Uniform N/ARenin Angiotensin BCF 10 Feb 09 
Formulary immediately upon signing of the 
minutes 

· rizatriptan (Maxalt), immediate upon signing 
Oct 08 (Interim 

Antihypertensives · ramipril (Aitace generic) 

of the minutes 240et 08;;· almotriptan (Axert) 26 Nov 08
teleconference original signing date: Triptans · frovatriptan (Frova) • sumatriptan oral and one injectable BCF (90 days) 
meeting) & Jun 08 27 Aug 08 

available · naratriptan (Amerge) fonnulation, when multi-source generics are 
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Meeting 
Drug 
Class Non-Fonnulary Medications 

BCFI 
ECF 

Class BCFIECF Medications 

Decision Date 
(DoD P&T minutes 

signed, effective 
date for BCF/ECF 
medications, NF to 

UFchanges) 

Effective Date for 
Non-Fonnulary 

Medications 
(Implementation 

period) 

Aug OS 

Self-Monitoring 
Blood Glucose 
Systems (SMBGS) 
test strips 

· OneTouch Ultra 2 strips (for OneTouch Ultra 2, 
Ultra Mini, and Ultra Smart meters) 

· TrueTrack strips (for TrueTrack meter) 
• Accu-chek Comfort Curve strips (for Accu-chek 

Advantage meter) 
• Accu-chek Compact Plus drum (for Accu-check 

Compact Plus meter) 

· Accu-chek Simplicity, Ascensia Autodisk, 
Ascensia Breeze 2, Ascensia Elite, Assure, 
Assure 3, Assure II, Assure Pro, Bd Test Strips, 
Chemstrip Bg, Control AST, Oextrostix Reagent, 
Easygluco, Easypro, Fast Take, Freestyle test 
strips (other than Freestyle Ute), Glucofilm, 
Glucolab, Glucometer Oex, Glucometer Elite, 
Glucose Test Strip, Glucostix, Optium, 
Precision Pcx, Precision Pcx Plus, Precision 0-1-0, 
Precision Sot-Tact, Prestige Smart System, 
Prodigy, Quicktek, Sidekick, Sof-Tact, Surestep, 
Surestep Pro, Test Strip, Relion Ultima, Uni-Check 

· Plus all other store/private label brand strips not 
included on the UF (see BCF/ECF column) 

BCF 

Basic Core Formulary 5MBGS test strips 
• Precision Xtra strips 

(for Precision Xtra meter) 
Uniform FormuiarySMBGS test strips 

· Accu-chek Aviva (for Accu-chek Aviva meter) 

· Ascensia Contour (for Ascensia Contour 
meter) 

· Freestyle Lite (for Freestyle Freedom Lite and 
Freestyle Lite meters) 

24 Oct 08 
17 Mar 09 
(120 days) 

Aug OS 
(re-revlew; Feb 06 
original review) 

Overactive Bladder 
(OAB) Agents · • 

tolterodine IR (Detrol) 
trospium IR (Sanctura) 

BCF 
· tolterodine ER (Detrol LA) 

· oxybutynin ER (Ditropan XL, generics) 
(Note: oxybutynin IR [generic Oitropan] removed 
from BCF, but still UF) 

24 Oct 08 
4 Feb 09 
(90 days) 

Recommended for non-formulary status Aug OS 
• nisoldipine geomatrix (Sular geomatrix) 

No changes to BCF recommended Aug 08 24 Oct 08 
7 Jan 09 
(60 days) 

Aug OS (update; 
reviewed Aug 05; also 
updated Nov 07) 

Calcium Channel 
Blockers 

Previously non-formUlary, recommended for UF status 
Nov 07 

· amlodipine besylate (Norvasc generic) 

To Remain Non-Formulary 

• isradipine IR, ER (Dynacirc; Dynacirc CR) 

· nicardipine IR (Cardene, generics) 

· nicardipine SR (Cardene SR) 
• verapamil ER (Verelan) 
• verapamil ER HS dosing (Verelan PM, Covera HS) 

· diltiazem ER for bedtime dosing (Cardizem LA) 

BCF 

Recommended for addition to BCF Nov 07 

· amlodipine besylate tablets 

Currently BCF 

• amlodipine besylate (Norvasc, generics) 
(Recommended at Nov 07 meeting) 

· nifedipine ER (Adalat CC, generics) 

· verapamil SR 

· diltiazem ER (Tiazac, generics) 

, 

13 Feb 08 

13 Oct 05 

13 Feb 08 

15 Mar 06 
(150 days) 
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Drug 
BCFI 
ECF 

Decision Date 
(DoD P&T minutes 

signed, effective 
date for BCF/ECF 
medications, NF to 

Effective Date for 
Non-Fonnulary 

Medications 
(Implementation 

Meeting Class Non-Fonnulary Medications Class BCFIECF Medications UF changes) period) 

• alendronate (Fosamax) 

JunOS 
Osteoporosis 
Agents · calcitonin salmon nasal spray (Miacalcin) BCF · ibandronate (Boniva) 

(Note: raloxifene (Evista) removed from BCF, but 
27 Aug 08 

26 Nov 08 
(90 days) 

still UF) 
------------

Recommended for addition to BCF Jun OS Revised 

Jun OS (update; 
reviewed May 07) 

Antilipidemic 
Agents II 

No changes to NF recommended Jun 08 

To remain NF 

BCF 

· fenofibrate meltdose (Fenoglide), to replace 
fenofibrate IDD-P (Triglide) 

(Note: fenofibrate IDD-P (Triglide) removed from 
BCF but still UF) 

27 Aug 08 

implementation date: 
26 Nov 08 

original 
implementation date: 
29 Oct 08 (60 days) 

.

• fenofibrate nanocrystallized (Tricor) 

· fenofibrate micronized (Antara) 

· omega-3 fatty acids (Omacor) 

Currently BCF 
• gemfibrozil 

24 July 07 
21 Nov 07 
(120 days) 

· colesevelam (Welchol) 

Revised 
implementation date: 

Recommended for non-fonnulary status Jun 08 

· nebivolol (Bystolic) 
No change to BCF recommended Jun 08 27 Aug 08 

26 Nov 08 
original 

implementation date: 
Jun OS (update; 
reviewed Nov 07) 

Adrenergic 
Blocking Agents 

BCF ,.. -----------

Currently BCF 

29 Oct 08 (60 days) 

(No ABAs selected for NF placement at Nov 07 
meeting) 

· atenolol tablets 

· metoprolol tartrate IR tablets 
• carvediiollR tablets 

13 Feb 08 -

· metoprolol succinate ER tablets 
------------ ------------

Revised 
implementation date: 

Recommended for non-formulary status Jun OS 

· levocetirizine (Xyzal) 
No change to BCF recommended Jun 08 27 Aug 08 

26 Nov 08 
original 

Jun OS (update; 
reviewed Aug 07 

Newer 
Antihistamines 

BCF 

implementation date: 
29 Oct 08 (60 days) 

· MTFs required to carry at least one single 
To remain NF 

· desloratadine (Clarinex) 

· desloratadine/pseudoephedrine (Clarinex D) 

ingredient agent from the newer antihistamine 
class (Ioratadine, cetirizine, or fexofenadine) 
on their local formulary, including at least one 

17 Oct 07 
16Jan 08 
(90 days) 

dosage form suitable for pediatric use 
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-----------
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Decision Date 
Effective Date for(DoD P&T minutes 

signed, effective Non-Formulary 
BCFI Medications 

Drug 
date for BCF/ECF 

ECF medications, NF to (Implementation 
Meeting Class Class BCFIECF Medications period)Non-Formulary Medications UFchanges) 

Revised 
implementation date: 

Recommended for non-formulary status Jun 08 26 Nov 08 No changes to BCF rec Jun 08 27 Aug 08 original· Zileuton ER (Zyflo CR) Jun 08 (update; Leukotriene 
BCF implementation date: reviewed Aug 07) Modifiers 

29 Oct 08 (60 days) 

To remain NF Currently BCF 16 Jan 08 
17 Oct 07 (90 days) · ziteuton (ZyfIO) · montelukast (Singulair) 

•Revised 
implementation date: 

Recommended for non-formulary status Jun 08 26 Nov 08 No change to BCF recommended Jun 08 27 Aug 08 original 

Jun 08 (update) 


· olmesartanlamloclipine (Azor) 
implementation date: 

Original reviews 29 Oct 08 (60 days) 
f---- -------· ACE inhibitors: 

16 Apr 08 To remain NFAug 05 No change to BCF recommended Nov 07 13 Feb 08 
(60 days) · valsartan amlodipine (Exforge) · Miscellaneous -

antihypertensives, To remain NF Currently on the BCF 

including 
 Renin Angiotensin 

BCFACE inhibitors ACE inhibitors ACE/CCB combos. Antihypertensives 
• Moexipril +/- HCTZ (Univasc; Uniretic) • captopril ACE inhibitors ACE inhibitors Feb 06 
• perindopril (Aceon) • lisinopril· ARBs: May07 • 13 Oct 05 • 15 Feb 06 • ramipril (Altace) • lisinopril/ HCTZ · Renin inhibitors. 

ACE/CCB combos ACE/CCB combos ACE/CCB combos ACE/CCB combos Aug 07 
• amlodipinelbenazepril (Lotrel, generics) • felodipine/enalapril (Lexxel) (D/C'd from market) • 26Jul06• 26 Apr 06· CCBlARB combos 

ARBs• verapamiVtrandolapril (Tarka) Nov 07 update ARBs ARBsARBs • telmisartan (Micardis) 
• eprosartan +/- HCTZ (Teveten; Teveten HCT) • telmisartan HCTZ (Micardis HCT) • 24 July 07 • 21 Nov 07 
• irbesartan+/- HCTZ (Avapro, Avalide) 

• olmesartan +/- HCTZ (Benicar; Benicar HCT) 

• valsartan +/- (Diovan; Diovan HCT) 

Targeted 
18 Jun 08• etanercept (Enbrel) Nov 07 · adalimumab (Humira) injection 13 Feb 08 Immunomodulatory ECF (120 days) · anakinra (Kineret) Biologics 

· tamsulosin (Flomax) 
Nov 07 re-review · terazosin tablets or capsules 16 Apr 08 BPH Alpha Automated PA requiring trial of alfuzosin (Uroxatral) 13 Feb 08 BCF (60 days) 

uroselective alpha blockers in last 180 days) 
(Aug 05 original) BloCkers · alfuzosin tablets (Uroxatral) applies to new users of tamsulosin (no use of 

~----
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BCFI 
Drug ECF 

Meeting Class Non-Fonnulary Medications Class BCFIECF Medications 

Recommended for non-formulary status Nov 07 No change to BCF recommended Nov 07 · lisdexamfetamine (Vyvanse) 
Nov 07 (update, ADHD 1 Narcolepsy 

To remain NF BCF Currently on the BCF original review Nov 06) Agents 
• dexmethylphenidate IR (Focalin) · methylphenidate OROS (Concerta) 

· dexmethylphenidate SODAS (Focalin XR) · mixed amphetamine salts ER (Adderall XR) 

· methylphenidate transdermal system (Daytrana) · methylphenidate IR (Ritalin) 

Recommended for non-formulary status Nov 07 

· EE 20 mcgllevonorgestrel 0.09 mg in special No change to BCF recommended Nov 07 
packaging for continuous use (Lybrel) 

To remain NF Currently on the BCF 

· EE 30 mcg 1 levonorgestrel 0.15 mg in special · EE 20 mcg 13 mg drospirenone (Yaz) 

packaging for extended use (Seasonal e) · EE 20 mcg 1 0.1 mg levonorgestrel (Lutera, 
Sronyx, or equivalent) · EE 25 mcg 1norethindrone 0.4 mg (Ovcon 35) 

· EE 50 mcg 1norethindrone 1 mg (Ovcon 50) · EE 30 mcg 13 mg drospirenone (Yasmin) 
Nov 07 (update, · EE 20/30/35 mcg 1noreth. 1 mg (Estrostep Fe) · EE 30 mcg 10.15 mg levonorgestrel 
original review May Contraceptives BCF (Nordette or equivalent 1excludes Seasonale) 
06) · EE 35 mcg 1 1 mg norethindrone (Ortho-

Novum 1/35 or equivalent) 

· EE 35 mcg 10.25 mg norgestimate (Ortho

· EE 30/10 mcg 10.15 mg levonorgestrel in special 
Cyclen or equivalent) 

· EE 25 mcg 10.18/0.215/0.25 mg 
packaging for extended use (Seasonique) norgestimate (Ortho Tri-Cyclen Lo) · EE 20 mcg 1 1 mg norethindrone (Loestrin 24 Fe) · EE 35 mcg 1 0.18/0.215/0.25 mg 

norgestimate (Ortho Tri-Cycien or equivalent) 

· 0.35 mg norethindrone (Nor-QD, Ortho 
Micronor, or equivalent) 

· somatropin (Genotropin, Genotropin Miniquick) 
Growth Stimulating · somatropin (Humatrope) 

Aug 07 ECF · somatropin (Norditropin) 
Agents · somatropin (Omnitrope) 

· somatropin (Saizen) 

· lansoprazole (Prevacid) 

· omeprazole/sodium bicarbonate (Zegerid) 

May 07 · pantoprazole (Protonix) · generic omeprazole 10 mg and 20 mg 
re-review (Feb 05 PPls · rabeprazole (Aciphex) BCF (excludes Prilosec 40 mg) 
original) Automated PA requiring trial of omeprazole OR · esomeprazole (Nexium) 

esomeprazole (Nexium) applies to new users of non-
formulary PPls (no use of PPls in last 180 days) 

Decision Date 
Effective Date for(DoD P&T minutes 

signed, effective Non-Fonnulary 
date for BCF/ECF Medications 
medications, NF to (Implementation 

UF changes) period) 

13 Feb 08 
16 Apr 08 
(60 days) 

17 Jan 07 18 Apr 07 

16 Apr 08 
13 Feb 08 (60 days) 

26 Jul 06 24 Jan 07 

17 Jan 07 18 Mar 07 

19 Dec 07 
17 Oct 07 

(60 days) 

24 July 07 
24 Oct 07 
(90 days) 
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Meeting 
Drug 
Class Non-Fonnulary Medications 

BCFI 
ECF 

Class BCFIECF Medications 

Decision Date 
(000 P&T minutes 

signed, effective 
date for BCF/ECF 
medications, NF to 

UF changes) 

Effective Date for 
Non-Fonnulary 

Medications 
(Implementation 

period) 

May 07 
re-review (Feb 05 
original) 

ARBs 
· eprosartan +1- HCTZ (Teveten; Teveten HCT) 

· irbesartan +I-HCTZ (Avapro; Avalide) 

· olmesartan +1- HCTZ (Benicar; Benicar HCT) 

· valsartan +1- HCTZ (Oiovan; Oiovan HCT) 

BCF · telmisartan (Micardis) 

· telmisartan HCTZ (Micardis HCT) 
24 July 07 

21 Nov 07 
(120 days) 

May 07 5-Alpha Reductase 
Inhibitors · dutasteride (Avodart) BCF · finasteride 24 July 07 

24 Oct 07 
(90 days) 

Feb 07 Newer Sedative 
Hypnotics 

· zolpidem ER (Am bien CR) 

· zaleplon (Sonata) 

· ramelteon (Rozerem) 

Automated PA requiring trial of zolpidem IR applies to 
new users of eszopiclone (Lunesta), ramelteon 
(Rozerem), zaleplon (Sonata), or zolpidem ER (Ambien 
CR) (new users = no use of newer sedative hypnotics 
in last 180 days) 

BCF · zolpidem IR (Ambien) 02 May 07 
01 Aug 07 
(90 days) 

Feb 07 Monoamine 
Oxidase Inhibitors · selegiline transdermal patch (Emsam) ECF · phenelzine (Nardil) 02 May 07 

01 Aug 07 
(90 days) 

Feb 07 Narcotic Analgesics • tramadol ER (Ultram ER) BCF 

· morphine sulfate IR 15 mg, 30 mg 

· morphine sulfate 12-hour ER (MS Contin or 
equivalent) 15, 30, 60 mg 

· oxycodonelAPAP 5/325 mg 

· hydrocodone/APAP 5/500 mg 

· codeinelAPAP 30/300 mg 

· codeinelAPAP elixir 121120 mg/5 mL 

· tramadollR 

02 May 07 
01 Aug 07 
(90 days) 

Feb 07 Ophthalmic 
Glaucoma Agents 

· travoprost (Travatan, Travatan Z) 

· timolol maleate for once daily dosing (Istalol) 

· timolol hemihydrate (Betimol) 

· brinzolamide (Azopt) 

BCF 

· latanoprost (Xalatan) 

· brimonidine (Alphagan P); excludes 0.1% 

· timolol maleate 

· timolol maleate gel-forming solution 

· pilocarpine 

02 May 07 
01 Aug 07 
(90 days) 

Nov 06 Older Sedative 
Hypnotics - BCF · temazepam 15 and 30 mg 17 Jan 07 -

Nov 06 
(update; reviewed Nov 
06) 

Oermatologic 
Topical 
Antifungals· 

Recommended for non-formulary status Nov 06: 

0.25% miconazole I 15% zinc oxide I 81.35% white 
petrolatum ointment (Vusion) 

BCF No change to BCF recommended Nov 06 14 Jul 05 
17 Aug 05 
(30 days) 
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BCFI 
Drug ECF 

Meeting Class Non-Fonnulary Medications Class BCFIECF Medications 

· econazole 

· ciclopirox • nystatin· oxiconazole (Oxistat) · clotrimazole· sertaconazole (Ertaczo) 

· sulconazole (Exelderrn) 

Aug 06 H2 Antagonists I GI 
BCF • ranitidine (Zantac) excludes geicaps and 

protectants 
-

effervescent tablets 

· simvastatin (Zocor) 

Aug 06 Antilipidemic • rosuvastatin (Crestor) 
BCF · pravastatin 

Agents I · atorvastatin I amlodipine (Caduet) · simvastatin I ezetimibe (Vytorin) 

· niacin extended release (Niaspan) 

May 06 Antiemetics · dolasetron (Anzemet) BCF · promethazine (oral and rectal) 

Feb 06 Misc 
(ACE/CCB combos now part of RAAs class) 

Antihypertensive (ACE/CCB combos now part of RAAs class) (re-classified Aug 07; 
Agents (ACE/CCB · felodipine!enalapril (Lexxel) BCFand updated Jun 08; 
combos now part of • verapamilltrandolapril (Tarka) see above) 
RAAsclass) 

Feb 06 GABA-analogs · pregabalin (Lyrica) BCF 

Nov 05 Alzheimer's Drugs · tacrine (Cognex) ECF 

Macrolide! • azithromycin 2 gm (Zmax) Nov OS Ketolide BCF 
Antibiotics · telithromycin (Ketak) 

May 05 PDE5 Inhibitors · sildenafil (Viagra) 
ECF· tadalafil (Cialis) 

May OS MS-DMDs - ECF 

· am lodipineibenazepril (Lotrel) 

· hydralazine 

· clonidine tablets 

• gabapentin 

• donepezil (Aricept) 

· azithromycin (Z-Pak) 
• erythromycin salts and bases 

· vardenafil (Levitra) 

· interferon beta-1a intramuscular injection 
(Avonex) 

Decision Date 
Effective Date for(DoD P& T minutes 

signed. effective Non-Fonnulary 
date for BCF/ECF Medications 
medications, NF to (Implementation 

UFchanges) period) 

18 Mar 07
17 Jan 07 (60 days) 

23 Oct 06 -

23 Oct 06 
1 Feb 07 
(90 days) 

26 Jul 06 
27 Sep 06 
(60 days) 

26 Jul 06
26 Apr 06 

(90 days) 

• 

26 Apr 06 
28 Jun 06 
(60 days) 

19Jan 06 
19 Apr 06 
(90 days) 

22 Mar 06 
19 Jan 06 

(60 days) 

14 Jul 05 
12 Oct 05 
(90 days) 

14 Jul 05 . 
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Decision Date 
(DoD P&T minutes Effective Date for 

signed, effective Non-Fonnulary 
BCFI date for BCFIECF Medications 

Drug ECF medications, NF to (Implementation 
Meeting Class Non-Fonnulary Medications Class BCFIECF Medications UFchanges) period) 

BCF = Basic Core Fonnulary; ECF Extended Core Fonnulary; MN :::: Medical Necessity; TMOP = TRICARE Mai Order Phannacy; TRRx TRICARE Retail Phannacy program; UF = Unifonn Fonnulary 

CFC:::: chlorofluorocarbon; ER = extended release; HFA hydrofluoroalkane; IR = immediate release; SR =susta ned release; IDD-P insoluble drug delivery-microParticle; 

AD-1s: Antidepressant-1 Drugs; ADHD = Attention Deficit Hyperactivity Disorder; ARBs:::: Angiotensin Receptor Elockers; ACE Inhibitors Angiotensin Converting Enzyme Inhibitors; BPH = Benign Prostatic 

Hyperplasia; CCBs :::: Calcium Channel Blockers; EE ethinyl estradiol; GI =gastrointestinal; GABA :::: gamma-am nobutyric acid; H2 Histamine-2 receptor; HCTZ = hydrochlorothiazide; LlP-1 = 

Antihyperlipidemic-1 Drugs; LlP-2 Antihyperlipidemic-2 Drugs; MDls = metered dose inhalers; MOAls = Monoamine Oxidase Inhibitor Drugs; MS-DMDs :::: Multiple Sclerosis Disease-Modifying Drugs; NADs 

= Nasal Allergy Drugs; OABs Overactive Bladder Medications; PDE5 Inhibitors =Phosphodiesterase- type 5 inl ibitors; PPls = Proton Pump Inhibitors; RAAs = Renin Angiotensin Antihypertensives Drugs; 

SABAs =Short-Acting Beta Agonists; 5MBGS: Self-Monitoring Blood Glucose Systems; TIBs = Targeted Immum modulatory Biologics; TZDs= Thiazolidinediones 

*The Dennatologic Topical Antifungal drug class excludes vaginal products and products for onychomycosis (e.g. ciclopirox topical solution [Pen lac]) 
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