DEPARTMENT OF DEFENSE
PHARMACY AND THERAPEUTICS COMMITTEE RECOMMENDATIONS
May 2010

I. CONVENING

The Department of Defense (DoD) Pharmacy and Therapeutics (P&T) Committee
convened at 0800 hours on May 12, 2010, and May 13, 2010, 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 February minutes—Dr. Charles Rice, Acting Director, approved the
minutes for the February 2010 DoD P&T Committee meeting on May 3, 2010.

2. Correction to February minutes—The P&T Committee recommended by
consensus the following Factor VIII and Factor IX drugs be returned to formulary
status on the Uniform Formulary (UF) upon execution of the DoD Retail Refund
Pricing Agreement:

Human Factor VIII: Humate-P, Monoclate-P
Recombinant Factor VIII: Helixate FS

Human Factor IX: MonoNine

a) COMMITTEE ACTION—The P&T Committee voted (14 for, 0 opposed, 1
abstained, O absent) to recommend the Acting Director, TMA, amend the
February 2010 P&T Committee Minutes to reflect the Factor VII and Factor [X
drugs listed, above, have been returned to formulary status on the UF.

Acting Director, TMA, Decision: wApproved _a Disapproved

UL C R

Approved, but modified as follows:

III. REVIEW OF RECENTLY APPROVED U.S. FOOD AND DRUG
ADMINISTRATION (FDA) AGENTS

A. Narcotic Analgesics—Fentanyl Citrate Transmucosal Soluble Film (Onsolis)
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Relative Clinical Effectiveness—TFentany! citrate transmucosal soluble film (Onsolis) is
a pure opioid agonist available in a new transmucosal delivery system. It is FDA-
approved for the treatment of breakthrough pain in adults with cancer who are opioid
tolerant. Onsolis contains the same active drug (fentanyl) via the same route of
administration (oral mucosa) as the UF products Actiq (fentanyl transmucosal lozenge;
generics) and Fentora (fentanyl transmucosal tablet). It differs from Actiq and Fentora
as fentanyl is delivered through a soluble film that adheres to the mucosal membrane
and provides protection from the saliva. The film dissolves completely over 15-30

minutes.

There are no direct comparative clinical trials between Onsolis and the other
transmucosal fentanyl products. Onsolis is not bioequivalent with other transmucosal
fentanyl products. The safety and tolerability profile for Onsolis appears comparable to
other transmucosal fentanyl products. The new delivery system offers more efficient
absorption with less swallowing of the drug, which could possibly result in less
gastrointestinal (GI) adverse effects. Other potential benefits of the new delivery
system include reduced ability for diversion and less risk of dental caries.

Onsolis has a restricted distribution risk evaluation and mitigation strategy (REMS)
program that requires enrollment by both the physician and patient, limits dispensing to
a single retail pharmacy, and provides delivery of the drug via traceable courier. The
FDA is requiring, but has not determined an effective date, for similar REMS programs
for Actiq and Fentora.

The narcotic analgesic drug class was last reviewed in February 2007. The clinical
evaluation for Onsolis included, but was not limited to, the requirements stated in 32
Code of Federal Regulations (CFR) 199.21(e)(1).

Relative Clinical Effectiveness Conclusion—The P&T Committee concluded (15 for, 0
opposed, 0 abstained, 0 absent) the plausible, yet unproven, benefits of the transmucosal
fentanyl buccal film (Onsolis) new delivery system include less GI side effects, less risk
of diversion, and less risk of dental caries, compared to other UF transmucosal fentanyl
products. The clinical relevance of the proposed advantages is unclear at this time.

The FDA-mandated REMS program will ensure use is limited to opioid-tolerant
patients.

Relative Cost-Effectiveness—The P&T Committee evaluated the cost of fentanyl citrate
transmucosal soluble film (Onsolis) in relation to the efficacy, safety, tolerability, and
clinical outcomes of the other currently available narcotic analgesics. 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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Cost minimization analysis (CMA) was used to evaluate the relative cost-effectiveness
of the agent. Results from the CMA showed the projected weighted average cost per
day for Onsolis is higher than other formulary narcotic analgesics, except the branded
drug Actiq.

Relative Cost-Effectiveness Conclusion—The P&T Committee, based upon its
collective professional judgment, voted (15 for, 0 opposed, 0 abstained, 0 absent) that
fentany! citrate transmucosal soluble film (Onsolis) is more costly than generic fentanyl
products in the narcotic analgesic drug class. In comparison to generics in this class,
the P&T Committee determined that the higher daily cost for Onsolis was offset by its
unique delivery system and the strict REMS program, which will limit inappropriate
prescribing.

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, 2 opposed, 1 abstained, 0 absent) fentany! citrate transmucosal soluble film
(Onsolis) be designated as formulary on the UF.

Acting Director, TMA, Decision: Dﬂ(pproved o Disapproved

Approved, but modified as follows:

2. COMMITTEE ACTION: BASIC CORE FORMULARY (BCF)
RECOMMENDATION—The P&T Committee considered the BCF status of
fentanyl citrate transmucosal soluble film (Onsolis). Based on the results of the
clinical and economic evaluations presented, the P&T Committee voted (14 for,
0 opposed, 1 abstained, O absent) fentanyl citrate transmucosal soluble film
(Onsolis) would not be added to the BCF.

Acting Director, TMA, Decision: @Kpproved o Disapproved

Approved, but modified as follows:
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B. Triptans—Sumatriptan Needle-Free Injection (Sumavel DosePro)

Relative Clinical Effectiveness—Sumatriptan needle-free injection (Sumavel DosePro)
is a new single-use delivery system for administering sumatriptan subcutaneously.
Sumatriptan (Imitrex) is available in oral tablets, a nasal spray, and a traditional needle-
containing injection device; all are available in generic formulations. The triptans drug
class was last reviewed for UF placement in June 2008. Sumatriptan oral tablets and
injection (Imitrex STATdose; generics) are currently included on the BCF.

Sumavel DosePro is FDA-approved for treating migraines and cluster headaches. The
sumatriptan dose is delivered by a high pressure burst of nitrogen gas, which propels
the drug through the subcutaneous space. Pharmacokinetic studies comparing Sumavel
DosePro with Imitrex STATdose demonstrated bioequivalence between the two
products. Sumavel DosePro obtained FDA approval via section 505(b)(2) of the
Federal Food, Drug, and Cosmetic (FDC) Act using data submitted from the original
Imitrex STATdose submission. Thus, there are no clinical trials with Sumavel DosePro
that measure efficacy for providing pain relief from migraine headaches. Following
administration, initially there is a higher incidence of bleeding, swelling, and bruising
with Sumavel Dose Pro than with Imitrex STATdose; these adverse effects dissipate,
and show no difference in severity with Imitrex STATdose 8 hours after administration.
Potential benefits of Sumavel DosePro compared to sumatriptan needle-containing
injection include that the device is easy to use, it provides an alternative injection option
to patients with severe needle phobia, and it does not require special biohazard disposal
(e.g., disposal in household refuse).

The clinical evaluation for Sumavel DosePro included, but was not limited to, the
requirements stated in 32 CFR 199.21(e)(1).

Relative Clinical Effectiveness Conclusion—The P&T Committee concluded (14 for, 0
opposed, 0 abstained, 1 absent) that although sumatriptan needle-free injection
(Sumavel DosePro) is easy to use, particularly for patients with dexterity issues, and
can be disposed of without special precautions, it does not have a significant, clinically
relevant therapeutic advantage in terms of effectiveness, safety, and clinical outcomes
compared to the existing UF product, sumatriptan needle-containing injection.

Relative Cost-Effectiveness—The P&T Committee evaluated the cost of sumatriptan
needle-free injection (Sumavel DosePro) in relation to the efficacy, safety, tolerability,
and clinical outcomes of the other non-oral sumatriptan formulations included in the
triptans 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).
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CMA was used to evaluate the relative cost-effectiveness of Sumavel DosePro relative
to other non-oral UF sumatriptan agents. Results from the CMA showed the projected
weighted average cost per day for Sumavel DosePro is higher than other non-oral
sumatriptan formulary agents, with the exception of the Imitrex STATdose proprietary
formulation.

Relative Cost-Effectiveness Conclusion—The P&T Committee, based upon its
collective professional judgment, voted (15 for, 0 opposed, 0 abstained, 0 absent) that
sumatriptan needle-free injection (Sumavel DosePro) is more costly compared to
current UF agents except the Imitrex STATdose proprietary formulation.

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, 1 abstained, 0 absent) sumatriptan needle-free injection (Sumavel
DosePro) be designated nonformulary (NF) on the UF.

Acting Director, TMA, Decision: nﬁ roved o Disapproved
Approved, but modified as follows: - ﬁ‘

2. COMMITTEE ACTION: MEDICAL NECESSITY (MN) CRITERIA—Based
on the clinical evaluation of sumatriptan needle-free injection (Sumavel
DosePro) and the conditions for establishing MN for a NF medication, the P&T
Committee recommended (14 for, 0 opposed, 1 abstained, 0 absent) MN criteria
for Sumavel DosePro. (See Appendix B for full MN criteria).

Acting Director, TMA, Decision: Dq(p?roved o Disapproved

Approved, but modified as follows:

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

Acting Director, TMA, Decision: [M(pproved o Disapproved

Approved, but modified as follows:

IV. UF DRUG CLASS REVIEWS

A. Antilipidemic-1s (LIP-1s)

Relative Clinical Effectiveness—The P&T Committee evaluated the relative clinical
effectiveness of the agents in the Antilipidemic-1s (LIP-1s) drug class. This class is
currently ranked number one in the Military Health System (MHS), with drug class
expenditures exceeding $480 million annually. The class was last reviewed in August
2006. The individual drugs included in the LIP-1s class are listed, below:

Statins: atorvastatin (Lipitor), amlodipine/atorvastatin (Caduet), fluvastatin
(Lescol), fluvastatin extended release (ER; Lescol XL), lovastatin (Mevacor,
generics), lovastatin ER (Altoprev), pravastatin (Pravachol, generics),
rosuvastatin (Crestor), simvastatin (Zocor, generics), and ezetimibe/simvastatin
(Vytorin)

Statin combination products and add-on therapies: niacin ER (Niaspan),
lovastatin/niacin ER (Advicor), simvastatin/niacin ER (SIMCOR), and ezetimibe
(Zetia)

The current BCF agents are pravastatin, simvastatin, niacin ER (Niaspan), and
ezetimibe/simvastatin (Vytorin). The NF agents are atorvastatin/amlodipine
(Caduet) and rosuvastatin (Crestor). The remaining drugs are classified as UF
agents. Generic formulations of simvastatin, pravastatin, and lovastatin are now
marketed. Generic formulations of atorvastatin are expected in late 2011.

Relative Clinical Effectiveness Conclusion—The Committee recommended (14 for, 0
opposed, 0 abstained, 1 absent) the following conclusions for the LIP-Is:
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1. Across equipotent doses, the statins achieve a similar percentage
reduction in low-density lipoprotein (LDL), and a similar percentage
increase in high-density lipoprotein (HDL).

2. All statins show a plateau and drop-off in ability to raise HDL at
increasing doses.

3. Doubling the dose of a statin provides only an additional 4% to 7%
reduction in LDL and 3% to 6 % reduction in non-HDL.

4. There is a strong correlation between the change in LDL and C-reactive
protein (CRP). CRP appears to be a strong predictor of coronary heart
disease (CHD). It is unclear what emphasis the upcoming National
Heart and Lung Blood Institute Adult Treatment Panel (ATP) IV
guidelines will place on CRP in managing patients with
hypercholesterolemia.

5. A l:1 log-linear relationship exists between lowering LDL and non-
HDL and reduced relative risk of CHD. In one mortality study, non-
HDL was a stronger predictor of CHD risk than LDL.

6. With respect to the low-to-moderate intensity statins (statins able to
reduce LDL levels by <45%):

o The results of one meta-analysis show Lipitor, pravastatin, and
simvastatin have similar effects in providing long-term
cardiovascular (CV) prevention (e.g., reducing all-cause deaths,
major coronary events, CV death, and major cerebrovascular
events).

e There are fewer trials published for lovastatin and fluvastatin, but
positive outcomes are still shown.

e Simvastatin at doses < 40 mg will remain the DoD-preferred statin.

7. The high-intensity statins (those statins able to reduce LDL levels by
>45%) include Lipitor 40 and 80 mg; Vytorin 10/20, 10/40, and 10/80
mg; Crestor 10, 20, and 40 mg; and simvastatin 80 mg.

8. Intrials assessing the primary prevention of CHD, statins do not appear
to decrease the risk of all-cause mortality. At a dose of 20 mg, Crestor
showed a decreased risk of all-cause mortality in the JUPITER trial.
The benefit of Crestor in this trial was limited to patients with CRP> 2
and an additional CHD risk factor besides age. When used in the
primary prevention of CHD, statins in general decrease the risk of CV
events by 22% to 30%.
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10.

11

12.

13.

14.

15.

16.

17.

In trials assessing the secondary prevention of CHD, statins decrease
the risk of mortality and the risk of major CV events 21% to 23%.
Similar benefits are conferred among patients with or without diabetes.
When used in acute coronary syndrome, Lipitor 80 mg decreases the
risk of a second event by 16% to 19%. There are no studies with
Crestor assessing the secondary prevention of CHD.

Vytorin provides added efficacy in terms of LDL lowering, but still
lacks clinical outcomes data showing a reduction in CV events.
Positive benefits in reducing CV events have been shown with the
simvastatin component of Vytorin in The Heart Protection Study and
The Scandinavian Simvastatin Survival Study trials.

Zetia lowers LDL 15%-20% by a mechanism distinct from that of the
statins.

Niaspan lowers LDL 5%-15%. However, Niaspan is required in the
MHS, as its primary benefit is to raise HDL by 25%.

Since the 2006 review, there is no new compelling data for Advicor,
SIMCOR, Caduet, Altoprev, or Lescol XL to change the original
conclusion that these drugs do not offer additional clinical benefits over
the other LIP-1s. These drugs have low utilization in the MHS.

With regard to safety, there is no evidence that increases in liver
function tests or minor adverse events (gastrointestinal disturbances,
headaches, rash, itching) are less likely to occur with one statin versus
another; these adverse effects are dose-related.

Concerns of proteinuria remain with Crestor 40 mg, but the clinical
significance of this effect is unknown.

The risk of statin-related myotoxicity increases with increasing
dosages. There is no evidence that one statin is less likely to cause
myotoxicity than another. The FDA recently updated the labeling for
simvastatin 80 mg, warning of the risk of myotoxicity. The overall
incidence of rhabdomyolysis is rare with all statins.

There is no conclusive data yet to suggest that statin therapy is
associated with cognitive decline, behavioral defects, or cancer.
However, there is evidence to suggest an increased risk of new onset
diabetes with statin therapy (JUPITER trial and Lancet 2010 meta-
analysis). The clinical implications of this finding are still unclear.
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18. Fluvastatin, pitavastatin (a new statin not yet marketed), pravastatin,
and Crestor do not interact with CYP 3A4 and have more favorable
drug-drug interaction profiles than the other statins. Pravastatin is
renally metabolized and bypasses the CYP 450 system entirely.

19. The Pharmacy Outcomes Research Team (PORT) analyzed LIP-1s
utilization in the MHS during a 7-month period between August 1,
2009, and March 31, 2010. Overall, approximately 1.4 million DoD
beneficiaries receive lipid-lowering therapies and about 1.2 million
DoD beneficiaries receive statins. The percentage of the study group
classified as new statin users was 7%. Women comprised 51% of the
entire study group; the mean patient age was 42.4 years (standard
deviation 11.8 years).

The majority of use is statin monotherapy (882,000 patients). The
most common add-on therapy is ezetimibe (194,000), followed by
fibrates (123,000) and niacin (57,000). Zetia is frequently prescribed
as Vytorin (73%); only 27% of the study group received Zetia with a
statin other than simvastatin. Most niacin is given separately (74%),
with only 6,819 patients receiving SIMCOR or Advicor.

About 29% of all patients receiving statin monotherapy or a statin and
Zetia are receiving high-intensity statins (statins able to reduce LDL
levels by >45%); 17% of this group is receiving a high-intensity statin
alone; 11% are receiving a high-intensity statin plus Zetia. The most
common triple therapy is a statin and Zetia and niacin (12,000).
Overall, about 73,000 patients recetve some combination targeting
LDL and HDL/triglycerides.

20. To meet the clinical needs of the majority of MHS patients, the UF must
include the low-to-moderate intensity statins simvastatin and pravastatin,
and at least one high-intensity statin.

Relative Cost-Effectiveness—The P&T Committee evaluated the relative cost-
effectiveness of the LIP-Is 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).

Statins: A series of cost-effectiveness analyses (CEAs) and budget impact
analysis (BIAs) were used to determine the relative cost-effectiveness of agents
in the class.
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Four separate cost-effectiveness models were constructed in the analyses of low-
to-moderate statins (statins able to reduce LDL levels by < 45%) and high-
intensity statins (statins able to reduce LDL levels by >45%). Analyses were
based on direct and indirect comparisons of relevant trial data.

1. The Annual Cost per 1% LDL Decrease Model compared the cost-
effectiveness of the high % LDL-lowering agents based on annual cost per
1% LDL reduction using a decision analytical model.

2. The Annual Cost per Patient Treated to Goal Model compared the cost-
effectiveness of these agents based on annual cost per patient successfully
treated to ATP III National Cholesterol Education Program goal using a
decision analytical model.

3. The Annual Cost per 1% Non-HDL Decrease Model compared the cost-
effectiveness of the high % non-HDL lowering agents based on annual cost
per 1% non-HDL reduction using a decision analytical model.

4. The Annual Cost per 1% HDL-increase Model compared the cost-
effectiveness of the high % HDL-increasing agents based on annual cost per
1% HDL increase using a decision analytical model.

Statin combination products and add-on therapies: CMA and BIA were used
to evaluate the cost-effectiveness of the statin combination products and add-on
therapies.

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:

Statins (13 for, 0 opposed, 1 abstained, 1 absent):

1. For the low-to-moderate % LDL-lowering agents (< 45% LDL reduction)
evaluated: simvastatin (10, 20, and 40 mg), Lipitor 10 and 20 mg, and all
strengths of pravastatin, the cost-effectiveness of the agents in this class were
evaluated using each of the decision analytic models described, above. In
pharmacoeconomic terms, simvastatin was considered to be dominant at all
equipotent strengths, in terms of cost per LDL reduction, cost per LDL goal
attainment, cost per non-HDL reduction, and cost per HDL increase. CEA
results showed simvastatin was located along the cost efficiency frontier and
considered to be the optimal agent.
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Note: Based on low utilization and conclusions presented at the August 2006
P&T Committee Meeting, the following agents were not evaluated in the
model(s): simvastatin 5 mg, Crestor 5 mg, ezetimibe/simvastatin (Vytorin)
10/10 mg, fluvastatin IR, fluvastatin ER, lovastatin IR, and lovastatin ER
were not included in the CEA).

2. For the high-intensity % LDL-lowering agents (> 45% LDL reduction)
evaluated: Lipitor 40 and 80 mg, Crestor 10, 20, and 40 mg,
simvastatin/ezetimibe (Vytorin) 10/20, 10/40, 10/80 mg, and
simvastatin 80 mg, the cost-effectiveness of the agents in this class were
evaluated using each of the decision analytic models described, above.
In pharmacoeconomic terms, the results of the first three cost-
effectiveness analyses showed Lipitor 40 and 80 mg to be the overall
most cost-effective high-intensity agent(s), in terms of cost per % LDL
reduction, cost per % LDL goal attainment, and cost per % non-HDL
reduction. Crestor 40 mg was more effective but considerably more
costly compared to Lipitor at equipotent doses, but not more effective
nor less costly than the equipotent dosage of ezetimibe/simvastatin
(Vytorin) 10/80 mg. CEA determined Vytorin was not dominant in cost
per outcome compared to Lipitor. From a price per % LDL-reduction
perspective, Lipitor (all strengths) was more cost-effective than Vytorin.
CEA results showed Lipitor 40 and 80mg was located along the cost
efficiency frontier and considered to be the optimal agent(s).

3. BIA was used to assess the potential impact of cost scenarios where
selected LIP-1s were designated formulary or nonformulary on the UF.
Cost scenarios evaluating the impact of designating agents on the BCF
were also considered. Results from the BIA for LIP-1s revealed that the
scenarios placing Lipitor at all strengths on the BCF and as the step-
preferred product in front of a step-therapy requirement and placing all
generic agents in front of a step-therapy requirement were the most cost-
effective scenarios.

4. The results of the BIA showed that Lipitor was less costly than the other
brand agents Crestor and Vytorin in all scenarios evaluated. All scenarios
placing Lipitor in the step-preferred position were less costly than all
nonstep-scenarios and all other scenarios involving multiple step-preferred
branded agents.

Statin combination products and add-on therapies (14 for, 0 opposed, 0
abstained, 1 absent):
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1. The CMA results revealed that SIMCOR was the most cost-effective
add-on product, based on an analysis of the cost per day of therapy.
Cost per day of therapy was calculated using cost per tablet adjusted by
daily average consumption (DACON) rates for SIMCOR, Niaspan,
Advicor, and Zetia.

2. BIA was used to assess the potential impact of cost scenarios where
selected statin combination products and add-on agents were designated
formulary or nonformulary on the UF. Scenarios evaluating the impact
of designating agents on the BCF were also considered. Results from
the BIA revealed the most cost-effective scenario overall to add Niaspan
on the BCF and UF, add Zetia on the UF, and designate SIMCOR and
Advicor NF. However, designating SIMCOR NF may result in
increased usage of Niaspan and increase overall costs. Sensitivity
analyses show no individual scenario was dominant after considering
the margin for error present in all cost projections. Therefore, the cost
avoidance of the aforementioned most cost-effective scenario was
within the margin of error.

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 the following:

(1) Ezetimibe/simvastatin (Vytorin), Atorvastatin (Lipitor), simvastatin
(Zocor, generics), fluvastatin (Lescol), fluvastatin ER (Lescol XL),
lovastatin (Mevacor, generics), lovastatin ER (Altoprev) and
pravastatin (Pravachol, generics) remain classified as formulary on
the UF; and that atorvastatin/amlodipine (Caduet) and rosuvastatin
(Crestor) be designated formulary agents on the UF, with prior
authorization (PA) for the LIP-1s drug class requiring a trial of
atorvastatin (Lipitor) and the generic formulations of simvastatin or
pravastatin for new patients (12 for, 0 opposed, 2 abstained, |
absent);

(2) Ezetimibe (Zetia), niacin ER (Niaspan), lovastatin/niacin ER
(Advicor), and simvastatin/niacin ER (SIMCOR) remain
designated as UF; (13 for, 0 opposed, 1 abstained, 1 absent);

(3) As aresult of the above recommendations, there are no LIP-1s
designated as nonformulary on the UF.
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Acting Director, TMA, Decision: @4 roved 0 Disapproved

Approved, but modified as follows:

b) COMMI TTEE ACTION: PA CRITERIA-—-The Committee
recommended (13 for, 1 opposed, 1 abstained, 0 absent) the following PA
criteria should apply to the LIP-1s other than generics and Lipitor.
Coverage would be approved if the patient met any of the following
criteria: .

(1) Automated PA criteria:

(a) The patient has received a prescription for a preferred
agent targeting similar LDL reduction at any MHS
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 the preferred agent and was unable to
tolerate treatment due to adverse effects.

(b) The patient is taking a concurrent drug that is metabolized by
CYP3A4.

(c) The patient requires >55% LDL lowering.

(d) The patient requires primary prevention with rosuvastatin
(Crestor) and is not able to take atorvastatin (Lipitor).

Acting Director, TMA, Decision: E%gproved o Disapproved

Approved, but modified as follows:

¢) COMMITTEE ACTION: UF IMPLEMENTATION PERIOD—The
P&T Committee recommended (13 for, 1 opposed, 1 abstained, O
absent) 1) an effective date of the first Wednesday 1 week after the
minutes are signed, following a 60-day implementation period in the
retail network and mail order, and at MTFs no later than a 60-day
implementation period; and 2) TMA send a letter to beneficiaries
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affected by this UF decision. The implementation period will begin
immediately following approval of the DoD P&T Committee minutes

Acting Director, TMA, Decision: E/A%;:roved a Disapproved

Approved, but modified as follows

d) COMMI TTEE ACTION: BCF 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:

(1) Simvastatin (Zocor, generics) and pravastatin (Pravachol, generics)
remain BCF; atorvastatin (Lipitor) be added to the BCF; and,
ezetimibe/simvastatin (Vytorin) be removed from the BCF (11 for,
0 opposed, 2 abstained, 2 absent);

(2) Niacin ER (Niaspan) remain BCF (13 for, 0 opposed, 1 abstained,
1 absent). '

Acting Director, TMA, Decision: a&pproved o Disapproved

Approved, but modified as follows:

B. Alpha Blockers for Benign Prostatic Hyperplasia (BPH)

Relative Clinical Effectiveness—The P&T Committee evaluated the relative clinical
effectiveness of the alpha blockers used for BPH currently marketed in the United
States. The class is comprised of three non-uroselective agents: terazosin (Hytrin,
generics), doxazosin immediate release (IR; Cardura; generics), and doxazosin ER
(Cardura XL); and three uroselective agents: alfuzosin (Uroxatral), tamsulosin (Flomax)
and silodosin (Rapaflo). Generic formulations of tamsulosin were launched in March
2010. The BPH alpha blocker drug class was first reviewed in August 2005 and
reviewed again in November 2007. The newest agent, Rapaflo, was reviewed in
August 2009. Current annual expenditures for the BPH alpha blockers are $52 million.

There is an existing automated PA process for the uroselective alpha blockers, which
requires a trial of Uroxatral as initial therapy. All the alpha blockers are FDA-approved
for treating BPH. The clinical evaluation for the BPH alpha blockers included, but was
not limited to, the requirements stated in 32 CFR 199.21(e)1).

Minutes & Recommendations of the DoD P& T Committee Meeting May 12-13, 2010
Page 14 of 34



Relative Clinical Effectiveness Conclusion—The P&T Committee recommended (15
for, 0 opposed, 0 abstained, 0 absent) the following clinical effectiveness conclusions
regarding the BPH alpha blockers:

1.

There are limited head-to-head trials comparing the BPH alpha blockers; the
available placebo-controlled trials and meta-analyses were reviewed. Although
all the alpha blockers are superior to placebo, variability in study design and
demographics preclude the ability to designate one agent as clinically superior.

Based on randomized placebo-controlled trials, terazosin, doxazosin, tamsulosin,
alfuzosin, and silodosin produce clinically significant and comparable symptom
improvements when compared to placebo.

. Uroselective agents are well tolerated, with a few differences in safety

considerations.

Uroselective agents appear to be better tolerated than non-uroselective agents, as
measured by withdrawals due to adverse events and discontinuation of therapy.

Non-uroselective alpha blockers exhibit a higher rate of vasodilatory adverse
effects relative to uroselective alpha blockers

All agents have similar warnings regarding intraoperative floppy iris syndrome.

7. The PORT analyzed the rejected claims attributable to the existing automated

PA process (step-therapy edit) for the BPH alpha blockers from April 16, 2008,
to December 31, 2009.

a) Over the study period, 154,691 patients received uroselective alpha
blockers for BPH in the retail or mail points of service; 43% of the
patients encountered the step-therapy edit reject. Step therapy was highly
effective at causing switches to preferred products; 81% of the patients
who received a selective alpha blocker received the preferred product,
alfuzosin, within 90 days. However, a substantial percentage of patients
did not receive an alpha blocker within 90 days; 30% of patients did not
receive a selective alpha blocker and 26% did not receive any alpha
blocker (selective or non-selective).

b) About 7% of'the patients affected by the step therapy edit were female.
Results for the women were similar to the overall results: 81% of women
receiving a selective alpha blocker were switched to alfuzosin. However,
the majority of women (64%) encountering the reject did not receive a
selective alpha blocker within 90 days.

c) When the alpha blocker step-therapy results were compared to previous
analyses of UF drugs with step edits, similar results were noted. The
percentages for those patients who did not receive a prescription after the
step-edit reject were 35% in the newer sedative hypnotics class, and 31%
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in the proton pump inhibitor class, versus 26%—30% in the alpha blocker
class.

8. A review of the clinical literature since the previous UF reviews did not add
substantial new information or support changes in clinical practice.

9. Terazosin, doxazosin, and doxazosin ER have a low degree of therapeutic
interchangeability with alfuzosin, tamsulosin, and silodosin in terms of safety
and tolerability, due to the higher incidence of discontinuation rates and
vasodilatory effects seen with the non-uroselective alpha blockers.

10. Alfuzosin, tamsulosin, and silodosin have a high degree of therapeutic
interchangeability; any of these drugs could be expected to meet the needs of the
majority of MHS BPH patients requiring an uroselective agent.

Relative Cost-Effectiveness—The P& T Committee evaluated the relative cost-
effectiveness of the alpha blockers used for BPH 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).

CMA and BIA were used to evaluate the cost-effectiveness of the BPH alpha blockers.
Currently, there is a national shortage of doxazosin, resulting in a higher price for some
dosage strengths.

Relative Cost-Effectiveness Conclusion—DBased on the results of the cost analyses and
other clinical and cost considerations, the P& T Committee concluded (14 for, 0
opposed, 0 abstained, 1 absent) the following:

1. CMA results for the non-uroselective agents revealed that generic terazosin and
generic doxazosin IR were the most cost-effective agents based on the weighted
average cost per day of therapy.

2. CMA results for the uroselective agents revealed that generic tamsulosin was the
most cost-effective agent and Rapaflo (silodosin) was the least cost-effective
- agent based on the weighted average cost per day of therapy.

3. BIA results revealed the scenario that placed generic tamsulosin alone in front of
a step on the UF and the scenario that included generic tamsulosin and Uroxatral
(alfuzosin) on the UF in front of a step were the most cost effective.

a) COMMITTEE ACTION: UF RECOMMENDATION—Taking into
consideration the conclusions from the relative clinical effectiveness and
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relative cost-effectiveness determinations, and other relevant factors, the
P&T Committee, based upon its collective professional judgment, voted
to recommend (11 for, 3 opposed, | abstained, 0 absent) that:

(1) tamsulosin (generic Flomax) and alfuzosin (Uroxatral) be designated
as the uroselective UF alpha blockers; terazosin (Hytrin, generics) and
doxazosin IR (Cardura) be maintained as the non-uroselective UF alpha
blockers;

(2) silodosin (Rapaflo) remain classified as NF with a PA requiring a trial
of alfuzosin or generic tamsulosin for new patients; and

(3) doxazosin ER (Cardura XI.) be classified as the NF non-uroselective
alpha blocker for BPH.

Acting Director, TMA, Decision: lﬁdp I o Disapproved

Approved, but modified as follows:

b) COMMI TTEE ACTION: PA CRITERIA—The automated PA (step
therapy) currently in effect requires alfuzosin (Uroxatral) before other NF
alpha blockers for BPH, unless there is therapeutic failure, intolerance, or
hypersensitivity. The automated PA criteria will now include generic
tamsulosin as a preferred BPH alpha blocker, along with alfuzosin
(Uroxatral). The P&T Committee voted (13 for, 0 opposed, 2 abstained, 0
absent) to recommend the PA criteria outlined, below, should apply to
silodosin (Rapaflo); there is no change to the criteria for silodosin
previously in effect. Coverage would be approved if the patient met any
of the following criteria:

(1) Automated PA criteria:

(a) The patient has received a prescription for either silodosin
(Rapaflo), tamsulosin (generic Flomax), or alfuzosin
(Uroxatral) at any MHS pharmacy point of service (MTFs,
retail network pharmacies, or mail order) during the previous
180 days.
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(2) PA criteria if automated criteria are not met:

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

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

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

Acting Director, TMA, Decision: !/f\gfroved o Disapproved
Approved, but modified as follows:

¢) COMMITTEE ACTION: MN CRITERIA—Based on the clinical
evaluation of the alpha blockers for BPH, and the conditions for
establishing MN for a NF medication, the P&T Committee recommended
(14 for, 0 opposed, | abstained, 0 absent) MN criteria for the uroselective
‘alpha blocker silodosin (Rapaflo), and recommended (14 for, 0 opposed,
1 abstained, 0 absent) MN criteria for the non-uroselective alpha blocker
doxazosin ER (Cardura X1). (See Appendix B for full MN criteria.)

Acting Director, TMA, Decision: m&izoved o Disapproved

Approved, but modified as follows:

d) COMMI TTEE ACTION: UF IMPLEMENTATION PERIOD—The
P&T Committee recommended (14 for, 0 opposed, 1 abstained, 0 absent)
1) an effective date of the first Wednesday 1 week after the minutes are
signed, following a 60-day implementation period in the retail network
and mail order, 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 of the DoD P&T Committee minutes.
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Acting Director, TMA, Decision: Approved o Disapproved

Approved, but modified as follows:

e) COMMITTEE ACTION: BCF 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, 1 opposed, 1 abstained, 0 absent) to retain
alfuzosin (Uroxatral) and terazosin (Hytrin) on the BCF, and add
tamsulosin (generic Flomax) to the BCF.

Acting Director, TMA, Decision: o ‘/gﬁmved 0 Disapproved

Approved, but modified as follows:

UTILIZATION MANAGEMENT

A. PA Requirement for Quinine—Quinine sulfate has been used off-label for years to
treat nocturnal leg cramps. The only quinine product approved by the FDA (marketed
under the trade name Qualaquin) is only approved for treating malaria; however, the
FDA recognizes that the majority of its use is for leg cramps.

In the MHS, between April 1, 2009, and March 31, 2010, over 10,300 patients were
prescribed quinine, with over 70% of the prescriptions dispensed from the retail
network. The majority of patients receiving quinine sulfate prescriptions are older than
45 years. The current MHS usage is 80% lower than that reported in a DoD P&T
Committee analysis from 2004. Results from an analysis of MHS quinine prescriptions
during fiscal year 2009 found that out of 11,341 patients, 24% had one or more ICD-9
codes associated with leg cramps and 0.1% had ICD-9 codes associated with malaria;
76% of patients did not have ICD-9 codes for either malaria or leg cramps.

Meta-analyses and professional guidelines conclude that quinine is likely effective in
reducing the frequency of muscle cramps, but the magnitude of benefit is small. No
drug is currently FDA-approved for leg cramps, and there are no clearly effective
pharmacological or nonpharmacological alternatives. A 2006 post-marketing FDA
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surveillance study reported that since 1969 there have been 665 reports of adverse
events involving quinine sulfate, including 93 deaths. Serious adverse events reported
with quinine sulfate include thrombocytopenia, hemolytic-uremic syndrome/thrombotic
thrombocytopenic purpura (HUS-TTP), chronic renal impairment associated with HUS-
TTP, hypersensitivity reactions, and QT prolongation. The product labeling for
Qualaquin was updated in 2009 to state that the risk associated with quinine sulfate
when used for nocturnal leg cramps outweighs any potential benefit.

1. COMMITTEE ACTION: PA—Due to continued safety concerns and FDA
advisories recommending against use of quinine sulfate for leg cramps, the P&T
Committee recommended (13 for, 1 opposed, 1 abstained, 0 absent) a PA be
required for quinine sulfate (Qualaquin) that limits use to the FDA-approved
indication of malaria. The PA would apply to both existing and new users of
quinine sulfate.

Acting Director, TMA, Decision: Approved o Disapproved

Approved, but modified as follows:

2. COMMITTEE ACTION: PA IMPLEMENTATION—The P&T Committee
voted (14 for, 0 opposed, 1 abstained, 0 absent) to recommend the quinine
sulfate PA should have an effective date of the first Wednesday 1 week after the
minutes are signed, following a 60-day implementation period in the retail
network and mail order, and at the MTFs, no later than a 60-day implementation
date. The implementation period will begin immediately following the approval
by the Director, TMA.

Acting Director, TMA, Decision: Approved 0 Disapproved

Approved, but modified as follows:
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VI

BASIC CORE FORMULARY ISSUES

. Fluticasone proprionate nasal spray (Flonése, generics)—BCF Deletion

The Nasal Allergy Drugs, which include the nasal corticosteroids, were last reviewed in
November 2008. Generic fluticasone propionate nasal spray (Flonase) was selected as
the BCF nasal corticosteroid. Supplies of both generic and branded fluticasone
propionate nasal spray are limited, due to manufacturing plant closures by the FDA and
exit of the proprietary manufacturer from the market. The result is an increase in price
from the two remaining generic manufacturers. It is unknown when additional supplies
will be available. Due to the aforementioned developments, the P&T Committee
recommended deleting fluticasone propionate nasal spray from the BCF. Fluticasone
propionate nasal spray will remain on the UF. MTFs are encouraged to provide an
alternative nasal corticosteroid in the interim, to meet local needs.

|. COMMITTEE ACTION: BCF DELETION—The Committee voted (13 for, 1
opposed, 1 abstained, 0 absent) to remove fluticasone propionate nasal spray
(Flonase, generics) from the BCF immediately upon signing of the May 2010 DoD
P&T Committee minutes; it will remain formulary on the UF.

Acting Director, TMA, Decision: u%oved o Disapproved

Approved, but modified as follows:

. Department of Veterans Affairs (VA)/DoD Joint Contracting Initiatives—Non-

Basal Insulins BCF Addition

The P&T Committee was briefed regarding the VA National Acquisition Center
contract for the non-basal insulin, including insulin aspart (Novolog) and 70% insulin
aspart protamine suspension/30% insulin aspart (Novolog Mix 70/30). The insulin
aspart (Novolog) vials are currently on the BCF. As part of the new contract, the
insulin aspart pen injection devices (Novolog FlexPen) and insulin aspart PenFill
cartridges (Novolog PenFill) are now cost-effective and have a similar price/mL as the
vials. Likewise the 70% insulin aspart protamine suspension/30% insulin aspart pen
injection device (Novolog Mix 70/30 FlexPen) is now similarly priced to the vials.

1. COMMITTEE ACTION: BCF ADDITION—The Committee voted (14 for, 0
opposed, 1 abstained, 0 absent) to recommend adding the insulin aspart pen
injection device (Novolog FlexPen), the insulin aspart PenFill cartridges
(Novolog PenFill), and the 70% insulin aspart protamine suspension/30% insulin
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aspart pen injection device (Novolog Mix 70/30 FlexPen) to the BCF,
immediately upon signing of the May 2010 DoD P&T Committee minutes.

Acting Director, TMA, Decision: Aggoved a Disapproved

Approved, but modified as follows:

VII. ITEMS FOR INFORMATION

A. Pharmacy Outcomes Research Team (PORT)—The PORT briefed the P&T
Committee on their completed, ongoing and future research projects.

VIII. NATIONAL DEFENSE AUTHORIZATION ACT, SECTION 703—INCLUSION
OF TRICARE RETAIL PHARMACY PROGRAM IN FEDERAL
PROCUREMENT OF PHARMACEUTICALS UPDATE

The P&T Committee reviewed drugs that have been established on a DoD Retail
Refund Pricing Agreement; these drugs are now compliant with Fiscal Year 2008
National Defense Authorization Act, Section 703. By law, these drugs were designated
NF on the UF and subject to pre-authorization prior to use in the retail point of service
(POS) and MN in MTFs. These drugs are now eligible to return to their previous
formulary status without a pre-authorization requirement. Drugs with pricing
agreements were systematically classified according to therapeutic and pharmacologic
lines. The classification system was based on the American Hospital Formulary System
Classification and First Data Bank classification.

A. COMMITTEE ACTION: DRUGS RETURNED TO UF STATUS—The
P&T Committee recommended by consensus the drugs listed in Appendix
C return to formulary status on the UF. See Appendix C for the full list of
affected medications.

Acting Director, TMA, Decision: %}pmved o Disapproved

) —

Approved, but modified as follows:
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B. COMMITTEE ACTION: DRUGS MAINTAINING NF STATUS BUT NOT
SUBJECT TO PREAUTHORIZATION—The P&T Committee recommended
by consensus the following drugs maintain NF status and not be subject to PA;

Daytrana, Kapidex, Saizen, Azor, Weichol, Cardene SR, and Vyvanse
Acting Director, TMA, Decision: d{&wed o Disapproved

Approved, but modified as follows:

VIIL. CLASS OVERVIEWS

The Antidiabetic Drug Class overview was presented to the P&T Committee. The
Antidiabetic Drug Class is comprised of the sulfonylureas, sulfonylurea combinations,
alpha glycoside agonists, amylin analogs, biguanides, meglitinides, thiazolidinediones,
glucose-like-peptide | agents, and the dipeptidyl peptidase-4 (DPP-4) inhibitors. 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 this class will be presented at an upcoming meeting.

IX. ADJOURNMENT

The meeting adjourned at 1700 hours on May 12, 2010, and at 1100 hours on May 13,
2009. The next meeting will be in August 2010.

Appendix A—Attendance
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Appendix C—National Defense Authorization Act, Section 703 Affected Medications
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Appendix A—Attendance

Voting Members Present

CDR James Ellzy, MC

DoD P&T Committee Chair

LTC Stacia Spridgen, MSC

Director, DoD Pharmacoeconomic Center,
(Recorder)

Lt Col Thom Bacon, BSC for
Col Everett McAllister, BSC

Deputy Director, Pharmaceutical
Operations Directorate

Lt Col William Hannah, MC

Air Force, Internal Medicine Physician

Major Jeremy King, MC

Air Force, OB/GYN Physician

CAPT David Tanen, MC

Navy, Physician at Large

Col Mike Spilker, BSC

Air Force, Pharmacy Officer

Lt Col Brian Crownover, MC

Air Force, Physician at Large

CAPT Stephanie Simon, MSC

Navy, Pharmacy Officer

COL Doreen Lounsbery, MC

Army, Internal Medicine Physician,
Alternate

LTC Bruce Lovins, MC

Army, Family Practice Physician,
Alternate

COL Ted Cieslak, MC

Army, Physician at Large

COL Peter Bulatao for COL Carole
Labadie, MSC

Army, Pharmacy Officer, Alternate

CAPT Vernon Lew

Coast Guard, Pharmacy Officer

Mr. Joe Canzolino

Department of Veterans Affairs

Nonvoting Members Present

Mr. David Hurt Assistant General Counsel, TMA

CDR Michele Hupp, MSC Defense Medical Standardization Board
Guests

Lt Col Kirk Stocker AFMOA

Capt Julie Meek Air Force Pharmacy Resident

Dr. Barbara Vize

United States Public Health Service/
Indian Health Service

Dr. David Trang

University of Incarnate Word Pharmacy
School

Dr. Bernadette Heron

VA PBM

Dr. Annabel Schumaker

Lackland AFB
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Appendix A—Attendance (continued)

Others Present |

COL Cynthia Clagett DoD Pharmacoeconomic Center 1

LCDR Joe Lawrence 7 DoD Pharmacoeconomic Center

Lt Col James McCrary, MC DoD Pharmacoeconomic Center

Lt Col Cynthia Lee, BSC DoD Pharmacoeconomic Center

L.CDR Bob Selvester, MC DoD Pharmacoeconomic Center

CPT Brian Haney, MC DoD Pharmacoeconomic Center

LCDR Marisol Martinez DoD Pharmacoeconomic Center

Dr. Shana Trice DoD Pharmacoeconomic Center

Dr. Eugene Moore - DoD Pharmacoeconomic Center

Dr. Angela Allerman DoD Pharmacoeconomic Center

Dr. David Meade DoD Pharmacoeconomic Center

Dr. Teresa Anekwe DoD Pharmacoeconomic Center

Dr. Jeremy Briggs DoD Pharmacoeconomic Center

Dr. Libby Hearin DoD Pharmacoeconomic Center

| M 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 Pharmacy Operations Center
contractor

Dr. Brian Beck DoD Pharmacy Operations Center
contractor
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Appendix B—Table of Medical Necessity Criteria

Drug / Drug Class Medical Necessity Criterla

+ Use of the formulary agent is contraindicated.

» The patient has experienced or is likely to experience significant adverse
effects from formulary alternatives.

» Formulary agents have resulted or are likely to result in therapeutic failure.

» There is no alternative formulary agent available, and the patient requires a
drug that can be crushed or sprinkied on food.

Silodosin (Rapaflo)

Alpha Blockers for BPH

Doxazosin ER (Cardura XL) » The patient has experienced or is likely to experience significant adverse

Alpha Blockers for BPH effects from formulary alternatives.

Sumatriptan needle-free injection

(Sumavel) s No alternative formulary agent available for patients with needle phobia

or those with dexterity issues who cannot manipulate the sumatriptan

injection (Imitrex STATdose, ics).
Triptans injection (Imitrex ose, generics)
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Appendlx C—National Defense Authorization Act, Section 703 Affected Medications

ABBOTT LABS

OMNICEF ~ 3rd gen cephalosporins ABBOTT LABS
PCE Macrolide ABBQOTT LABS
DIPENTUM Medications for inflammatory bowel disease ALAVEN PHARMA
KADIAN Higher potency single analgesic agents ALPHARMA BPD
ALLEGRA 2nd gen antihistamines & combos AVENTIS PHARM
CYTOXAN Alkylating agents BMS ONCO/IMMUN
CATAPRES Sympatholytics BOEHRINGER ING.
EVOXAC Parasympathetic agents DAIICHI SANKYO
FLOXIN Otic medications, anti-infective DAIICHI SANKYO
BANZEL Anticonvulsants/antimania medications EISAI INC.
_FRAGMIN Anticoagulants EISALINC.
SALAGEN Parasympathetic agents EISAI INC.
ZONEGRAN Anticonvulsants EISAl INC.
CETROTIDE LHRH (GNRH) antagonist, pituitary suppressant age EMD SERONQ, INC
LUVERIS Luteinizing hormones EMD SERONGQ, INC
SEROSTIM Growth hormone EMD SERONO, INC
ZORBTIVE Growth hormone EMD SERONQ, INC
BRAVELLE FSH/LH fertility agents FERRING PH INC
ENDOMETRIN Pregnancy facilitating/maintaining agent FERRING PH INC
REPRONEX FSH/LH fertility agents FERRING PH INC
LAMICTAL ODT Anticonvulsants/antimania medications GLAXOSMITHKLINE
{—LAM!CTAL ODT (BLUE) Anticonvulsants/antimania medications GLAXOSMITHKLINE
LAMICTAL ODT (GREEN) Anticonvulsants/antimania medications GLAXOSMITHKLINE
LAMICTAL ODT {ORANGE] Anticonvulsants/antimania medications GLAXOSMITHKLINE
LAMICTAL XR Anticonvulsants/antimania medications GLAXOSMITHKLINE
DERMA-SMOOQTHE-FS Topical corticosteroids HILL DERM
PERANEX HC Topical corticosteroids/immune modulators KENWOOD LAB
FLEXERIL Skeletal muscle relaxants McNEIL CONS
UROQCIT-K Urinary agent MISSION
LITHOSTAT Ammonia inhibitors MISSION PHARM
TINDAMAX Antiprotozoal MISSION PHARM
LINDANE Misc topical anti-infectives MORTON GROVE PH
ERGOLOID MESYLATE Misc cardipvascular medications MUTUAL PHARM CO
KERAFOAM Keratolytics ONSET THERAPEUT
OPTASE Misc topical agents ONSET THERAPEUT
SALKERA Keratolytics ONSET THERAPEUT
PROCRIT RBC stimulants ORTHO BIOTECH
METANX Vitamin B preparations PAN AMERICAN
DILANTIN Anticonvulsants/antimania medications PFIZER US PHARM
OGEN Estrogens & estrogen/androgen combos PHARMACIAUPJOHN
TENEX Sympatholytics PROMIUS PHARMA
MS CONTIN Higher potency single analgesic agents PURDUE PHARMA L
DORAL Sedative/hypnotics |l QUESTCOR
RIOMET Biguanides RANBAXY BRAND D
ANAPROX NSAIDs ROCHE LABS
ANAPROX DS NSAIDs ROCHE LABS
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Appendix C—National Defense Authorization Act, Section 703 Affected Medications

(continued)

o ProductName - i UG
KLONOPIN
KYTRIL S5HT3 antiemetics ROCHE LABS
VALIUM Anxiolytics ROCHE LABS
VESANOID Misc antineoplastics ROCHE LABS
VIMPAT Anticonvulsants/antimania medications SCHWARZ PHARMA
AGRYLIN Platelet reducing agents ) SHIRE US INC.

| CARBATROL Anticonvulsants SHIRE US INC.
FOSRENOL Phosphate binders SHIRE US INC.
LIALDA Medications for inflammatory bowel disease SHIRE US INC.
PENTASA Medications for inflammatory bowel disease SHIRE US INC.
PROAMATINE Adrenergic vasopressors SHIRE US INC.
NEOBENZ MICRO Keratolytics SKINMEDICA
ELDEPRYL Parkinson’s medications SOMERSET PHARM
LOCOID Topical corticosteroids TRIAX PHARMACEU
MINOCIN tetracyclines TRIAX PHARMACEU
SULFAMYLON Topical sulfonamides UDL
ANDROID Androgens/anabolic steroids VALEANT
OXSORALEN Hyperpigmentation agents VALEANT
TESTRED Androgens/anabolic steroids VALEANT
QUIXIN Ophthalmic antibiotics, quinolones VISTAKON PHARMA
MUSE Prostaglandins for ED VIVUS
FIORICET Analgesic combos WATSON PHARMA
MYAMBUTOL Antitubercular medications X-GEN PHARMACEU
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Appendix D—Table of Implementation Status of UF Recommendations/Decisions

) Nonformulary
DoD PEC BCF/ECF Medications UF Medications Medications Decision Original
Type of Date / PA and QL N
Date Drug Action* MTFs must have BCF Implement |  lssues | Roviewand | Comments
Class meds on formula MTFs may have on formulary MTFs may not Date Updates
n have on formulary
= Atorvastatin / amlodipine (Caduet) gﬁ&;’:{:ﬁy
= Ezetimibe (Zetia) PA) with
» Ezetimibe / simvastatin (Vytorin) generics, of
Atorvastatin (Lipitor) = Fluvastatin IR (Lescol) atorvastétin as
Pravastatin(Pravachol » Fluvastatin ER (Lescol XL} * Not applicable Step the preferred
May Antilipidemic eview nerics) : * Lovastatin IR (Mevacor; generics) {no drug Pending therapy August agents
2010 -1 s// o '§ g?mv astatin (Zocor = Lovastatin ER (Altoprev) designated non- 60 days {Automated 2006 ’
. ! » Lovastatin / niacin ER (Advicor) formulary) PA} .
generics) « Niacin IR (note: step
faci ) therapy does
» Niacin ER (Niaspan) not apply to
s Rosuvastatin (Crestor} ezetimibe or
¢ Simvastatin / niacin ER (Simcor) niacin)
Step therapy
{automated
PA) with
tamsulosin or
. alfuzosin as
Alfuzosin (Uroxatral}) . i . August
May Alpha ‘ Tamsulosin (Flomax, (S;;g;’;g Pending th’;‘r‘;';y 2009 ;hgzg{:fe"ed
2010 Blogkers for | UF Review generics) * Doxazosin IR (Cardura; generics) || Doxazosin ER 60 days (Automated (silodosin); :
‘BPH Terazosin (Hytrin; 4 Nov 2007; ,
. (Cardura XL) PA) (note: step
generics) Aug 2005 therapy does
. ’ not apply to
terazosin,
doxazosin, or
doxazosin ER)
s Sumatriptan
New Dru Rizatriptan (Maxalt; nood e
Sumat(ip%an Maxalt W‘T) (Slumavel Sumavel
Sumatriptan- oral and = Eletriptan (Relpax} .
May . needle-free - g ) DosePro DosePro: August
2010 Triptans injection one |nje§:table = Zoimitriptan (Zomig) « Almotriptan (Axert) Pending - 2008 -
formulation when multi- » Sumatriptan/naproxen (Treximet) :
(Sumavel . = Frovatriptan 60 days
DosePro} :o:ac;%‘genencs are (Frova)
v = Naratriptan
{(Amerge)
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Nonformuta
DoD PEC T BCF/ECF Medications UF Medications Medications Decision Original
ype of Date / PA and QL
Date Drug Action* MTFs must have BCF Impi t } Review and Comments
Class neds on formuls MTFs may have on formulary MTFs may not m‘:.;':;e" ssues Updates
Y have on formulary
= Fentanyl buccal soluble film
{Onsolis}
» Fentanyl transdermal system
(Duragesic, generics);
fransmucosal tablet (Fentora); &
transmucosal fozenge (Actiq;
generics)
*+ Codeine
* Hydromorphone (Ditaudid)
» Levorphanol
* Meperidine
* Methadone
* Morphine products (other than BCF
selections), Kadian and Avinza (ER
products)
morphine sulfate IR 15, & Morphine suffate ER / naltrexone
30mg . {Embeda) Feb 2010
morphine sulfate 12-hour | Opium tincture
ER (MS Continor s Opiumvbeiladonna
equivalent) 15, 30, 60 alkaloids(suppositories) « Tramadol ER
New Drug mg donelAPAP 5/325 . 8xycodone E\‘R ox ) é)U}tram ER) Feb Feb 2010 . gentav;yl
. . oxycodone/. 51 * Oxycodone ER{Oxycontin 7 e ucca
2010 | Analgesics r;igaar:)gg:;ﬁe m9 * Oxymorphone (Opana) * Tramadol ER app',fg;b,e - Feb2007 | Soluble Film
: Film (Onsolis) hydrocodane/APAP * Oxycodone/ASA (Ryzolt) Nov 09 Nov 2009 | (Onsolis)to
! 5/500 mg * Oxycodone/APAP other than BCF | Tapendatol remain UF
codeine/APAP 30/300 selections (Nucynta) Nov 08
mg i = Buprenorphine injection
codeine/APAP elixir = Butorphanol
121120 mg/5 mL = Pentazocine/naloxone
tramadol iR = Propoxyphene
* Nalbuphine
= Codeine / APAP (other than BCF
selections)
= Codeine / ASA
» Codeine / ASA / carisoprodol

Codeine / caffeine / butalbital /
APAP or ASA

Dihydrocodeine / caffeine 7 APAP
or ASA

Hydrocodone / APAP
Pentazocine ! APAP
propoxyphene / APAP
Propoxyphene / ASA / caffeine
Tramadol ! APAP

Codeine

Appendix D—Table of Implementation Status of UF Recommendations/Decisions

Minutes and Recommendations of the DoD P&T Committee Meeting May 12-13, 2010

Page 31 of 34



Date

Feb
2010
(cont)

Nonformulary

DoD PEC Type of BCFIECF Medicatlons UF Medications Medications Decision | paanaqL | Original
Drug Action* MTFs must have BCF implement lssues | Reviewand |  Comments
Class MTFs may have on formulary MTFs may not P Updates
meds on formulary have on formulary Date
- BCF/ECF Medications UF Medications N Decision Date Original
i PA and QL N
Do Type of Action* [ implement Review and | Comments
Drug Class MTFs must have BCF meds | MTFs may have on formulary Issues
on formulary MTFs may not have Date Updates

{continued)

on formulary

Fentanyl transdermal system

Fentanyl transmucosal tablet

Fentanyl transmucosal lozenge

Fentanyl buccal soluble film

Hydromorphone

Levorphanol

Meperidine

Methadone

Morphine sulfate ER 24hr

Morphine suffate / naitrexone

hydrochloride ER

Opium tincture

Opium / belladonna alkaloids

{suppositories)

Oxycodone ER

Oxycodone IR

Oxymorphone

Oxycodone / ASA

Oxycodone | APAP

Buprenorphine injection

Butorphanol

Pentazocine / naloxone

Propoxyphene

Nalbuphine

Codeine / APAP

Codeine / ASA

Codeine / ASA / Carisoprodol

Codeine / caffeine / butalbital /

APAP or ASA

» Dihydrocodeine / Caffeine /
ASA or APAP

* Hydrocodone / APAP

* Pentazocine / APAP

* Propoxyphene / APAP

» Propoxyphene / ASA / caffeine

Tramadol / APAP

. . " B 8 &£ m oA E % &
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Nonformulary
DoD PEC Tyoe of BCF/ECF Medications UF Medications Medications Doctsion | paandau | Originat
Date Drug A)gt,iin" MTFs must bave BCF Imy ” t I - es Review and Comments
Class meds on formula MTFs may have on formulary MTFs may not ‘g:'t:e“ Ssu Updates
Y have on formutary
= Azelastine with
sucralose {(Astepro)
*  olopatadine
(Patanase)
BCF Removal Fluticasone propionate {generic |« ciclesonide Nov 05 &
Mey Nasal Flmigasotne ;Ionasol)d (Nasalid ) (Omnaris) . Pending Cug 07 fc;;
a propionate ; . unisclide (Nasalide, generics * fluticasone furoate iy eramys
2010 ?:)"rﬁsy nasal spray Azelastine (Astelin) Ipratropium (Atrovent, (Veramyst) Ugfo;;ngtr::g ) Nov 08
(Flonase; generics) *  beclomethasone May 08
generics) Mometasone (Nasonex) {Beconase AQ) (Astepro)
*  budesonide
{Rhinocort Aqua)
» triamcinolone
{Nasacort AQ
-Joint National
Contract
Novolog pens and . with the
- Pending upon
May Mon-Basal - cartridges . . L DoDNVA
2010 Insuling BCF Addition Novolog Mix pens and Not applicable * Not applicable sg:;:stge gf - . -Novolog &
cartridges Novolog Mix
vials remain
BCF

* New Drug—refers to a new FDA-approved drug in a class previously reviewed for Uniform Formulary (UF) status
APAP: acetaminophen ’ : ’ ’

BPH: benign prostatic hyperplasia

ER; extended release

IR: immediate release
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Appendix E—Table of Abbreviations

BAP Beneficiary Advisory Panel

BCF Basic Core Formulary

BIA budget impact analysis

BPH Benign prostatic hyperplasia

CEA Cost-effectiveness analysis

CFR Code of Federal Regulations

CHD coronary heart disease

CMA cost minimization analysis

CRP C-reactive protein

cvV cardiovascular

DM diabetes meilitus

DoD Department of Defense

ECF Extended Core Formulary

ER extended release

ES| Express Scripts, Inc

FCP Federal Ceiling Price |
FDA Food and Drug Administration |
FSS Federal Supply Schedule Price |
FY fiscal year |
HA Health Affairs |
HDL high density lipoprotein cholesterol |
HUS-TTP hemolytic-uremic syndrome/thrombotic thrombocytopenic purpura ‘
IR immediate release

LDL low density lipoprotein cholesterol
LiP-1 Antilipidemic-1s drug class |
MARR Mandatory Agreement for Retail Refunds

MHS Military Health System |
MN medical necessity |
MTF Military Treatment Facility !
NDAA National Defense Authorization Act |
OMB Office of Management and Budget |
P&T Pharmacy and Therapeutics

PA prior authorization

PEC Pharmacoeconomic Center

PORT Pharmaceutical Outcomes Research Team

POS point of service

PPI Proton pump inhibitor drug class

QL quantity limit

REMS Risk evaluation and mitigation strategy

SED-1 Sedative hypnotic-1 drug class

TG Triglyceride

TMA TRICARE Management Activity

TMOP TRICARE Mail Order Pharmacy

TPHARM TRICARE Pharmacy Benefit Program

TRRx TRICARE Retail Pharmacy Network ,

UF VARR Uniform Formulary Voluntary Agreement for Retail Refunds
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DEPARTMENT OF DEFENSE
PHARMACY AND THERAPEUTICS COMMITTEE RECOMMENDATIONS
May 2010
I. CONVENING

The Department of Defense (DoD) Pharmacy and Therapeutics (P&T) Committee
convened at 0800 hours on May 12, 2010, and May 13, 2010, 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 February minutes—Dr. Charles Rice, Acting Director, approved the
minutes for the February 2010 DoD P&T Committee meeting on May 3, 2010.

2. Amendment to February minutes—The P&T Committee recommended by
consensus the following Factor VIII and Factor IX drugs be returned to formulary
status on the Uniform Formulary (UF) given execution of the required DoD Retail
Refund Pricing Agreement:

Human Factor VIII: Humate-P, Monoclate-P
Recombinant Factor VIII: Helixate FS

Human Factor IX: MonoNine

a) COMMITTEE ACTION—The P&T Committee voted (14 for, 0 opposed, 1
abstained, 0 absent) to recommend the Acting Director, TMA, amend the
February 2010 P&T Committee Minutes to reflect the Factor VIII and Factor IX
drugs listed above have been returned to formulary status on the UF.

Acting Director, TMA, Decision: o Approved o Disapproved

Approved, but modified as follows:

III. REVIEW OF RECENTLY APPROVED U.S. FOOD AND DRUG
ADMINISTRATION (FDA) AGENTS

A. Narcotic Analgesics—Fentanyl Citrate Transmucosal Seluble Film (Onsolis)
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Relative Clinical Effectiveness—Fentanyl citrate transmucosal soluble film (Onsolis) is
a pure opioid agonist available in a new transmucosal delivery system. It is FDA-
approved for the treatment of breakthrough pain in adults with cancer who are opioid
tolerant. Onsolis contains the same active drug (fentanyl) via the same route of
administration (oral mucosa) as the UF products Actiq (fentanyl transmucosal lozenge;
generics) and Fentora (fentanyl transmucosal tablet). It differs from Actiq and Fentora
as fentanyl is delivered through a soluble film that adheres to the mucosal membrane

~ and provides protection from the saliva. The film dissolves completely over 15-30
minutes.

There are no direct comparative clinical trials between Onsolis and the other
transmucosal fentanyl products. Onsolis is not bioequivalent with other transmucosal
fentanyl products. The safety and tolerability profile for Onsolis appears comparable to
other transmucosal fentanyl products. The new delivery system offers more efficient
absorption with less swallowing of the drug, which could possibly result in less
gastrointestinal (GI) adverse effects. Other potential benefits of the new delivery
system include reduced ability for diversion and less risk of dental caries.

Onsolis has a restricted distribution risk evaluation and mitigation strategy (REMS)
program that requires enrollment by both the physician and patient, limits dispensing to
a single retail pharmacy, and provides delivery of the drug via traceable courier. The
FDA is requiring, but has not determined an effective date, for similar REMS programs
for Actiq and Fentora.

The narcotic analgesic drug class was last reviewed in February 2007. The clinical
evaluation for Onsolis included, but was not limited to, the requirements stated in 32
Code of Federal Regulations (CFR) 199.21(e)(1).

Relative Clinical Effectiveness Conclusion—The P&T Committee concluded (15 for, 0
opposed, 0 abstained, 0 absent) the plausible, yet unproven, benefits of the transmucosal
fentanyl buccal film (Onsolis) new delivery system include less GI side effects, less risk
of diversion, and less risk of dental caries, compared to other UF transmucosal fentanyl
products. The clinical relevance of the proposed advantages is unclear at this time.

The FDA-mandated REMS program will ensure use is limited to opioid-tolerant
patients.

Relative Cost-Effectiveness—The P&T Committee evaluated the cost of fentanyl citrate
transmucosal soluble film (Onsolis) in relation to the efficacy, safety, tolerability, and
clinical outcomes of the other currently available narcotic analgesics. 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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Cost minimization analysis (CMA) was used to evaluate the relative cost-effectiveness
of the agent. Results from the CMA showed the projected weighted average cost per
day for Onsolis is higher than other formulary narcotic analgesics, except the branded
drug Actiq.

Relative Cost-Effectiveness Conclusion—The P&T Committee, based upon its
collective professional judgment, voted (15 for, 0 opposed, O abstained, 0 absent) that
fentanyl citrate transmucosal soluble film (Onsolis) is more costly than generic fentanyl
products in the narcotic analgesic drug class. In comparison to generics in this class,
the P& T Committee determined that the higher daily cost for Onsolis was offset by its
unique delivery system and the strict REMS program, which will limit inappropriate
prescribing.

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, 2 opposed, 1 abstained, 0 absent) fentanyl citrate transmucosal soluble film
(Onsolis) be designated as formulary on the UF.

Acting Director, TMA, Decision: o Approved o Disapproved

Approved, but modified as follows:

2. COMMITTEE ACTION: BASIC CORE FORMULARY (BCF)
RECOMMENDATION—The P&T Committee considered the BCF status of
fentanyl citrate transmucosal soluble film (Onsolis). Based on the results of the
clinical and economic evaluations presented, the P&T Committee voted (14 for,

0 opposed, 1 abstained, 0 absent) fentany! citrate transmucosal soluble film
(Onsolis) would not be added to the BCF.

Acting Director, TMA, Decision: o Approved 0 Disapproved

Approved, but modified as follows:
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B. Triptans—Sumatriptan Needle-Free Injection (Sumavel DosePro)

Relative Clinical Effectiveness—Sumatriptan needle-free injection (Sumavel DosePro)
is a new single-use delivery system for administering sumatriptan subcutaneously.
Sumatriptan (Imitrex) is available in oral tablets, a nasal spray, and a traditional needle-
containing injection device; all are available in generic formulations. The triptans drug
class was last reviewed for UF placement in June 2008. Sumatriptan oral tablets and
injection (Imitrex STATdose; generics) are currently included on the BCF.

Sumavel DosePro is FDA-approved for treating migraines and cluster headaches. The
sumatriptan dose is delivered by a high pressure burst of nitrogen gas, which propels
the drug through the subcutaneous space. Pharmacokinetic studies comparing Sumavel
DosePro with Imitrex STATdose demonstrated bioequivalence between the two
products. Sumavel DosePro obtained FDA approval via section 505(b)(2) of the
Federal Food, Drug, and Cosmetic (FDC) Act using data submitted from the original
Imitrex STATdose submission. Thus, there are no clinical trials with Sumavel DosePro
that measure efficacy for providing pain relief from migraine headaches. Following
administration, initially there is a higher incidence of bleeding, swelling, and bruising
with Sumavel Dose Pro than with Imitrex STATdose; these adverse effects dissipate,
and show no difference in severity with Imitrex STATdose 8 hours after administration.
Potential benefits of Sumavel DosePro compared to sumatriptan needle-containing
injection include that the device is easy to use, it provides an alternative injection option
to patients with severe needle phobia, and it does not require special biohazard disposal
(e.g., disposal in household refuse).

The clinical evaluation for Sumavel DosePro included, but was not limited to, the
requirements stated in 32 CFR 199.21(e)(1).

Relative Clinical Effectiveness Conclusion—The P& T Committee concluded (14 for, 0
opposed, 0 abstained, 1 absent) that although sumatriptan needle-free injection
(Sumavel DosePro) is easy to use, particularly for patients with dexterity issues, and
can be disposed of without special precautions, it does not have a significant, clinically
relevant therapeutic advantage in terms of effectiveness, safety, and clinical outcomes
compared to the existing UF product, sumatriptan needle-containing injection.

Relative Cost-Effectiveness—The P&T Committee evaluated the cost of sumatriptan
needle-free injection (Sumavel DosePro) in relation to the efficacy, safety, tolerability,
and clinical outcomes of the other non-oral sumatriptan formulations included in the
triptans 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).
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CMA was used to evaluate the relative cost-effectiveness of Sumavel DosePro relative
to other non-oral UF sumatriptan agents. Results from the CMA showed the projected
weighted average cost per day for Sumavel DosePro is higher than other non-oral
sumatriptan formulary agents, with the exception of the Imitrex STATdose proprietary
formulation.

Relative Cost-Effectiveness Conclusion—The P&T Committee, based upon its
collective professional judgment, voted (15 for, 0 opposed, O abstained, O absent) that
sumatriptan needle-free injection (Sumavel DosePro) is more costly compared to
current UF agents except the Imitrex STATdose proprietary formulation.

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, 1 abstained, 0 absent) sumatriptan needle-free injection (Sumavel
DosePro) be designated nonformulary (NF) on the UF.

Acting Director, TMA, Decision: o Approved o Disapproved

Approved, but modified as follows:

2. COMMITTEE ACTION: MEDICAL NECESSITY (MN) CRITERIA—Based
on the clinical evaluation of sumatriptan needle-free injection (Sumavel
DosePro) and the conditions for establishing MN for a NF medication, the P&T
Committee recommended (14 for, 0 opposed, 1 abstained, 0 absent) MN criteria
for Sumavel DosePro. (See Appendix B for full MN criteria).

Acting Director, TMA, Decision: o Approved o Disapproved

Approved, but modified as follows:

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

Acting Director, TMA, Decision: o Approved o Disapproved

Approved, but modified as follows:

IV. UF DRUG CLASS REVIEWS

A. Antilipidemic-1s (LIP-1s)

Relative Clinical Effectiveness—The P&T Committee evaluated the relative clinical
effectiveness of the agents in the Antilipidemic-1s (LIP-1s) drug class. This class is
currently ranked number one in the Military Health System (MHS), with drug class
expenditures exceeding $480 million annually. The class was last reviewed in August
2006. The individual drugs included in the LIP-1s class are listed, below:

Statins: atorvastatin (Lipitor), amlodipine/atorvastatin (Caduet), fluvastatin
(Lescol), fluvastatin extended release (ER; Lescol XL), lovastatin (Mevacor,
generics), lovastatin ER (Altoprev), pravastatin (Pravachol, generics),
rosuvastatin (Crestor), simvastatin (Zocor, generics), and ezetimibe/simvastatin
(Vytorin)

Statin combination products and add-on therapies: niacin ER (Niaspan),
lovastatin/niacin ER (Advicor), simvastatin/niacin ER (SIMCOR), and ezetimibe
(Zetia)

The current BCF agents are pravastatin, simvastatin, niacin ER (Niaspan), and
ezetimibe/simvastatin (Vytorin). The NF agents are atorvastatin/amlodipine
(Caduet) and rosuvastatin (Crestor). The remaining drugs are classified as UF
agents. Generic formulations of simvastatin, pravastatin, and lovastatin are now
marketed. Generic formulations of atorvastatin are expected in late 2011.

Relative Clinical Effectiveness Conclusion—The Committee recommended (14 for, 0
opposed, 0 abstained, 1 absent) the following conclusions for the LIP-1s:
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1. Across equipotent doses, the statins achieve a similar percentage
reduction in low-density lipoprotein (LDL), and a similar percentage
increase in high-density lipoprotein (HDL).

2. All statins show a plateau and drop-off in ability to raise HDL at
increasing doses.

3. Doubling the dose of a statin provides only an additional 4% to 7%
reduction in LDL and 3% to 6 % reduction in non-HDL.

4. There is a strong correlation between the change in LDL and C-reactive
protein (CRP). CRP appears to be a strong predictor of coronary heart
disease (CHD). It is unclear what emphasis the upcoming National
Heart and Lung Blood Institute Adult Treatment Panel (ATP) IV
guidelines will place on CRP in managing patients with
hypercholesterolemia.

5. A 1:1 log-linear relationship exists between lowering LDL and non-
HDL and reduced relative risk of CHD. In one mortality study, non-
HDL was a stronger predictor of CHD risk than LDL.

6. With respect to the low-to-moderate intensity statins (statins able to
reduce LDL levels by < 45%):

o The results of one meta-analysis show Lipitor, pravastatin, and
simvastatin have similar effects in providing long-term
cardiovascular (CV) prevention (e.g., reducing all-cause deaths,
major coronary events, CV death, and major cerebrovascular
events).

o There are fewer trials published for lovastatin and fluvastatin, but
positive outcomes are still shown.

e Simvastatin at doses < 40 mg will remain the DoD-preferred statin.

7. The high-intensity statins (those statins able to reduce LDL levels by
>45%) include Lipitor 40 and 80 mg; Vytorin 10/20, 10/40, and 10/80
mg; Crestor 10, 20, and 40 mg; and simvastatin 80 mg.

8. In trials assessing the primary prevention of CHD, statins do not appear
to decrease the risk of all-cause mortality. At a dose of 20 mg, Crestor
showed a decreased risk of all-cause mortality in the JUPITER trial.
The benefit of Crestor in this trial was limited to patients with CRP> 2
and an additional CHD risk factor besides age. When used in the
primary prevention of CHD, statins in general decrease the risk of CV
events by 22% to 30%.
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10.

11.

12.

13.

14.

15.

16.

17.

In trials assessing the secondary prevention of CHD, statins decrease
the risk of mortality and the risk of major CV events 21% to 23%.
Similar benefits are conferred among patients with or without diabetes.
When used in acute coronary syndrome, Lipitor 80 mg decreases the
risk of a second event by 16% to 19%. There are no studies with
Crestor assessing the secondary prevention of CHD.

Vytorin provides added efficacy in terms of LDL lowering, but still
lacks clinical outcomes data showing a reduction in CV events.
Positive benefits in reducing CV events have been shown with the
simvastatin component of Vytorin in The Heart Protection Study and
The Scandinavian Simvastatin Survival Study trials.

Zetia lowers LDL 15%-20% by a mechanism distinct from that of the
statins.

Niaspan lowers LDL 5%—15%. However, Niaspan is required in the
MHS, as its primary benefit is to raise HDL by 25%.

Since the 2006 review, there is no new compelling data for Advicor,
SIMCOR, Caduet, Altoprev, or Lescol XL to change the original
conclusion that these drugs do not offer additional clinical benefits over
the other LIP-1s. These drugs have low utilization in the MHS.

With regard to safety, there is no evidence that increases in liver
function tests or minor adverse events (gastrointestinal disturbances,
headaches, rash, itching) are less likely to occur with one statin versus
another; these adverse effects are dose-related.

Concerns of proteinuria remain with Crestor 40 mg, but the clinical
significance of this effect is unknown.

The risk of statin-related myotoxicity increases with increasing
dosages. There is no evidence that one statin is less likely to cause
myotoxicity than another. The FDA recently updated the labeling for
simvastatin 80 mg, warning of the risk of myotoxicity. The overall
incidence of rhabdomyolysis is rare with all statins.

There is no conclusive data yet to suggest that statin therapy is
associated with cognitive decline, behavioral defects, or cancer.
However, there is evidence to suggest an increased risk of new onset
diabetes with statin therapy (JUPITER trial and Lancet 2010 meta-
analysis). The clinical implications of this finding are still unclear.
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18. Fluvastatin, pitavastatin (a new statin not yet marketed), pravastatin,
and Crestor do not interact with CYP 3A4 and have more favorable
drug-drug interaction profiles than the other statins. Pravastatin is
renally metabolized and bypasses the CYP 450 system entirely.

19. The Pharmacy Outcomes Research Team (PORT) analyzed LIP-1s
utilization in the MHS during a 7-month period between August 1,
2009, and March 31, 2010. Overall, approximately 1.4 million DoD
beneficiaries receive lipid-lowering therapies and about 1.2 million
DoD beneficiaries receive statins. The percentage of the study group
classified as new statin users was 7%. Women comprised 51% of the
entire study group; the mean patient age was 42.4 years (standard
deviation 11.8 years).

The majority of use is statin monotherapy (882,000 patients). The
most common add-on therapy is ezetimibe (194,000), followed by
fibrates (123,000) and niacin (57,000). Zetia is frequently prescribed
as Vytorin (73%); only 27% of the study group received Zetia with a
statin other than simvastatin. Most niacin is given separately (74%),
with only 6,819 patients receiving SIMCOR or Advicor.

About 29% of all patients receiving statin monotherapy or a statin and
Zetia are receiving high-intensity statins (statins able to reduce LDL
levels by >45%); 17% of this group is receiving a high-intensity statin
alone; 11% are receiving a high-intensity statin plus Zetia. The most
common triple therapy is a statin and Zetia and niacin (12,000).
Overall, about 73,000 patients receive some combination targeting
LDL and HDL/triglycerides.

20. To meet the clinical needs of the majority of MHS patients, the UF must
include the low-to-moderate intensity statins simvastatin and pravastatin,
and at least one high-intensity statin.

Relative Cost-Effectiveness—The P&T Committee evaluated the relative cost-
effectiveness of the LIP-Is 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).

Statins: A series of cost-effectiveness analyses (CEAs) and budget impact
analysis (BIAs) were used to determine the relative cost-effectiveness of agents
in the class.
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Four separate cost-effectiveness models were constructed in the analyses of low-
to-moderate statins (statins able to reduce LDL levels by < 45%) and high-
intensity statins (statins able to reduce LDL levels by >45%). Analyses were
based on direct and indirect comparisons of relevant trial data.

1. The Annual Cost per 1% LDL Decrease Model compared the cost-
effectiveness of the high % LDL-lowering agents based on annual cost per
1% LDL reduction using a decision analytical model.

2. The Annual Cost per Patient Treated to Goal Model compared the cost-
effectiveness of these agents based on annual cost per patient successfully
treated to ATP III National Cholesterol Education Program goal using a
decision analytical model.

3. The Annual Cost per 1% Non-HDL Decrease Model compared the cost-
effectiveness of the high % non-HDL lowering agents based on annual cost
per 1% non-HDL reduction using a decision analytical model.

4. The Annual Cost per 1% HDL-increase Model compared the cost-
effectiveness of the high % HDL-increasing agents based on annual cost per
1% HDL increase using a decision analytical model.

Statin combination products and add-on therapies: CMA and BIA were used
to evaluate the cost-effectiveness of the statin combination products and add-on
therapies.

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:

Statins (13 for, 0 opposed, 1 abstained, 1 absent):

1. For the low-to-moderate % LDL-lowering agents (<45% LDL reduction)
evaluated: simvastatin (10, 20, and 40 mg), Lipitor 10 and 20 mg, and all
strengths of pravastatin, the cost-effectiveness of the agents in this class were
evaluated using each of the decision analytic models described, above. In
pharmacoeconomic terms, simvastatin was considered to be dominant at all
equipotent strengths, in terms of cost per LDL reduction, cost per LDL goal
attainment, cost per non-HDL reduction, and cost per HDL increase. CEA
results showed simvastatin was located along the cost efficiency frontier and
considered to be the optimal agent.
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Note: Based on low utilization and conclusions presented at the August 2006
P&T Committee Meeting, the following agents were not evaluated in the
model(s): simvastatin 5 mg, Crestor 5 mg, ezetimibe/simvastatin (Vytorin)
10/10 mg, fluvastatin IR, fluvastatin ER, lovastatin IR, and lovastatin ER.

2. For the high-intensity % LDL-lowering agents (> 45% LDL reduction)
evaluated: Lipitor 40 and 80 mg, Crestor 10, 20, and 40 mg,
simvastatin/ezetimibe (Vytorin) 10/20, 10/40, 10/80 mg, and
simvastatin 80 mg, the cost-effectiveness of the agents in this class were
evaluated using each of the decision analytic models described, above.
In pharmacoeconomic terms, the results of the first three cost-
effectiveness analyses showed Lipitor 40 and 80 mg to be the overall
most cost-effective high-intensity agent(s), in terms of cost per % LDL
reduction, cost per % LDL goal attainment, and cost per % non-HDL
reduction. Crestor 40 mg was more effective but considerably more
costly compared to Lipitor at equipotent doses, but not more effective
nor less costly than the equipotent dosage of ezetimibe/simvastatin
(Vytorin) 10/80 mg. CEA determined Vytorin was not dominant in cost
per outcome compared to Lipitor. From a price per % LDL-reduction
perspective, Lipitor (all strengths) was more cost-effective than Vytorin.
CEA results showed Lipitor 40 and 80mg was located along the cost
efficiency frontier and considered to be the optimal agent(s).

3. BIA was used to assess the potential impact of cost scenarios where
selected LIP-1s were designated formulary or nonformulary on the UF.
Cost scenarios evaluating the impact of designating agents on the BCF
were also considered. Results from the BIA for LIP-1s revealed that the
scenarios placing Lipitor at all strengths on the BCF and as the step-
preferred product in front of a step-therapy requirement and placing all
generic agents in front of a step-therapy requirement were the most cost-
effective scenarios.

4. The results of the BIA showed that Lipitor was less costly than the other
brand agents Crestor and Vytorin in all scenarios evaluated. All scenarios
placing Lipitor in the step-preferred position were less costly than all
nonstep-scenarios and all other scenarios involving multiple step-preferred
branded agents.

Statin combination products and add-on therapies (14 for, 0 opposed, 0
abstained, 1 absent):
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1. The CMA results revealed that SIMCOR was the most cost-effective
add-on product, based on an analysis of the cost per day of therapy.
Cost per day of therapy was calculated using cost per tablet adjusted by
daily average consumption (DACON) rates for SIMCOR, Niaspan,
Advicor, and Zetia.

2. BIA was used to assess the potential impact of cost scenarios where
selected statin combination products and add-on agents were designated
formulary or nonformulary on the UF. Scenarios evaluating the impact
of designating agents on the BCF were also considered. Results from
the BIA revealed the most cost-effective scenario overall to add Niaspan
on the BCF and UF, add Zetia on the UF, and designate SIMCOR and
Advicor NF. However, designating SIMCOR NF may result in
increased usage of Niaspan and increase overall costs. Sensitivity
analyses show no individual scenario was dominant after considering
the margin for error present in all cost projections. Therefore, the cost
avoidance of the aforementioned most cost-effective scenario was
within the margin of error.

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 the following:

(1) Ezetimibe/simvastatin (Vytorin), Atorvastatin (Lipitor), simvastatin
(Zocor, generics), fluvastatin (Lescol), fluvastatin ER (Lescol XL),
lovastatin (Mevacor, generics), lovastatin ER (Altoprev) and
pravastatin (Pravachol, generics) remain classified as formulary on
the UF; and that atorvastatin/amlodipine (Caduet) and rosuvastatin
(Crestor) be designated formulary agents on the UF. Prior
authorization (PA) for the LIP-1s drug class would require a trial of
atorvastatin (Lipitor) and the generic formulations of simvastatin or
pravastatin for new patients (12 for, 0 opposed, 2 abstained, 1
absent);

(2) Ezetimibe (Zetia), niacin ER (Niaspan), lovastatin/niacin ER
(Advicor), and simvastatin/niacin ER (SIMCOR) remain
designated as UF; (13 for, 0 opposed, 1 abstained, | absent);

(3) As aresult of the above recommendations, there are no LIP-1s
designated as nonformulary on the UF.
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Acting Director, TMA, Decision: o Approved o Disapproved

Approved, but modified as follows:

b) COMMITTEE ACTION: PA CRITERIA—The Committee
recommended (13 for, 1 opposed, 1 abstained, 0 absent) the following PA
criteria should apply to the LIP-1s other than generics and Lipitor.
Coverage would be approved if the patient met any of the following
criteria:

(1) Automated PA criteria:
(a) The patient has received a prescription for a preferred
agent targeting similar LDL reduction at any MHS

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 the preferred agent and was unable to
tolerate treatment due to adverse effects.

(b) The patient is taking a concurrent drug that is metabolized by
CYP3A4.

(c¢) The patient requires >55% LDL lowering.

(d) The patient requires primary prevention with rosuvastatin
(Crestor) and is not able to take atorvastatin (Lipitor).

Acting Director, TMA, Decision: 0 Approved © Disapproved

Approved, but modified as follows:

c¢) COMMITTEE ACTION: UF IMPLEMENTATION PERIOD—The
P&T Committee recommended (13 for, 1 opposed, 1 abstained, 0
absent) 1) an effective date of the first Wednesday 1 week after the
minutes are signed, following a 60-day implementation period in the
retail network and mail order, and at MTFs no later than a 60-day
implementation period; and 2) TMA send a letter to beneficiaries
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affected by this UF decision. The implementation period will begin
immediately following approval of the DoD P&T Committee minutes

Acting Director, TMA, Decision: o Approved o Disapproved

Approved, but modified as follows

d) COMMITTEE ACTION: BCF 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:

(1) Simvastatin (Zocor, generics) and pravastatin (Pravachol, generics)
remain BCF; atorvastatin (Lipitor) be added to the BCF; and,
ezetimibe/simvastatin (Vytorin) be removed from the BCF (11 for,
0 opposed, 2 abstained, 2 absent);

(2) Niacin ER (Niaspan) remain BCF (13 for, 0 opposed, 1 abstained,
1 absent).

Acting Director, TMA, Decision: o Approved o Disapproved

Approved, but modified as follows:

B. Alpha Blockers for Benign Prostatic Hyperplasia (BPH)

Relative Clinical Effectiveness—The P&T Committee evaluated the relative clinical
effectiveness of the alpha blockers used for BPH currently marketed in the United
States. The class is comprised of three non-uroselective agents: terazosin (Hytrin,
generics), doxazosin immediate release (IR; Cardura; generics), and doxazosin ER
(Cardura XL); and three uroselective agents: alfuzosin (Uroxatral), tamsulosin (Flomax)
and silodosin (Rapaflo). Generic formulations of tamsulosin were launched in March
2010. The BPH alpha blocker drug class was first reviewed in August 2005 and
reviewed again in November 2007. The newest agent, Rapaflo, was reviewed in
August 2009. Current annual expenditures for the BPH alpha blockers are $52 million.

There is an existing automated PA process for the uroselective alpha blockers, which
requires a trial of Uroxatral as initial therapy. All the alpha blockers are FDA-approved
for treating BPH. The clinical evaluation for the BPH alpha blockers included, but was
not limited to, the requirements stated in 32 CFR 199.21(e)(1).
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Relative Clinical Effectiveness Conclusion—The P&T Committee recommended (15
for, 0 opposed, 0 abstained, 0 absent) the following clinical effectiveness conclusions
regarding the BPH alpha blockers:

1. There are limited head-to-head trials comparing the BPH alpha blockers; the
available placebo-controlled trials and meta-analyses were reviewed. Although
all the alpha blockers are superior to placebo, variability in study design and
demographics preclude the ability to designate one agent as clinically superior.

2. Based on randomized placebo-controlled trials, terazosin, doxazosin, tamsulosin,
alfuzosin, and silodosin produce clinically significant and comparable symptom
improvements when compared to placebo.

3. Uroselective agents are well tolerated, with a few differences in safety
considerations. ‘

4. Uroselective agents appear to be better tolerated than non-uroselective agents, as
measured by withdrawals due to adverse events and discontinuation of therapy.

5. Non-uroselective alpha blockers exhibit a higher rate of vasodilatory adverse
effects relative to uroselective alpha blockers

6. All agents have similar warnings regarding intraoperative floppy iris syndrome.

7. The PORT analyzed the rejected claims attributable to the existing automated
PA process (step-therapy edit) for the BPH alpha blockers from April 16, 2008,
to December 31, 2009.

a) Over the study period, 154,691 patients received uroselective alpha
blockers for BPH in the retail or mail points of service; 43% of the
patients encountered the step-therapy edit reject. Step therapy was highly
effective at causing switches to preferred products; 81% of the patients
who received a selective alpha blocker received the preferred product,
alfuzosin, within 90 days. However, a substantial percentage of patients
did not receive an alpha blocker within 90 days; 30% of patients did not
receive a selective alpha blocker and 26% did not receive any alpha
blocker (selective or non-selective).

b) About 7% of the patients affected by the step therapy edit were female.
Results for the women were similar to the overall results: 81% of women
receiving a selective alpha blocker were switched to alfuzosin. However,
the majority of women (64%) encountering the reject did not receive a
selective alpha blocker within 90 days.

¢) When the alpha blocker step-therapy results were compared to previous
analyses of UF drugs with step edits, similar results were noted. The
percentages for those patients who did not receive a prescription after the
step-edit reject were 35% in the newer sedative hypnotics class, and 31%
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in the proton pump inhibitor class, versus 26%-30% in the alpha blocker
class.

8. A review of the clinical literature since the previous UF reviews did not add
substantial new information or support changes in clinical practice.

9. Terazosin, doxazosin, and doxazosin ER have a low degree of therapeutic
interchangeability with alfuzosin, tamsulosin, and silodosin in terms of safety
and tolerability, due to the higher incidence of discontinuation rates and
vasodilatory effects seen with the non-uroselective alpha blockers.

10. Alfuzosin, tamsulosin, and silodosin have a high degree of therapeutic
interchangeability; any of these drugs could be expected to meet the needs of the
majority of MHS BPH patients requiring an uroselective agent.

Relative Cost-Effectiveness—The P&T Committee evaluated the relative cost-
effectiveness of the alpha blockers used for BPH 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(¢)(2).

CMA and BIA were used to evaluate the cost-effectiveness of the BPH alpha blockers.
Currently, there is a national shortage of doxazosin, resulting in a higher price for some
dosage strengths.

Relative Cost-Effectiveness Conclusion—Based on the results of the cost analyses and
other clinical and cost considerations, the P& T Committee concluded (14 for, 0
opposed, 0 abstained, 1 absent) the following:

1. CMA results for the non-uroselective agents revealed that generic terazosin and
generic doxazosin IR were the most cost-effective agents based on the weighted
average cost per day of therapy.

2. CMA results for the uroselective agents revealed that generic tamsulosin was the
most cost-effective agent and Rapaflo (silodosin) was the least cost-effective
agent based on the weighted average cost per day of therapy.

3. BIA results revealed the scenario that placed generic tamsulosin alone in front of
a step on the UF and the scenario that included generic tamsulosin and Uroxatral
(alfuzosin) on the UF in front of a step were the most cost effective.

a) COMMITTEE ACTION: UF RECOMMENDATION—Taking into
consideration the conclusions from the relative clinical effectiveness and
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relative cost-effectiveness determinations, and other relevant factors, the
P&T Committee, based upon its collective professional judgment, voted
to recommend (11 for, 3 opposed, | abstained, 0 absent) that:

(1) tamsulosin (generic Flomax) and alfuzosin (Uroxatral) be designated
as the uroselective UF alpha blockers; terazosin (Hytrin, generics) and
doxazosin IR (Cardura) be maintained as the non-uroselective UF alpha
blockers;

(2) silodosin (Rapaflo) remain classified as NF with a PA requiring a trial
of alfuzosin or generic tamsulosin for new patients; and

(3) doxazosin ER (Cardura XL) be classified as the NF non-uroselective
alpha blocker for BPH.

Acting Director, TMA, Decision: o Approved 0 Disapproved

Approved, but modified as follows:

b) COMMITTEE ACTION: PA CRITERIA—The automated PA (step
therapy) currently in effect requires alfuzosin (Uroxatral) before other NF
alpha blockers for BPH, unless there is therapeutic failure, intolerance, or
hypersensitivity. The automated PA criteria will now include generic
tamsulosin as a preferred BPH alpha blocker, along with alfuzosin
(Uroxatral). The P&T Committee voted (13 for, 0 opposed, 2 abstained, 0
absent) to recommend the PA criteria outlined, below, should apply to
silodosin (Rapaflo); there is no change to the criteria for silodosin
previously in effect. Coverage would be approved if the patient met any
of the following criteria:

(1) Automated PA criteria:

(a) The patient has received a prescription for either silodosin
(Rapaflo), tamsulosin (generic Flomax), or alfuzosin
(Uroxatral) at any MHS pharmacy point of service (MTFs,
retail network pharmacies, or mail order) during the previous
180 days.
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(2) PA criteria if automated criteria are not met:

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

(b) Treatment with alfuzosin (Uroxatral) or tamsulosin is

contraindicated.
(c) The patient requires an alpha blocker that can be crushed
and sprinkled on food.
Acting Director, TMA, Decision: 0 Approved 0 Disapproved

Approved, but modified as follows:

c) COMMITTEE ACTION: MN CRITERIA—Based on the clinical
evaluation of the alpha blockers for BPH, and the conditions for
establishing MN for a NF medication, the P&T Committee recommended
(14 for, 0 opposed, 1 abstained, 0 absent) MN criteria for the uroselective
alpha blocker silodosin (Rapaflo), and recommended (14 for, 0 opposed,
1 abstained, O absent) MN criteria for the non-uroselective alpha blocker
doxazosin ER (Cardura XL). (See Appendix B for full MN criteria.)

Acting Director, TMA, Decision: o Approved o Disapproved

Approved, but modified as follows:

d) COMMITTEE ACTION: UF IMPLEMENTATION PERIOD—The
P&T Committee recommended (14 for, 0 opposed, 1 abstained, 0 absent)
1) an effective date of the first Wednesday 1 week after the minutes are
signed, following a 60-day implementation period in the retail network
and mail order, 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 of the DoD P& T Committee minutes.
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Acting Director, TMA, Decision: o Approved o Disapproved

Approved, but modified as follows:

e) COMMITTEE ACTION: BCF 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, 1 opposed, | abstained, 0 absent) to retain
alfuzosin (Uroxatral) and terazosin (Hytrin) on the BCF, and add
tamsulosin (generic Flomax) to the BCF.

Acting Director, TMA, Decision: o Approved o Disapproved

Approved, but modified as follows:

UTILIZATION MANAGEMENT

A. PA Requirement for Quinine—Quinine sulfate has been used off-label for years to
treat nocturnal leg cramps. The only quinine product approved by the FDA (marketed
under the trade name Qualaquin) is only approved for treating malaria; however, the
FDA recognizes that the majority of its use is for leg cramps.

In the MHS, between April 1, 2009, and March 31, 2010, over 10,300 patients were
prescribed quinine, with over 70% of the prescriptions dispensed from the retail
network. The majority of patients receiving quinine sulfate prescriptions are older than
45 years. The current MHS usage is 80% lower than that reported in a DoD P&T
Committee analysis from 2004. Results from an analysis of MHS quinine prescriptions
during fiscal year 2009 found that out of 11,341 patients, 24% had one or more ICD-9
codes associated with leg cramps and 0.1% had ICD-9 codes associated with malaria;
76% of patients did not have ICD-9 codes for either malaria or leg cramps.

Meta-analyses and professional guidelines conclude that quinine is likely effective in
reducing the frequency of muscle cramps, but the magnitude of benefit is small. No
drug is currently FDA-approved for leg cramps, and there are no clearly effective
pharmacological or nonpharmacological alternatives. A 2006 post-marketing FDA
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surveillance study reported that since 1969 there have been 665 reports of adverse
events involving quinine sulfate, including 93 deaths. Serious adverse events reported
with quinine sulfate include thrombocytopenia, hemolytic-uremic syndrome/thrombotic
thrombocytopenic purpura (HUS-TTP), chronic renal impairment associated with HUS-
TTP, hypersensitivity reactions, and QT prolongation. The product labeling for
Qualaquin was updated in 2009 to state that the risk associated with quinine sulfate
when used for nocturnal leg cramps outweighs any potential benefit.

1. COMMITTEE ACTION: PA—Due to continued safety concerns and FDA
advisories recommending against use of quinine sulfate for leg cramps, the P&T
Committee recommended (13 for, 1 opposed, 1 abstained, 0 absent) a PA be
required for quinine sulfate (Qualaquin) that limits use to the FDA-approved
indication of malaria. The PA would apply to both existing and new users of
quinine sulfate.

Acting Director, TMA, Decision: o Approved o Disapproved

Approved, but modified as follows:

2. COMMITTEE ACTION: PA IMPLEMENTATION—The P&T Committee
voted (14 for, 0 opposed, 1 abstained, 0 absent) to recommend the quinine
sulfate PA should have an effective date of the first Wednesday 1 week after the
minutes are signed, following a 60-day implementation period in the retail
network and mail order, and at the MTFs, no later than a 60-day implementation
date. The implementation period will begin immediately following the approval
by the Director, TMA.

Acting Director, TMA, Decision: o Approved o Disapproved

Approved, but modified as follows:

Minutes & Recommendations of the DoD P&T Committee Meeting May 12—-13, 2010
Page 20 of 34



VL

BASIC CORE FORMULARY ISSUES

. Fluticasone proprionate nasal spray (Flonase, generics)—BCF Deletion

The Nasal Allergy Drugs, which include the nasal corticosteroids, were last reviewed in
November 2008. Generic fluticasone propionate nasal spray (Flonase) was selected as
the BCF nasal corticosteroid. Supplies of both generic and branded fluticasone
propionate nasal spray are limited, due to manufacturing plant closures by the FDA and
exit of the proprietary manufacturer from the market. The result is an increase in price
from the two remaining generic manufacturers. It is unknown when additional supplies
will be available. Due to the aforementioned developments, the P&T Committee
recommended deleting fluticasone propionate nasal spray from the BCF. Fluticasone
propionate nasal spray will remain on the UF. MTFs are encouraged to provide an
alternative nasal corticosteroid in the interim, to meet local needs.

1. COMMITTEE ACTION: BCF DELETION—The Committee voted (13 for, 1
opposed, | abstained, O absent) to remove fluticasone propionate nasal spray
(Flonase, generics) from the BCF immediately upon signing of the May 2010 DoD
P&T Committee minutes; it will remain formulary on the UF.

Acting Director, TMA, Decision: o Approved o Disapproved

Approved, but modified as follows:

. Department of Veterans Affairs (VA)/DoD Joint Contracting Initiatives—Non-

Basal Insulins BCF Addition

The P&T Committee was briefed regarding the VA National Acquisition Center
contract for the non-basal insulin, including insulin aspart (Novolog) and 70% insulin
aspart protamine suspension/30% insulin aspart (Novolog Mix 70/30). The insulin
aspart (Novolog) vials are currently on the BCF. As part of the new contract, the
insulin aspart pen injection devices (Novolog FlexPen) and insulin aspart PenFill
cartridges (Novolog PenFill) are now cost-effective and have a similar price/mL as the
vials. Likewise the 70% insulin aspart protamine suspension/30% insulin aspart pen
injection device (Novolog Mix 70/30 FlexPen) is now similarly priced to the vials.

1. COMMITTEE ACTION: BCF ADDITION—The Committee voted (14 for, 0
opposed, 1 abstained, 0 absent) to recommend adding the insulin aspart pen
injection device (Novolog FlexPen), the insulin aspart PenFill cartridges
(Novolog PenFill), and the 70% insulin aspart protamine suspension/30% insulin
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aspart pen injection device (Novolog Mix 70/30 FlexPen) to the BCF,
immediately upon signing of the May 2010 DoD P& T Committee minutes.

Acting Director, TMA, Decision: o Approved 0O Disapproved

Approved, but modified as follows:

VII. ITEMS FOR INFORMATION

A. Pharmacy Outcomes Research Team (PORT)—The PORT briefed the P&T
Committee on their completed, ongoing and future research projects.

VIII. NATIONAL DEFENSE AUTHORIZATION ACT, SECTION 703—INCLUSION
OF TRICARE RETAIL PHARMACY PROGRAM IN FEDERAL
PROCUREMENT OF PHARMACEUTICALS UPDATE

The P&T Committee reviewed drugs that have been established on a DoD Retail
Refund Pricing Agreement; these drugs are now compliant with Fiscal Year 2008
National Defense Authorization Act, Section 703. By law, these drugs were designated
NF on the UF and subject to pre-authorization prior to use in the retail point of service
(POS) and MN in MTFs. These drugs are now eligible to return to their previous
formulary status without a pre-authorization requirement. Drugs with pricing
agreements were systematically classified according to therapeutic and pharmacologic
lines. The classification system was based on the American Hospital Formulary System
Classification and First Data Bank classification.

A. COMMITTEE ACTION: DRUGS RETURNED TO UF STATUS—The
P&T Committee recommended by consensus the drugs listed in Appendix
C return to formulary status on the UF. See Appendix C for the full list of
affected medications.

Acting Director, TMA, Decision: o Approved o Disapproved

Approved, but modified as follows:
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B. COMMITTEE ACTION: DRUGS MAINTAINING NF STATUS BUT NOT
SUBJECT TO PREAUTHORIZATION—The P&T Committee recommended
by consensus the following drugs maintain NF status but not be subject to PA:

Daytrana, Kapidex, Saizen, Azor, Welchol, Cardene SR, and Vyvanse
Acting Director, TMA, Decision: 0 Approved 0 Disapproved

Approved, but modified as follows:

VIIIL. CLASS OVERVIEWS

The Antidiabetic Drug Class overview was presented to the P&T Committee. The
Antidiabetic Drug Class is comprised of the sulfonylureas, sulfonylurea combinations,
alpha glycoside agonists, amylin analogs, biguanides, meglitinides, thiazolidinediones,
glucose-like-peptide 1 agents, and the dipeptidyl peptidase-4 (DPP-4) inhibitors. 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 this class will be presented at an upcoming meeting.

IX. ADJOURNMENT

The meeting adjourned at 1700 hours on May 12, 2010, and at 1100 hours on May 13,
2009. The next meeting will be in August 2010.

Appendix A—Attendance

Appendix B—Table of Medical Necessity Criteria

Appendix C—National Defense Authorization Act, Section 703 Affected Medications
Appendix D—Table of Implementation Status of UF Recommendations/Decisions

Appendix E—Table of Abbreviations
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SUBMITTED BY:

CDR James Ellzy, MC, USN
DoD P&T Committee Chair

DECISION ON RECOMMENDATIONS

Director, TMA, decisions are as annotated above.

Dr. Charles L. Rice
Acting Director

(Date)
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Appendix A—Attendance

Voting Members Present

CDR James Ellzy, MC

DoD P&T Committee Chair

LTC Stacia Spridgen, MSC

Director, DoD Pharmacoeconomic Center,

(Recorder)

Lt Col Thom Bacon, BSC for
Col Everett McAllister, BSC

Deputy Director, Pharmaceutical
Operations Directorate

Lt Col William Hannah, MC

Air Force, Internal Medicine Physician

Major Jeremy King, MC

Air Force, OB/GYN Physician

CAPT David Tanen, MC

Navy, Physician at Large

Col Mike Spilker, BSC

Air Force, Pharmacy Officer

Lt Col Brian Crownover, MC

Air Force, Physician at Large

CAPT Stephanie Simon, MSC

Navy, Pharmacy Officer

COL Doreen Lounsbery, MC

Army, Internal Medicine Physician,
Alternate

LTC Bruce Lovins, MC

Army, Family Practice Physician,
Alternate

COL Ted Cieslak, MC

Army, Physician at Large

COL Peter Bulatao for COL Carole
Labadie, MSC

Army, Pharmacy Officer, Alternate

CAPT Vemon Lew

Coast Guard, Pharmacy Officer

Mr. Joe Canzolino

Department of Veterans Affairs

Nonvoting Members Present

Mr. David Hurt Assistant General Counsel, TMA

CDR Michele Hupp, MSC Defense Medical Standardization Board
Guests

Lt Col Kirk Stocker AFMOA

Capt Julie Meek Air Force Pharmacy Resident

Dr. Barbara Vize

United States Public Health Service/
Indian Health Service

Dr. David Trang

University of Incarnate Word Pharmacy
School

Dr. Bernadette Heron

VA PBM

Dr. Annabel Schumaker

Lackland AFB
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Appendix A—Attendance (continued)

Others Present

COL Cynthia Clagett DoD Pharmacoeconomic Center

LCDR Joe Lawrence DoD Pharmacoeconomic Center

Lt Col James McCrary, MC DoD Pharmacoeconomic Center

Lt Col Cynthia Lee, BSC DoD Pharmacoeconomic Center

LCDR Bob Selvester, MC DoD Pharmacoeconomic Center

CPT Brian Haney, MC DoD Pharmacoeconomic Center

LCDR Marisol Martinez DoD Pharmacoeconomic Center

Dr. Shana Trice DoD Pharmacoeconomic Center

Dr. Eugene Moore DoD Pharmacoeconomic Center

Dr. Angela Allerman DoD Pharmacoeconomic Center

Dr. David Meade DoD Pharmacoeconomic Center

Dr. Teresa Anckwe DoD Pharmacoeconomic Center

Dr. Jeremy Briggs DoD Pharmacoeconomic Center

Dr. Libby Hearin 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 Pharmacy Operations Center
contractor

Dr. Brian Beck DoD Pharmacy Operations Center
contractor
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Appendix B—Table of Medical Necessity Criteria

Drug / Drug Class Medical Necessity Criteria

« Use of the formulary agent is contraindicated.

* The patient has experienced or is likely to experience significant adverse
effects from formulary alternatives. ’

« Formulary agents have resulted or are likely to result in therapeutic failure.

s There is no alternative formulary agent availabie, and the patient requires a
drug that can be crushed or sprinkled on food.

Silodosin (Rapaflo)

Alpha Blockers for BPH

Doxazosin ER (Cardura XL) s The patient has experienced or is likely to experience significant adverse

Alpha Blockers for BPH effects from formulary alternatives.

Sumatriptan needle-free injection

(Sumavel) » No altemative formulary agent available for patients with needle phobia

or those with dexterity issues who cannot manipulate the sumatriptan

Triptans injection (Imitrex STATdose, generics).
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Appendix C—National Defense Authorization Act, Section 703 Affected Medications

DEPAKENE Anticonvulsants ABBOTT LABS
OMNICEF 3rd gen cephalosporins ABBOTT LABS

PCE Macrolide ABBOTT LABS
DIPENTUM Medications for inflammatory bowel disease ALAVEN PHARMA
KADIAN Higher potency single analgesic agents ALPHARMA BPD
ALLEGRA 2nd gen antihistamines & combos AVENTIS PHARM
CYTOXAN Alkylating agents BMS ONCO/IMMUN
CATAPRES Sympatholytics BOEHRINGER ING.
EVOXAC Parasympathetic agents DAICHI SANKYO
FLOXIN Otic medications, anti-infective DAICHI SANKYO
BANZEL Anticonvulsants/antimania medications EISAIINC.

FRAGMIN Anticoagulants EISAIINC.
SALAGEN Parasympathetic agents EISAI INC.
ZONEGRAN Anticonvuisants EISAI INC.
CETROTIDE LHRH (GNRH) antagonist, pituitary suppressant age EMD SERONGQ, INC
LUVERIS Luteinizing hormones EMD SERONOQ, INC
SEROSTIM Growth hormone EMD SERONO, INC
ZORBTIVE Growth hormone EMD SERONO, INC
BRAVELLE FSH/LH fertility agents FERRING PH INC
ENDOMETRIN Pregnancy facilitating/maintaining agent FERRING PH INC
REPRONEX FSH/LH fertility agents FERRING PH INC
LAMICTAL ODT Anticonvulsants/antimania medications GLAXOSMITHKLINE
LAMICTAL ODT (BLUE) Anticonvulsants/antimania medications GLAXOSMITHKLINE
LAMICTAL ODT (GREEN) Anticonvulsants/antimania medications GLAXOSMITHKLINE
LAMICTAL ODT (ORANGE Anticonvulsants/antimania medications GLAXOSMITHKLINE
LAMICTAL XR Anticonvuisants/antimania medications GLAXOSMITHKLINE
DERMA-SMOQTHE-FS Topical corticosteroids HILL DERM
PERANEX HC Topical corticosteroids/immune modulators KENWOOD LAB
FLEXERIL Skeletal muscle relaxants McNEIL CONS
UROCIT-K Urinary agent MISSION
LITHOSTAT Ammonia inhibitors MISSION PHARM
TINDAMAX Antiprotozoal MISSION PHARM
LINDANE Misc topical anti-infectives MORTON GROVE PH
ERGOLOID MESYLATE Misc cardiovascular medications MUTUAL PHARM CO
KERAFOAM Keratolytics ONSET THERAPEUT
OPTASE Misc topical agents ONSET THERAPEUT
SALKERA Keratolytics ONSET THERAPEUT
PROCRIT RBC stimulants ORTHO BIOTECH
METANX Vitamin B preparations PAN AMERICAN
DILANTIN Anticonvulsants/antimania medications PFIZER US PHARM
OGEN Estrogens & estrogen/androgen combos PHARMACIA/UPJOHN
TENEX Sympatholytics PROMIUS PHARMA
MS CONTIN Higher potency single analgesic agents PURDUE PHARMA L
DORAL Sedative/hypnotics | QUESTCOR
RIOMET Biguanides RANBAXY BRAND D
ANAPROX NSAIDs ROCHE LABS
ANAPROX DS NSAIDs ROCHE LABS
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Appendix C—National Defense Authorization Act, Section 703 Affected Medications

(continued)

Atantha it s
KLONOPIN Anticonvulsants ROCHE LABS
KYTRIL 5HT3 antiemetics ROCHE LABS
VALIUM Anxiolytics ROCHE LABS
VESANOID Misc antineoplastics ROCHE LABS
VIMPAT Anticonvulsants/antimania medications SCHWARZ PHARMA
AGRYLIN Platelet reducing agents SHIRE US INC.
CARBATROL Anticonvulsants SHIRE US INC.
FOSRENOL Phosphate binders SHIRE US INC.
LIALDA Medications for inflammatory bowel disease SHIRE US INC.
PENTASA Medications for inflammatory bowel disease SHIRE US INC.
PROAMATINE Adrenergic vasopressors SHIRE US INC.
NEOBENZ MICRC Keratolytics SKINMEDICA
ELDEPRYL Parkinson's medications SOMERSET PHARM
LOCOID Topical corticosteroids TRIAX PHARMACEU
MINOCIN tetracyclines TRIAX PHARMACEU
SULFAMYLON Topical sulfonamides UDI.

ANDROID Androgens/anabolic steroids VALEANT
OXSORALEN Hyperpigmentation agents VALEANT

TESTRED Androgens/anabolic steroids VALEANT

QUIXIN Ophthalmic antibiotics, quinolones VISTAKON PHARMA
MUSE Prostaglandins for ED VivVUSs

FIORICET Analgesic combos WATSON PHARMA
MYAMBUTOL Antitubercular medications X-GEN PHARMACEU
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Appendix D—Table of Implementation Status of UF Recommendations/Decisions

Nonformulary

DoD PEC BCF/ECF Medications UF Medications Medications Decision Original
Date Drug z‘t’e °f MTF st have BCF I Date / t P? and QL Review and Comments
Class fon m e:s"::l formula MTFs may have on formulary MTFs may not m%lgrtnen ssues Updates
Yy have on formulary e
= Atorvastatin / amlodipine (Caduet) Stetp ther:gy
+ Ezetimibe (Zetia) SX)mit
» Ezetimibe / simvastatin (Vytorin) enerics. or
Atorvastatin (Lipitor) * Fluvastatin IR (Lescol) gtorvasta;tin as
Pravastatin(Pravachol s Fluvastatin ER (Lescol XL) Not applicable Step the preferred
May Antilipidemic UF Review enerics) ! = Lovastatin IR (Mevacor; generics) {no drug Pending therapy August a ezt s
2010 -1s gi mvastatin (Zocor » Lovastatin ER (Altoprev) designated non- 60 days (Automated 20086 9 :
. ’ = Lovastatin / niacin ER (Advicor) formulary) PA) .
generics) « Niacin IR (note: step
« Niacin ER (Niaspan) (herapy does
» Rosuvastatin (Crestor) not ‘?p‘.)by to
» Simvastatin / niacin ER (Simcor) e;et}mx e or
niacin)
Step therapy
(automated
PA) with
tamsulosin or
Alfuzosin (Uroxatral) " . August alfuzosin as
Ma Alpha Tamsulosin (Flomax, (S;;Jd:g;r; Pendin th?fp 2009 the p:eferred
201)!0 Blockers for | UF Review generics) = Doxazosin IR (Cardura; generics) D pafio) ER d ng A apy (silodosin), agents.
BPH Terazosin {Hytrin; 0Xazosin 60 days (Automated Nov 2007; .
) Cardura XL) PA) (note: step
generics) ¢ Aug 2005
therapy does
not apply to
terazosin,
doxazosin, or
doxazosin ER)
Sumatriptan
New Drug hR;zatrlitp;;C T()Maxalt; ;:gzg:;:ee
h axal
May E:;r:j?;r_uf;;t;n Sumatriptan- oral and = Eletriptan (Relpax) g,:s':;‘rlgl g:g;gﬁ August
2010 Triptans | 4 iection one injectable * Zolmitriptan (Zomig) « Amotriptan (Axert)y | Pending - 2008 -
(Sumavel formulation when multi- = Sumatriptan/naproxen (Treximet) » Frovatriptan 60 dayg
DosePro) source generics are (Frova)
available N :
aratriptan
{Amerge)
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Nonformulary

DoD PEC BCF/ECF Medications UF Medications Medications Declsion Original
Date Drug g't)ie of MTF st have BCF ! D;te ! t P’? and QL Review and Comments
Class on m e:sn:; fo :nzl a MTFs may have on formulary MTFs may not m% atn;en ssues Updates .
y have on formulary
= Fentanyl buccal soluble film
{Onsolis}
* Fentanyl transdermal system
{Duragesic, generics);
transmucosal tablet (Fentora); &
transmucosal lozenge {Actiq;
generics)
= Codeine
= Hydromorphone (Dilaudid)
= Levorphanol
= Meperidine
= Methadone
* Morphine products (other than BCF
selections), Kadian and Avinza (ER
products)
« morphine sulfate IR 15, = Morphine sulfate ER / naltrexone
30 mg {Embeda) Feb 2010
= morphine sulfate 12-hour |» Opium tincture
ER {MS Contin or * Opium/belladonna
equivalent) 15, 30, 60 alkaloids{suppositories) = Tramadol ER
New Drug onycodone/APAP 51325 |« e one ?R(O fin) S e ER)Feb Feb2010 | Boseal”
. . oxycodone: » Oxycodone xycontin el ucca
2[‘;;‘;% A:\]:I;:ggizs gi’;g%g:ﬁée mg » Oxymorphone {Opana) » Tramadol ER ap p?ijgz;ble - Feb 2007 Solubh? Film
Film (Onsolis) » hydrocodone/APAP = Oxycodone/ASA {Ryzoit) Nov 09 Nov 2009 {Onsolis) to
5/500 mg = Oxycodone/APAP other than BCF [ = Tapendatol remain UF
= codeine/APAP 30/300 selections {Nucynta) Nov 09
mg * Buprenorphine injection
» codeine/APAP elixir = Butorphanol
12/120 mg/5 mL = Pentazocine/naloxone
= tramadol IR = Propoxyphene
* Nalbuphine
» Codeine / APAP (other than BCF
selections)
» Codeine / ASA
= Codeine / ASA / carisoprodol

Codeine / caffeine / butalbital /
APAP or ASA

Dihydrocodeine / caffeine / APAP
or ASA

Hydrocodone / APAP
Pentazocine / APAP
propoxyphene / APAP
Propoxyphene / ASA / caffeine
Tramadol / APAP

Codeine
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Date

DoD PEC
Drug
Class

Type of
Action*

BCF/ECF Medications

MTFs must have BCF
meds on formulary

UF Medications

MTFs may have on formulary

Nonformulary
Medications

MTFs may not
have on formulary

Decision
Date /
Implement
Date

PA and QL
Issues

Original
Review and
Updates

Comments

Date

DoD PEC
Drug Class

Type of Action*

BCF/ECF Medications

MTFs must have BCF meds
on formulary

UF Medications

MTFs may have on formulary
{continued)

Nonformulary
Medications

MTFs may not have
on formulary

Decision Date
I/ implement
Date

PAand QL
Issues

Criginal
Review and
Updates

Comments

Feb
2010
{cont)

Fentanyl transdermal system
Fentanyl transmucosal tablet
Fentanyl transmucosal lozenge
Fentanyl buccal soluble film
Hydromorphone
Levorphanol

Meperidine

Methadone )
Morphine sulfate ER 24hr
Morphine sulfate / naltrexone
hydrochioride ER

Opium tincture

Opium / helladonna alkaloids
{suppositories)

Oxycodone ER

Oxycodone IR

Oxymorphone

Oxycodone / ASA
Oxycodone / APAP
Buprenorphine injection
Butorphanol

Pentazocine / naloxone
Propoxyphene

Nalbuphine

Codeine / APAP

Codeine / ASA

Codeine / ASA / Carisoprodol
Codeine / caffeine / butalbital /
APAP or ASA
Dihydrocodeine / Caffeine /
ASA or APAP

Hydrocodone / APAP
Pentazocine / APAP
Propoxyphene / APAP
Propoxyphene / ASA / caffeine

Tramadol / APAP
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Nonformulary

DoD PEC BCF/ECF Medications UF Medications Medications Degcision Original
Date Drug Type °I BCF i the / t P‘? and QL Review and Comments
Class Action M;F : smustf;\:“ve' MTFs may have on formulary MTFs may not m%:‘n;en ssues Updates
eds on wlary have on formulary
* Azelastine with
sucralose (Astepro)
= olopatadine
(Patanase)
BCF Removal Fluticasone propionate (generic |« ciclesonide Nov 05 &
" Nasal Fluticasone Flonase) (Omnaris) Pending eug 07 f(:;
ay propionate , . Flunisolide (Nasalide, generics) |» fluticasone furoate .2 _ eramys R
2010 %ﬁg‘s" nasal spray Azelastine (Astelin) Ipratropium (Atrovent, (Veramyst) Ugf":‘;'gg;g Nov 08
(Flonase; generics) * beciomethasone May 08
generics) Mometasone (Nasonex) {Beconase AQ) {Astepro)
*»  budesonide
(Rhinocort Aqua)
» triamcinolone
{Nasacort AQ
-Joint National
Contract
Novolog pens and Pending Upon with the
May Non-Basal o cartridges . . . nding up DoD/VA
2010 insulins BCF Addition Novolog Mix pens and Not applicable Not applicable sagpm? of - - Novolog &
cartridges minutes Novolog Mix
vials remain
BCF

* New Drug-—refers to a new FDA-approved drug in a class previously reviewed for Uniform Formulary (UF) status

APAP: acetaminophen

BPH: benign prostatic hyperplasia
ER: extended release
IR: immediate release
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Appendix E—Table of Abbreviations

BAP Beneficiary Advisory Panel
BCF Basic Core Formulary
BIA budget impact analysis
BPH Benign prostatic hyperplasia
CEA Cost-effectiveness analysis
CFR Code of Federal Regulations
CHD coronary heart disease
CMA cost minimization analysis
CRP C-reactive protein
CcvV cardiovascular
DM diabetes mellitus
DoD Department of Defense
ECF Extended Core Formulary
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
HDL high density lipoprotein cholesterol
HUS-TTP hemolytic-uremic syndrome/thrombotic thrombocytopenic purpura
IR immediate release
LDL low density lipoprotein cholesterol
LIP-1 Antilipidemic-1s drug class
MARR Mandatory Agreement for Retail Refunds
MHS Military Health System
MN medical necessity
MTF Military Treatment Facility
NDAA National Defense Authorization Act
OMB Office of Management and Budget
P&T Pharmacy and Therapeutics
PA prior authorization
PEC Pharmacoeconomic Center
PORT Pharmaceutical Qutcomes Research Team
POS point of service
PP Proton pump inhibitor drug class
QL quantity limit
REMS Risk evaluation and mitigation strategy
SED-1 Sedative hypnotic-1 drug class
TG Triglyceride
TMA TRICARE Management Activity
TMOP TRICARE Mail Order Pharmacy
TPHARM TRICARE Pharmacy Benefit Program
TRRx TRICARE Retail Pharmacy Network
UF VARR Uniform Formulary Voluntary Agreement for Retail Refunds
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