
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 



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 
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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) 
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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 



• 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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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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