











Potential Secondary Costs

Overall efficacy is considered to be equal across this class, but drug selection requires individual
patient history which includes, but is not limited to: other ilinesses, disease risk factors, and
current symptoms.

Potential Administrative Costs

Based on a potential shift of proposed Tier 3 products to a Tier 1 product of 60%, it is estimated
that approximately 1200 petitions would be required. The proposed tier changes would affect
approximately 50% of the total population for this PBPA category.

Previously, it has been theorized that total cost per petition to the healthcare system (includes
cost to physicians, pharmacists, and program) is between $7.63 and $14.82. Total cost for prior
authorization to the healthcare system is estimated to be between $9,156 and $17,784
annually. Anticipated actual administrative cost to the program is projected to be less than
$3,000.

Potential Program Savings

Potential net ingredient savings to the program based on recommended tiers and a potential
shift of 60% of market share from Tier 3 to Tier 1 is estimated to be 42 % of the 2008 total
reimbursement to pharmacies for this category of drugs. This includes the projected SMAC for
the new generic product.
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FDA ALERT [03/19/2009]: The FDA is issuing this alert to remind healthcare providers
and patients that insulin pens and insulin cartridges* (see description below) are never
to be shared among patients. Sharing of insulin pens may result in transmission of
hepatitis viruses, HIV, or other blood-borne pathogens.

The FDA has received information that insulin pens may have been shared among
numerous patients (two thousand or more) in one hospital in the United States from
2007-2009 (http://www.wbamc.amedd.army.mil/), and in a smaller number of patients
in at least one other hospital. Although the disposable needles in the insulin pens were
reportedly changed for each patient, there is still a risk of blood contamination of the
pen reservoir or cartridge. Patients who were treated with insulin pens at the hospitals
in question are being contacted by the hospitals, and are being offered testing for
hepatitis and HIV. Some of the potentially exposed patients have reportedly tested
positive for hepatitis C; however it is not known if the hepatitis infection occurred
through insulin pen sharing, or if those who tested positive had previously undiagnosed
hepatitis C.

The current instructions for use for all insulin pens already state that the pens are not
to be shared among patients. The FDA reminds healthcare providers, healthcare
facilities, and patients that each insulin pen (and each insulin pen cartridge) is designed
for single-patient use only and is never to be shared among patients. Insulin pens are
not designed, and are not safe, for one pen to be used for more than one patient, even if
needles are changed between patients because any blood contamination of the pen
reservoir could result in transmission of already existing blood-borne pathogens from
the previous user. The FDA is working with the Centers for Disease Control and
Prevention (CDC), professional societies and healthcare organizations to reinforce
patient and healthcare provider education about proper and safe use of insulin pens.

This information reflects FDA'’s current analysis of data available to FDA concerning this
drug. FDA intends to update this sheet when additional information or analyses become
available.

To report any unexpected adverse or serious events associated with the use of insulin pens
or insulin cartridges, please contact the 'DA MedWatch program and complete a form on
line at http.//www.fda.gov/medwatch/report/hcp.htm or report by fax to 1-800-FDA-0178,
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by mail using the postage-paid address form provided online, or by telephone to 1-800-
FDA-1088.

*Insulin pens are pen-shaped injector devices for insulin that are intended for use by a single
patient. The pens have an insulin reservoir, or an insulin cartridge, that usually contains
enough insulin for a patient to self-administer several doses (injections) of insulin before the
reservoir or cartridge is empty. The patient changes the needle before each insulin injection.
Insulin pens are designed to be safe for one patient to use one pen multiple times, with a new,
fresh needle for each injection.

Recommendations and Information for Healthcare Professionals Regarding Insulin
Pens and Insulin Cartridges, and other reusable injector devices:

e Insulin pens containing multiple doses of insulin are meant for use by a single patient
only, and are not to be shared between patients.

e Identifying the insulin pen with the name of the patient and other patient identifiers
provides a mechanism for verifying that the correct pen is used on the correct patient,
and can help minimize medication errors. Ensure the identifying patient information
does not obstruct the dosing window or other product information such as the product
name and strength.

e Be aware that the likelihood of sharing insulin pens and cartridges is increased when
the pens are not marked with the patient name or other patient identifiers.

e The disposable needle should be ejected from the insulin pen and properly discarded
after each injection. A new needle should be attached to the insulin pen before each
new injection.

e Although the incident leading to this FDA alert occurred with insulin pens, the same
risk may exist with shared use of any reusable injection device.

o Hospitals and other healthcare facilities should review their policies and educate their
staff regarding safe use of insulin pens.

Information for Healthcare Professionals to Provide When Counseling Patients:

e Patients should be instructed that insulin pens containing multiple doses are meant for
use by a single patient only.

e Patients should be instructed to never share their insulin pen with another person.

o Patients should be advised that sharing of their insulin pens could result in transmission
of hepatitis viruses, HIV, or other blood-borne pathogens.

Background Information

The FDA has received information that insulin pens may have been shared among numerous
patients (two thousand or more) in one hospital in the United States from 2007-2009
(http://www.wbamc.amedd.army.mil/), and in a smaller number of patients in at least one
other hospital. At these hospitals, the same insulin pens may have been used for multiple
patients, although the disposable needles were reportedly changed for each patient. Because
each of these devices can result in blood contamination of the pen reservoir or cartridge,
even if the needle is changed before each use, patients who were treated with insulin pens at
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the hospitals in question are being contacted by the hospitals, and are being offered testing
for hepatitis and HIV. Some of the potentially exposed patients have reportedly tested

positive for hepatitis C; however it is not known if the hepatitis infection occurred through
insulin pen sharing, or if those who tested positive had previously undiagnosed hepatitis C.

The current instructions for use of insulin pens already state that the pens are not to be
shared among patients. The FDA reminds healthcare providers and patients that insulin pens
and insulin cartridges are never to be shared among patients. Pathogenic contaminants can
enter the cartridge after injection while the needle is still attached to the pen. Thus, insulin
pens are not safe for use in multiple patients because of the risk of cross-contamination. The
FDA is working with the Centers for Disease Control and Prevention (CDC), professional
societies and healthcare organizations to determine if further actions or communications are
needed.

How to Report Side Effects and Medication Errors

The FDA urges both healthcare professionals and patients to report side effects and
medication errors from the use of insulin, insulin pens and insulin cartridges to the FDA's
MedWatch Adverse Event Reporting program available:

e online at www.fda.gov/medwatch/report.htm

e by returning the postage-paid FDA form 3500 available in PDF format at
www.fda.gov/medwatch/getforms.htm to 5600 Fishers Lane, Rockville, MD
20852-9787

e faxing the form to 1-800-FDA-0178

e by phone at 1-800-332-1088

Reference
1. ISMP Medication Safety Alert! Acute Care, Institute for Safe Medication Practices
(ISMP). February 12, 2009, Vol. 14, Issue 3.
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FDA Public Health Advisory
Risk of Burns during MRI Scans from Transdermal Drug Patches with
Metallic Backings

The FDA has been made aware of information about certain transdermal patches (medicated
patches applied to the skin) that contain aluminum or other metals in the backing of the
patches. Patches that contain metal can overheat during an MRI scan and cause skin burns
in the immediate area of the patch.

Transdermal patches slowly deliver medicines through the skin. Some patches contain metal
in the layer of the patch that is not in contact with the skin (the backing). The metal in the
backing of these patches may not be visible. The labeling for most of the medicated patches
that contain metal in the backing provides a warning to patients about the risk of burns if the
patch is not removed before an MRI scan. However, not all transdermal patches that contain
metal have this warning for patients in the labeling,

FDA is in the process of reviewing the labeling and composition of all medicated patches to
ensure that those made with materials containing metal provide a warning about the risk of
burns to patients who wear the patches during an MRI scan.

Until this review is complete, FDA recommends that healthcare professionals referring
patients to have an MRI scan identify those patients who are wearing a patch before the
patients have the MRI scan. The healthcare professional should advise these patients about
the procedures for removing and disposing of the patch before the MRI scan, and replacing

the patch after the MRI scan. MRI facilities should follow published safe practice

. . . . 1.2
recommendations concerning patients who are wearing patches.

Until this safety issue is resolved, FDA recommends that patients who use medicated patches
(including nicotine patches) do the following:

e Tell the doctor referring you for an MRI scan that you are using a patch and why you
are using it (such as, for pain, smoking cessation, hormones)

e Ask your doctor for guidance about removing and disposing of the patch before having
an MRI scan and replacing it after the procedure.
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e Tell the MRI facility that you are using a patch. You should do this when making your
appointment and during the health history questions you are asked when you arrive for
your appointment.

The FDA urges health care professionals and patients to report possible cases of skin
burns while wearing patches during an MRI to the FDA through the MedWatch program
by phone (1-800-FDA-1088) or by the Internet at http://www.fda.gov/medwatch/index . html.

(1) Kanal, et. al, “ACR Guidance Document for Safe MR Practices: 2007,” AJR 2007,
188:1-27.

(2) Guidelines for Screening Patients For MR Procedures and Individuals for the MR
Environment, Institute for Magnetic Resonance Safety, Education, and Research,
www.imrser.org, 2009,

Update: (03/9/2009) FDA has evaluated the composition of available patches to determine
which of them contain metal components and to assure that this information is included in
their labeling. Based on current information from this evaluation, FDA is working with the
manufacturers of the following patches to update the labeling to include adequate warnings
to patients about the risk of burns to the skin if the patch is worn during an MRI scan. It
should be noted that some of the drugs listed may have a generic equivalent and more than
one size and strength of patch. FDA will update this posting as information becomes
available.

Proprietary Name | Generic/Established Name
Catapres TTS Clonidine
Neupro Rotigotine

Lidopel Lidocaine HCI and epinephrine
Synera Lidocaine/Tetracaine
Transderm-Scop Scopolamine

Prostep Nicotine transdermal system
Habitrol Nicotine transdermal system
Nicotrol TD Nicotine transdermal system
Androderm Testosterone transdermal system
Fentanyl Fentanyl

Salonpas Power PlusMethyl Salicylate/Menthol
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