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In The News: | HIN1 — FDA’s FAQs for Tamiflu [Link]; Relenza [Link]

Immunization Schedule Update 2010—[Link]

Cohort study shows -Comorbidity affects the relationship between glycemic control & cardiovascular (CV) outcomes in Diabetes.
5-yr observational study, n=2613, using a validated patient-reported measure of comorbidity (TIBI—total illness burden index).

[A1C <6.5% or less OR <7%, WAS associated with lower 5-yr incidence of CV events in the low-to-moderate comorbidity subgroup
A1C <6.5% or less OR <7%, WAS NOT associated w/lower 5-yr incidence of CV events in the high comorbidity subgroup

This study is consistent w/ findings of recent trials such as ACCORD, ADVANCE & VADT, but help to point to WHY we might be see-
ing less impact on CV events despite tight glycemic control, namely; if comorbidities are present they must be controlled as well. [Link].

[Pharmacists improve care of diabetics while cutting costs, UB research shows. In this study, patients’ A1C levels were reduced by an
average of 1.1 %, from and average of 8.5 % to 7.4 %, one year after being enrolled in the program, while also improving the overall
metabolic profile (wt, BP, lipids, etc). In addition, monthly costs per patient went down by approximately $212, around $2,500/yr, even
though there were nominal increases in the cost of medications prescribed. [Link].

The Advisory Committee on Immunization Practices (ACIP) published the 2010 update to adult immunization schedules. Significant
changes include, but not limited to: HPV2 vaccine newly licensed, HPV4 newly licensed for use in males, MCV4 preferred for adults
aged 55 years or younger, MPSV4 preferred for adults aged 56 years or older. [Link].

FDA approved a LIQUID formulation of Lyrica (pregabalin). The oral solution is 20 mg pregabalin per milliliter (mL) and prescriptions
should be written in milligrams (mg). The pharmacist will calculate the applicable dose in mL for dispensing (e.g., 150 mg equals 7.5 mL
oral solution). [Link].

Pharmacy—Clinical Sound Bytes:
4 FDA approved a new long-acting injectable (IM) formulation of olanzapine (Zyprexa Relprevv®), either every 2 weeks or every 4
weeks, for treatment of schizophrenia. Dosing guide in drug product information [Link].

4 FDA approved the new indication of “reducing COPD exacerbations” for Spiriva® (tiotropium) [Link].
< FDA approved a HIGH-dose of Fluzone® (flu vaccine) that is specifically intended for persons 65 years or older [Link].

Safety Updates: | [ Submit ADRY to MedWaich Online!

FDA completed its review of the data from the Simvastatin and Ezetimibe in Aortic Stenosis (SEAS) trial, as well as a review of interim data
from 2 large scale ongoing cardiovascular trials with Vytorin (SHARP and IMPROVE-IT). Based on the currently available information, FDA
believes it is UNlikely that Vytorin or Zetia increase the risk of cancer or cancer-related death, but at this time an association CANNOT be
definitively ruled out. [Link].

TYLENOL® Arthritis Pain Caplet 100 count bottles, w/distinctive red EZ-OPEN CAP. See FDA site for list affected lots. [Link]

Wyeth notified healthcare professionals of changes to the Rapamune Prescribing Information re: changes in the performance of
an immunoassay used for therapeutic drug monitoring (TDM) of sirolimus. Note: If different assays are used in monitoring a
single patient, the dose of Rapamune might be adjusted improperly with potential consequences. [Link]. [Ask RPh to submit |«

ADR to Medwatch

FDA requires additiond to labeling of “warnings” and “overdosage” sections of Norpramin® (desipramine) to
include information on higher death rates in persons with family history of sudden death, cardiac dysrhythmias, or cardiac conduction distur-
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bances; also the addition of a note that seizures precede cardiac dysrhythmias and death in some patients. [Link].
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I Link to ALL November 2009 (Dec 09 not yet updated) labeling changes (i.e., post-marketing ADR updates) [Link]
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* Example; Zestril® (lisinopril)u pdat ed adverse reactions section to include
secr g
New Generic Approvals*: | [Each have a Medicare exception from Tier changes until 1/1/2010]

Ethinyl estradiol 1mg/0.005 mg (generic for FEMHRT); lansoprazole 15 and 30 mg delayed release caps | e

. S . : X pendent
(generic for Prevacid); tramadol hel ER 100 and 200 mg tabs (generic for Ultram ER); Buprenorphrine I I _th
hel sublingual 2 and 8 mg tabs (generic for Subutex). ” D d,mete o tao

Makmg a Difference
*All meds tier 1 unless otherwise specified; §ADR = Adverse Drug Reaction; PAR = Prior Auth Req’d | Page 1of2

60|
tic


http://www.annals.org/content/151/12/854.abstract
http://www.buffalo.edu/news/10781
http://www.annals.org/content/152/1/36.full.pdf+html
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http://www.fda.gov/Safety/Recalls/ucm195690.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm197059.htm
http://www.fda.gov/downloads/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/UCM192657.pdf
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http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/ucm188870.htm
http://www.annals.org/content/152/1/36.full.pdf+html
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Emerging Therapies & the Drug Pipleine:

<-Diabetes Mellitus - VIAject, A more rapid acting insulin product has completed Phase III clinical trials and recently submitted to
the FDA for approval. This formulation allows insulin to disassociate, or separate, from the six molecule (hexameric) form to the
single molecule (monomeric) form and inhibit re-association to the hexameric form.
4 Proposed benefit of this formulation—faster reductions in blood glucose activity, reduced risks of hyperglycemia and hypogly-
cemia and less weight gain than patients who received recombinant human insulin. [Link].

Pharm.D. Monthly Q&A Review: | [Link 171; [Link 2]

Incoming Question: “Is it okay to abruptly stop Advair® (salmeterol/fluticasone) or Symbicort® (formoterol/budesonide?”

Excerpt of Outgoing e-mail Answer: These drugs are fixed dose combination drugs (long acting beta agonist with corticosteroid). The
long acting beta-agonist can be discontinued abruptly at any time. However, caution is advised in abruptly stopping an inhaled corticos-
teroid due to potential for exacerbation of asthma. Neither drug’s approved labeling specifically warns against general abrupt discon-
tinuation. However, both drugs labeling does warn of abrupt discontinuation in situations where adrenal suppression suspected, noting
that it must discontinued slowly. Recommendations are to decrease the dosage and stop slowly over 2—4 weeks.

Disease State Or Literature Update: | ATP 1lI vs. NKF-KDOQI Guidelines Re: CholesterolL[nk to PDF]
Key features of the NKF-KDOQI guidelines that differ from those of the NCEP ATP-III guidelines (ADULT).
NKF-KDOQI Guidelines: ATP III Guidelines:
1. CKD patients should be considered to be in the highest risk 1. CKD patients are not managed differently from other pa-
category. tients.
2. Evaluation of dyslipidemias should occur at presentation 2. Evaluation of dyslipidemias should occur every 5 years.
with CKD, after a change status, and annually.
3. Drug therapy should be used for LDL 100-129 mg/dL after 3. Drug therapy is considered optional for LDL 100-129 mg/
3 months of TLC. dL. (referring to those with CKD without other risk factors)
4. [Initial Drug therapy for high LDL should be with a statin. 4. [Initial drug therapy for high LDL should be with a statin,
bile acid sequestrant, or nicotinic acid.
5. Recommendations are made for patients <20 years old. 5. No recommendations are made for patients <20 years old.
6. Fibrates may be used in Stage 5 CKD, a) for patients with 6. Fibrates are contraindicated in Stage 5 CKD.

TGs>500 mg/dL; and b) for patients with TGs>200 mg/dL
with non-HDL cholesterol >130, who do not tolerate statins.

7. Gemfibrozil may be the fibrate of choice for treatment of 7. No preferences are indicated for which a fibrate should be
high TGs in patients with CKD7. used to treat hypertriglyceridemia.

tNote: Gemfibrozil plus statin combination provides greater risk of myalgias/rhabdo vs. statin plus fenofibrate

Some Key features of the NKF-KDOQI guidelines that differ from those of the NCEP Expert Panel on Children

NKF-KDOQI Guidelines: Expert Panel on Children:

1. Adolescents with CKD should be considered to be in the 1. Adolescents with CKD are not managed differently from
highest risk category. other patients.

2. Evaluation of dyslipidemias should occur after presentation 2. Evaluation of dyslipidemias should occur every 5 years.

with CKD, after a change in kidney failure treatment mo-
dality, and annually.

Formularv Updates: | IHA Continues Value Initiative Link to IHA Formulary  y[fA

IHA has begun an initiative they are referring to as “Value Prescribing” which aims to help control the rising costs of prescription drugs
by finding the best combination of quality (efficacy) & cost for various therapies. The program will focus on statin therapy because de-
spite many cost reduction programs they still represent the best opportunity to achieve ‘value prescribing’ and help reduce costs.

Average Annual Co-pay Avg Annual Retail Cost of Drug Avg TOTAL Annual Cost of Drug
(Patient) (Payer) (Health Care System)

$300 $1290 51,596

Lipitor®
Vytorin®
*All meds tier 1 unless otherwise specified; §ADR = Adverse Drug Reaction; PAR = Prior Auth Req’d; TPPG = post-prandial glucose Page 2 Of 2

Tier 3 $420 $1440 $1,860
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